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their relation to the infected person).

Committee on Safety of | CSM
Medicines

Committee on Safety of | CSM(B)
Medicine’s Biological

Counsel to the Inquiry CTI
Directly-Acting Antiviral | DAA
Deputy Chief Medical DCMO
Officer

Direct Detection Assay DDA
Depariment of Health DHSS
and Social Security

Department of Health DHSC
and Social Care

Department of Work DWP
and Pensions

European Convention ECHR
on Human Rights

England Infected Blood EIBSS
Support Scheme

Food and Drug FDA
Administration

Fresh Frozen Plasma FFP
General Medical Council | GMC
Genito-Urinary GUM
Medicine

Hepatitis B HBV
Hepatitis B Surface HBsAG
Antigen

Hepatocellular HCC
Carcinoma

Hepatitis C HCV
Human HIV
Immunodeficiency

Viruses

Human T- HTLV-1II
Lymphotrophic Virus

Type 3

Infected and affected IAP
persons

Improving Access to IAPT
Psychological Therapies
Integrated Care Board ICB

10

SUBS0000059_0010



Independent Medicines | IMMDSR

and Medical Devices
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Services Professional

Advisory Committee

Liver Function Tests LFT
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Healthcare products
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Men who have sex with | MSM

men

Minoritised ethnic These submissions use the term minoritised

groups ethic groups to refer to all ethnic groups
except white British.
This is in line with current Law Society
guidance which states ‘Minoritised ethnic’ (or
the similar term ‘racially minoritised’) has
been recommended more recently as it
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minorities in the UK are majorities in the
global population.
https://www.lawsociety.org.uk/topics/ethnic-
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Transfusion Transmitted | TTls Infections resulting from the introduction of a

Infections pathogen into a person through blood
transfusion.

United Kingdom UKHCDO

Haemophilia Centre

Doctors’ Organisation

United Kingdom Health | UKHSA

Security Agency

Variant Creutzfeldt- vCID

Jakob disease

World Health WHO

Organisation

INTRODUCTION AND EXECUTIVE SUMMARY

“I would like the Inquiry to find out why and how this scandal happened. | would like the

Inquiry to understand how it has totally destroyed lives. | want answers to why | had to sit

and watch the person | loved die.”!

“Nothing like this should ever happen again.”?

1. Infected Blood has shattered the lives of tens of thousands of people across the UK.

The transmission of the infection was for many only the start of the pain and suffering

they would endure over the years to come. This was a tragedy on an unprecedented

scale, and one which was avoidable.

2.  ThisInquiry provides a long-awaited opportunity to examine what happened and why,

the extent to which this disaster could have been prevented or its impact mitigated,

and crucially what lessons can be learnt to ensure that the same mistakes are not

1 WITN2019001 §51.
2i GRO-D
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repeated. Much of the evidence heard has echoed concerns expressed in many other

inquiries and reviews into the operation of the healthcare system.

The terms of reference of this Inquiry and the issues it has set out to consider reach
far beyond the NHS: to the mechanics of government, the relationships between
ministers, civil servants and medical advisory committees; the developing knowledge
of new viruses and of advances in healthcare; the dissemination (or lack thereof) of
this knowledge to those in the Department of Health, clinicians and the general public;
the relationship between doctors and their patients; the involvement of
pharmaceutical companies in clinical decision making; questions of the rights of the
individual to give informed consent and to be provided with candid information about
their diagnosis and treatment options; and, crucially, the reluctance, and in many
cases outright refusal, of those in government to recognise wrongdoing and to provide

redress for the harm caused.

The evidence before this Inquiry has demonstrated significant failures in leadership,
ethics and culture sustained over decades and with serious and catastrophic
consequences. These failures, some of which continue to the present day, span from
the top of government to regional health boards, hospital wards and GP surgeries

across the country.

Unlike other inquiries before it, this Inquiry is in an almost unique position to consider
these systems together and to make recommendations that, if implemented, will
improve not only the lives of infected and affected persons (“IAP”) but of the entire

population who as individuals are impacted by government decision making.

Throughout these submissions (and collated in Annex 1) we have proposed
recommendations which we consider address both historic wrongdoing and ongoing

issues in the systems on which we rely.

On behalf of all the Leigh Day Core Participants (“our CPs”), we wish to thank the

entire Inquiry team and Sir Brian Langstaff, its chair, for their warmth, humanity,
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courtesy and respect. Our CPs feel finally that they have been listened to and valued,

after years of being ignored and overlooked.
8.  These submissions highlight three key issues:

a. The disempowerment of patients through a paternalistic culture that failed to

protect their health or promote their choices;

b. The defensiveness of the government and clinicians in refusing to admit their

wrongdoing and the extent of the tragedy; and

c. The dismissiveness of institutions created to support survivors, which in many

cases simply compounded their trauma.

Disempowerment

9.  As set out in the chapters on blood services, medical practitioners, haemophilia and
other NHS bodies, there was a collective failure on multiple levels to minimise the use
of blood and blood products despite the known risk of transfusion transmitted
infections (“TTis”), particularly Hepatitis B (“HBV”), Hepatitis C (“HCV”) and Human
Immunodeficiency Viruses (“"HIV”).

10. A paternalistic culture and the focus upon clinical freedom led to patient safety being
deprioritised. Warnings from prominent sources were ignored. There were no systems
in place to ensure that doctors were provided with up-to-date guidelines, followed

good practice, or were subject to appropriate oversight.

11. This extended to a lack of information given to patients about the risk of transmission
of viruses by blood and blood products, and an assumption by clinicians that the
benefits of treatment outweighed this risk. The significant majority, if not all, of our
CPs reported that they had not provided informed consent for the treatment that led
to their infection. This was a failure to recognise patient autonomy and was
symptomatic of the deference to clinicians by all of society during the Relevant Period

{1960s, 70s, 80s and early 90s) (“the Relevant Period”).

15
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12.

13.

14.

Any systems in place to monitor, report, investigate or analyse adverse outcomes of
blood transfusions were ineffective and often not used, or used incorrectly, by
clinicians. There was no proper haemovigilance system that spanned the entire history
of a blood component. This meant that those infected were often unable to recognise
that their ill health was linked to a blood transfusion or to the use of blood products.
Similarly, the healthcare system was, for the majority of cases, unable to recognise
and trace infections. As a result, the system underestimated post transfusion
infections, and therefore did not provide support for those infected or take action to

address possible clinical malpractice to prevent further infections.

There was no “whole systems” approach to blood and blood products. There were a
number of different organisations at the local, regional, national and UK level which
failed to collaborate to ensure information and guidance was disseminated and
oversight provided. For example, the National Blood Transfusion Service (“NBTS”) did
not think it was its place to give advice about the use of blood, but neither did the
Chief Medical Officer (“CMO”) or other public health bodies. Within hospitals, whilst
those involved with the blood bank and its administration knew about tracing
donations, this does not seem to have percolated to the actions of individual clinicians,
and there were too few transfusion committees to provide direction for every
practitioner in a hospital. Many hospitals did not have such a committee at all.

Whilst there was a handbook of transfusion medicine and a panoply of advice, it would
appear that each speciality in each hospital could take a different approach to the
circumstances in which a transfusion should be given, and in haemophilia centres to
the selection of blood products to be used. Indeed, individual clinicians had their own
idiosyncratic practices, which they passed down to junior colleagues. The NBTS did
not often speak to clinicians who were transfusing blood, and the clinicians did not
speak to the haematologists working alongside them to ask for advice or guidance,
nor did they seem to consider that such a discussion would have been useful. The
association of Haemophilia Clinicians, the United Kingdom Haemophilia Centre

Doctors’ Organisation (“UKHCDO”), had no formal status but was allowed to set the
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agenda for haemophilia treatment despite providing positively misleading, and in

some cases lethal, advice.

15. Similar fragmentation was seen in the system of Regional Transfusion Centres
{“RTCs”). The absence of executive oversight by NHS bodies and the Department of
Health meant that there was no centralised control over how blood was collected and
supplied to the NHS for transfusion and fractionation. A focus on getting “enough”
blood acted as a disincentive to introduce stringent measures, such as donor exclusion
and testing to ensure collection of the safest possible blood. The lack of a four nations
blood service until 1994 meant that overprovision in one nation did not lead to greater

supply to another.

16. There was a lack of leadership from central government bodies and from the
Department of Health in respect of the safety of the system for collecting,
fractionating and supplying blood and blood products for clinical use in the NHS. They
failed in their role as “systems stewards” with ostensible and ultimate authority for

ensuring patient safety.

Defensiveness

17. The approach by all within the relevant government and healthcare systems was to
defend their actions to the hilt. At best there was a failure to recognise their mistakes,
and at worst active steps were taken to cover these up. The reputation of the systems,
and of the individuals working within them, was more important than examining what
went wrong. The Department of Health and its constituent ministers and civil servants

should have shown leadership on this issue. They did not.

18. Effective leadership means taking responsibility; in this case, there was an abdication
of responsibility by all those involved in central government, advisory committees,

NHS bodies, and by clinicians. None were willing to accept their part in this tragedy.

17

SUBS0000059_0017



This compounded the trauma and distress of IAPs, prolonging their physical,

psychological and emotional suffering as well as, for many, their financial hardship.

19. By acting defensively, clinicians and others within the healthcare system ignored
concerns raised by patients. Those in central government ignored questions put by
campaigners. There was a view that these individuals were “difficult” or “neurotic”

and did not understand what was best for them.

20. Allied to this was a lack of candour, by which we mean openness and transparency,
and a willingness to tell the whole truth, no matter how unpalatable. This again was
present at every level. This lack of candour prevented lessons being learned; delayed
access to treatment; and led to inadequate redress with schemes that were hastily set
up and failed to address the financial, social, or psychological needs of those they

purported to support.

Dismissiveness

21. When our CPs sought treatment and support they were often dismissed and in many
cases were not provided with adequate care. This was the experience of the infected
and affected across the four nations, indicating that the failure to listen to and act on
complaints of symptoms and pleas for support, were rooted in a system which

prioritised itself over the needs of those whom it serves.

22. This Inquiry has revealed appalling stigma, prejudice, cruelty and disrespect targeted
at individuals infected with HBV, HCV and HIV, as well as their families. That these
viruses can be transmitted by intravenous drug use or sex, and that cirrhosis of the
liver can be caused by drug or alcohol addiction led to those infected having to endure
an attitude not experienced by those with other chronic conditions. It led to the
ostracising of families from their communities, and the breakdown of close

relationships.
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23.

24,

25,

26.

There is significant and compelling evidence of a lack of compassion and bigotry from
clinicians and health professionals. The insult of being subjected to this from the very
system that caused the infection in the first place is difficult to comprehend, but is one
which many of our CPs have described articulately and in detail. The failure then by
central government to acknowledge and raise awareness of these viruses being

transmitted through NHS treatment deepened the indignity felt by many.

The evidence has highlighted systemic inequalities in healthcare, in particular as
relates to women and minoritised ethnic communities. Many women were infected
through blood transfusions during obstetric and gynaecological procedures but faced
misogynistic attitudes and were disregarded when they presented with symptoms.
Similarly, many people from minoritised ethnic communities faced double
discrimination due to their ethnicity and infected status. Wider discriminatory
attitudes in society and bias in the medical profession caused and still causes further,

often severe, harm to these communities.

IAPs were denied redress through the piecemeal and inadequate financial support
schemes which were belatedly and begrudgingly set up. These schemes operated in
such a way that even when limited ex gratia support was eventually provided, further
distressed was caused. Many found the application process humiliating and described

that they felt they were “forced to beg for scraps off the table”.

In order to match and acknowledge the scale of the moral harm which infected and
affected individuals have suffered, we call on the Inquiry to be bold in its
recommendations and on the government to be generous and proactive in its
response. Significant investment is needed due to successive UK governments ignoring
this tragedy for decades. Now only substantial, prompt, and comprehensive

compensation will be sufficient.

Fiona Scolding KC
Miranda Butler
Hannah Gibbs
Georgie Fenton
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Landmark Chambers

Emma Jones
Beatrice Morgan
Sandeep Michael

Sarah Westoby
Leigh Day

16 December 2022

CHAPTER 1: IMPACT ON INFECTED AND AFFECTED PEOPLE

GROD 13

Introduction

1.  This chapter seeks to identify the impact of being given contaminated blood on our

CPs. It seeks to convey some of the repeated themes, messages and experiences

i GRO-D 8§55
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expressed in our CPs’ witness statements. Wherever possible, direct quotes or
wording has been taken from those witness statements in an attempt to ensure that

our CPs’ voices are heard and represented.

Infection and diagnosis
Transmission of infection

2.  Annexes 5 and 6 contain graphical representations of the statistics regarding how our
CPs were infected, including: whether they were infected by blood product or blood
transfusion; the type of blood product or reason for transfusion; the type of infection;
the date the person was infected; and the number of years between infection and
diagnosis. The majority of our CPs were infected via blood transfusion. For those
infected by both blood products and transfusions, the number of infections peaked in

the early 1980s.
Consent?

3.  The overwhelming majority of our CPs were given no information regarding the risk
of contaminated blood before or after receiving the blood product or transfusion

which infected them or their loved one.> Therefore, even if our CPs nominally

4 please note that the clinical and ethical dimension of practitioners’ failures to obtain consent is explored fully
in the chapter on the Role of Medical Practitioners

5 WITN3103001 §7, WITN2690001 [ANON] §8, WITN1820001 [ANON] §2, WITN2009001 §5, WITN2631001
[ANON] §9, WITN1876001 §9, WITN2012001 §5, WITN1888001 §4, WITN1890001 §5, WITN1891001 §7,
WITN1892001 [ANON] &3, WITN2820001 [ANON] &8, WITN1894001 §8, WITN1895001 §5, WITN1899001
[ANON] §7,§ GRO-D WITN1896001 §4, WITN0O031001 [ANON] §2.9, WITN1900001 [ANON] §8,

WITN1902001 [ANON] §10,i  GRO-D  : WITN1905001 §6, WITN1907001 [ANON] §5, WITN1908001
[ANON] §2, WITN1910001 §4, 9, WITN1913001 §6, WITN2019001 §17, WITN2638001 §6, WITN1919001 [ANON]
§3, 9, WITN2641001 &6, WITN1921001 [ANON] §3,8, WITN1922001 [ANON] §12, WITN1923001 §4,
WITN1925001 [ANON] §3, WITN1929001 §6, WITN1932001 §6, WITN1934001 §9, WITN1935001 §4,
WITN1938001 §7, | GRO-D ™77, WITN1945001 §8, WITN1947001 [ANON] §6 WITN1949001 §8,
WITN3713001 §7, WITN1954001 86,  GRO-D _ :WITN1960001 §17, WITN5209001 §5, WITN1963001 §6,
WITN2036001 §11, WITN2701001 §4, WITN2644001 §4, WITN1970001 §8, WITN2645001 §4, WITN1972001 §5,
WITN1974001 [ANON] §4, 5, WITN1982001 §5, WITN2041001 §16, WITN1987001 [ANON] §4, WITN1988001
§4, WITN2059001 [ANON] §9, WITN1990001 §4, WITN2043001 §3, WITN2702001 §5, WITN1991001 §10,
WITN1992001, WITN1995001 §8, WITN1996001 [ANON] §7, WITN1997001 §5, WITN2062001 §7, WITN2000001

§5, WITN2001001 §3, 5, WITN2002001 [ANON] &5, WITN0394001 §7, WITN1967001 [ANON] &5 WITN1999001
21
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consented to the blood transfusion or blood product, they were unable to give
informed consent having not been made fully aware of the risks. Even those CPs who
were given a form or document to read prior to an operation or treatment — which
may have contained information regarding any risk — recall that they were not given
sufficient time to read the document, nor did they have the contents of the document
explained to them; they just felt pressured into signing it.® Crucially, a number of our
CPs state that if they had been fully informed about the risks of contaminated blood,

they would not have consented to having the blood transfusion or product.”

4, It is appreciated that it was more difficult to obtain consent prior to administering the
blood product or transfusion in some cases because, for example, the person was a
baby or child at the time and their parents were not available,® or because the person
was unconscious and required emergency treatment.® However, a number of our CPs
recall how even after they woke up from an operation during which they were given
a transfusion, they were not given any information about potential risk of having been

exposed to infection.’® Some of our CPs raised concerns about the risk of infected

§5, WITN2013001 8§13, WITN2634001 §4,§ GRO-D ' WITN1814001 §6, WITN1817001 8§11,
WITN1819001 [ANON] §7, WITN1821001 §12, WITN1823001 §7, 11, WITN3323001 [ANON] §10, WITN2870001
§10, WITN1825001 &5, WITN3914001 §26, WITN1842001 §5, WITN2057001 §18, WITN1848001 §6,
WITN1883001 §9, WITN1850001 §23, WITN0O709001 §10, WITN1867001 §10, WITN1867001 §5 WITN1877001

................................... - .

§7, WITN1882001 67,  GRO-D  !WITN1917001§5, WITN3697001 §9,] I WITN2028001
§8, WITN1926001 §19, WITN1928001 §7,! GRO-D | WITN1950001 8§10, “WiTN2033001 §7,
WITN1962001 §6, WITN2643001 [ANON] §11, WITN1968001 [ANON] §6, WITN1975001 §5, WITN1977001 §6,
WITN1981001 §4, WITN2703001 §13, WITN2026001 [ANON] §5, WITN2031001 §7, WITN1875001 §5,

WITN3710001 8§17, WITN3326001 &9, WITN1886001 [ANON] &4, WITN1910001 §5, WITN1832001 §5,

GRO-D WITN3712001 §7, GRO-D l WITN2710001 §7, WITN1980001 §5, WITN2694001 85,

GRO-D GRO-D

6 WITN1818001 §12, 23, WITN2005001 §7, WITN2631001 [ANON] §9

7 WITN2644001 §5, WITN1979001 §30, WITN1910001 §5, WITN1913001 §6
8 WITN1818001 §12, WITN1902001 [ANON] §10, WITN1908001 [ANON] §2, WITN5209001 §5, WITN1963001

9 WITN1826001 [ANON] §8, WITN1838001 §28, WITN3693001 §8, 22, WITN2692001 §3, WITN3916001 §4, 22,
WITN1820001 [ANON] &2, WITN1871001 [ANON] &4, WITN1888001 &6, WITN1889001 [ANON] §7,
WITN1905001 §6, WITN1907001 [ANON] §5, WITN1925001 [ANON] §3, WITN1932001 §6, WITN1935001 §4,
WITN1947001 [ANON] §6, WITN3713001 §7, WITN2701001 84, WITN2645001 §3, WITN1972001 §5,
WITN1974001 [ANON] §4, WITN1997001 §4, WITN2634001 §4. WITN1825001 §5, WITN1848001 §6,

WITN1867001 §10, WITN1961001 §4, WITN1832001 §5}L GRO-D WITN2694001 §5,; GRO-D i

GROD T

10 WITN1818001 §12, 24, WITN1822001 [ANON] §5, WITN1826001 [ANON] §8, 18, WITN1829001 §21,
WITN1834001 §5, WITN0622001 §14, WITN1855001 §9, WITN2853001 [ANON] §4, WITN1857001 [ANON] &7,
22

SUBS0000059_0022



blood by directly asking medical staff if the blood used was safe and were assured that
it was and there were no risks involved.!* One CP was even told that the blood they
received was 100% safe, there was “no chance” it could be contaminated, and that
the doctor was so sure of this that he would have “given it to his 7 year old

daughter.”*?

5. Other CPs explain that even though they had concerns about the safety of the blood
given to them, they trusted the doctors and were led by them.3 As one CP put it, “in
those days the doctors were gods and you just did what they said.”** One CP recalls
that she was harshly told by the ward sister that she had to have a transfusion because
the doctor had said so.'® Other CPs commented that they felt that they had “no
choice” but to accept the blood transfusion or blood product;® this is particularly so
given the blood product or transfusion was sometimes given in an emergency {and at
times life-threatening) situation, when the person was in extreme pain, and in some
cases, were told they would die if they did not have it.)” Indeed, it was often in those
extremely distressing and panicked moments, that people were asked to give their
consent. As one CP commented, “when you are in the full throes of labour, in serious

pain, | don’t think you really care at that time what they give to you.”®

6. One CP recalls an incident where she refused to consent to a blood transfusion for her
daughter which would speed up her recovery, but which was not strictly necessary.

However, when she returned to the hospital the following day the doctors had given

WITN2629001 [ANON], WITN1860001 §7, WITN1859001, WITN1862001 §12, WITNO671001 [ANON] §10,
WITN1820001 [ANON] 2, WITNOO65001 §6, WITN1871001 [ANON] §5, WITN 1888001 §6, WITN1889001 [ANON]
§7, 36, WITN1895001 §5, WITN2891001 §2, WITN1905001 §6, WITN1907001 [ANON] §5, WITN1919001 [ANON]
§3, WITN1935001 §4, 5, WITN1947001 [ANON] §3, WITN3713001 §7, WITN1832001 §5, GRO-D
WITN2694001 §5,! GRO-D

11 WITN1987001 [ANON] §3, WITN2702001 §5, WITN3325001 §4, WITN1850001 §21

12 WITN 1885001 §6

13 WITN 1850001 §21, WITN1979001 §30

14 WITN1850001 §21

15 WITN1921001 [ANON] §3

16 WITN3325001 §4, 23, WITN1921001 [ANON] §3

18 WITN3103001 §31
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her daughter the blood transfusion anyway. The doctors did not give an explanation
when asked why they had given the blood transfusion against the mother’s wishes
and without warning, when her daughter’s condition was much improved, and her life
was not in danger. The mother recalls that the doctors simply laughed at her, could

not understand her concern, and did not seem bothered that she was upset.!®

7.  Another CP describes her particularly distressing experience of being pressured into

having a blood transfusion despite her serious, and valid, concerns:

“I told the doctors | didn't want blood because some blood was infected: we knew
that much then. They dismissed my concerns and said it was nothing to worry
about. | insisted | wouldn't have the transfusion and held off. They began reaily
nagging me and were losing patience. My father was of the same blood group and
said he would donate, but they said | would need a couple of units and that they
wouldn't be able to take more than a pint from my father. They said | needed blood
from a proper blood bank, which was Seacroft in Leeds. Eventually a consultant
came and shouted at me, in front of everyone on the ward, and called me a 'bed
blocker'. He said he needed me off the maternity ward because | had had my baby,
but said that because | needed a blood transfusion, they could not move me
because | was too ill. He said that 'without this blood transfusion you could die’.
The consultant told me that there was no risk from blood supplies in relation to
HIV. He told me | was at more risk of dying and leaving my baby with no mother.
He said my fears were groundless. | was in floods of tears. | felt humiliated. |
remember ringing my dad from a payphone on the ward. In the end | caved in. A
Jjunior doctor came to me and said that they knew enough to know that if blood is
heat treated it kills HIV. He said he would be honest with me and said that not all
supplies are heat treated, some are of older stock. He said that if he could
guarantee that the blood would be heat treated would that put my mind at rest?

I said | supposed so, | thought that was as good as | would get.”?°

19 WITN1823001 §7-8
20 WITN1934001 §5-6
24
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8. In terms of the impact, being given blood products or a blood transfusion without
having given informed consent is described by our CPs as making them feel incredibly

angry®! and as if their rights have been violated.??
Communication of diagnosis?

9. A number of our CPs describe being diagnosed with HCV, HBV and HIV as like being
given a death sentence;?* some CPs feared they would die immediately.2> Our CPs
were taken aback, shocked, horrified, frightened, confused, anxious, distraught, in
tears, extremely upset, angry, and devasted when diagnosed,?® particularly those
individuals who thought they would die?” or who were told they would not have long
to live?® (in some cases only a couple of months).?° Indeed, one CP recalls the doctor
who diagnosed them saying that the disease could kill them so they should enjoy the
time they had left and go to Disneyland.3° Another CP, who at the time was a single
mother with two young children, describes having been diagnosed with HBV and told
there was no cure and that it would eventually kill her.3! Understandably, this caused
immense fear and distress at the thought of dying and leaving her two children with
no one to care for them.3? Another CP recalls being asked when diagnosed whether

they wished to die at home or in hospital.33

21 WITN1818001 §12, 23, WITN2005001 §7, WITN2631001 [ANON] §9

22 WITN1893001 §9

23 please note that the clinical and ethical dimension of communication of diagnosis is explored fully in the
chapter on the Role of Medical Practitioners.

24 WITN3713001 §12, WITN1822001 [ANON] §8, WITN2006001 [ANON] §12 — 13, GRO-D

25 WITN2028001 §15

26 WITN2004001 [ANON] §17, 18, WITN1842001 §18, WITN1928001 §11, WITN2033001 §9, 12, WITN1814001
§8, 11, WITN1991001 §14, WITN1860001 §7, WITN2853001 [ANON] §8, WITN2629001 [ANON] §13,
WITN2854001 [ANON] §7, WITN1860001 §11, WITNOO65001 §10, WITN3325001 §15, WITN0031001 [ANON]
§2.41-2.43, WITN1832001 §9

27 WITN2634001 §13, 15

28 WITN1928001 §11

29 WITN2033001 §9, 12

30 WITN1885001 §12

31 WITN1906001 §14

32 WITN1906001 §14

33 WITN2638001 §17

25
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10. Receiving such news is traumatic. One CP describes it as like being hit by a truck,
stripping you of an ability to see a future;** another describes it as being like a physical
jolt and displacement from reality, as if someone had picked up the rest of the
universe and moved it several yards away.?® For many, the overwhelming emotion

was complete shock:

“I didn't know what HCV was at the time, but | nearly fell off the chair with shock
and told the doctor he had the wrong results in front of him. | have never put
myself at risk for anything, so | was flabbergasted by it all. The doctor told me that
| needed to be counselled about my HCV, and sent me to a room to speak to a
nurse. [...] The nurse that | saw did not provide me with any information about the
prognosis of HCV or how to cope with it. Instead, she asked me if | was
promiscuous, if | took drugs, and if | was an alcoholic. | was offended by this
because the doctor knew that my infection was due to blood transfusions but | was
still being made to listen to a lecture from a nurse that was clearly intended for
people who had contracted it through lifestyle choices. | thought, | have done none
of these things! Then | think the nurse said something about me being lucky that |
didn't have HIV. | walked round for days in a daze not knowing what to do or what
to say. [...] | feel there could have been better communication between the doctor
and nurse so that | was given relevant information about the virus, how | had
contracted it and what | should do next. | remember thinking at the time, "what

the hell is happening’ and feeling very scared.”3®

11. Although in a minority, some of our CPs commented that as well as feeling shocked
and frightened when they were diagnosed, they also felt relieved as they finally had

an explanation for the previously unexplained symptoms which they had been

34 WITN1908001 [ANON] §6-9,§ GRO-D
35 WITN2041001 §19
36 WITN1998001 §11-12, 19
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experiencing for years;*” this was particularly validating for CPs who had faced doctors

refusing to accept that there was anything wrong with them for years.3®

12. A number of our CPs describe being mortified and horrified at having been very
casually diagnosed with a life-threatening illness without any forewarning or display

of empathy.*% GRO-D

? GRO-D

GRO-D 140 This is particularly the case for those

42 who were consequently often

individuals diagnosed over the phone?*! or by letter,
alone and without anyone with them for support when they received the news.*
Receiving the diagnosis without warning and not in person is described by many of
our CPs as disgusting, devastating, “wrong”, very frightening, extremely distressing,
very upsetting and unnecessarily stressful, such that it had an ongoing impact on their
mental health.** Our CPs commented that they are appalled that it was thought to be
appropriate to communicate the diagnosis in this way and that they should have been

told in person, by someone they knew and not a stranger, and provided with support

and information.*® Indeed, one CP commented that the way in which they were told

37 WITN 1950001 §13, 16, WITN1934001 §35, WITN2043001 §39, WITNO0O65001 §24, WITN 1900001 [ANON] §21
38 WITN1934001 §35
39 WITN1997001 §13, WITN1822001 [ANON] 68, GRO-D _ i§16, WITN1838001 §11, WITN1829001 §13

WITN1834001 §12, WITN1871001 [ANON] §14, WITN1905001 §20, 21, WITN1925001 [ANON] §10,
WITN3712001 §9

10{"""GROD |

41 WITN3103001 §33, WITN2702001 §11, WITN1891001 §10, WITN1932001 §11, WITN1935001 §10,
WITN1945001 §10, WITN1954001 §8,.____GRO-D i WITN1990001 §7, WITN2702001 §8, WITN2000001
§14, WITN1968001 [ANON] §10, WITNOO31001 [ANON] §2.41-2.43, WITN1934001 §16

42 \WITN2641001 §9, 18, WITN1974001 [ANON] §7, WITN2692001 §5, WITN3916001 §10, WITN 1826001 [ANON]
§9, 15, WITN1818001 §18, WITN3693001 §15, 20, WITNOOE5001 §7, WITN1895001 §9, WITN2637001 §8,
WITN1908001 [ANON] §5, WITN1923001 §6, WITN1974001 [ANON] §6, WITN2041001 §18, WITN2043001 §4,
WITN2001001 §7, WITN1848001 §8, WITN2819001 §7, WITN2028001 §12, WITN1966001 §6, WITN2001001 §7,
WITN2041001 §19, WITNOO65001 §8, 16, WITN1895001 §9, 10, WITN3712001 §9

43 WITN2702001 §11, WITN3916001 §10, 19, WITN2001001 §7, WITN1860001 §7, WITN2853001 [ANON] §8,
WITN2629001 [ANON] §13, WITN2854001 [ANON] §7, WITN1892001 [ANON] §9

44 WITN1974001 [ANON] §7, WITN1908001 [ANON] §14, WITN1966001 §6, WITN1826001 [ANON] §9, 15,
WITN1818001 §18, WITN3693001 §15, 20, WITN1995001 §10, WITN2001001 §7, WITN1895001 §11,
WITN1842001 §18

45 \WITN3693001 §20, WITN2000001 §14, WITN1935001 §10, 16, 17, WITN1895001 §11, WITNOO31001 [ANON]
§2.41-2.43
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about the infection was so inhumane and mentally damaging that they nearly took

their own life.*®

13. A number of CPs also commented how they discovered their diagnosis entirely by
accident, casually dropped into a conversation during a routine appointment,*” or
following routine blood tests,*® a blood donation*® or during tests/treatment for an
unrelated condition.>® One CP discovered they had HCV when overhearing a nurse
talking while she was recovering on a ward,! and another described being diagnosed

in a busy corridor of a hospital with lots of people around.>?

14. A number of our CPs describe that the delivery of the diagnosis was in a very blunt,
brutal, unsympathetic, nonchalant and matter-of-fact manner,>® demonstrating a
complete lack of forethought or consideration of the need to communicate such a life-
changing diagnosis sensitively and with care.>* For example, one of our CPs describes
being informed of her mother’s HIV status five days after her funeral.>® Another CP
describes how the diagnosis was made without warning with their 15- and 18-year-
old children in the room.>® Another CP recalls that their father was diagnosed when

he was alone, very ill, very confused and in a vulnerable state.>” Yet another CP

46 WITN1921001 [ANON] §19, 24
47 WITN1951001 §4-5, 10, WITN1975001 §12, WITN1926001 §21; GRO-D 'WITN2039001 §14
48 WITN1975001 §12, WITNO709001 §14, WITN1880001 [ANON] §11, WITN1890001 §7,1 GRO-D

WITN1908001 [ANON] §5, WITN1974001 [ANON] §6

50 WITN1962001 §26, WITN3692001 §25, WITN1895001 §9, 10,; GRO-D i, WITNO031001 [ANON]
§2.41-2.43

5T WITN2039001 §14
52 WITN2012001 §11, 18
53 WITN1951001 §4-5, 10, WITN1975001 §12, WITN1926001 §21, GRO-D , WITN1814001 §8, 11,

4 WITN1814001 §8, 11, WITN1826001 [ANON] §9, 15, WITN1818001 §18, WITN3693001 §15, 20, WITN1995001
8§10, GRO-D

55 WITN3323001 [ANON] §12

56 WITN1950001 §13, 16

57 WITN2011001 [ANON] §6, 11
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describes how their diagnosis was erroneously communicated to their mum instead

of them, breaching patient confidentiality.>®

15. Many individuals when diagnosed were not given sufficient information, advice or
support to enable them to understand what the infection meant, how it had
happened, how severe it was or what to expect going forward.>® One CP commented
that the doctor seemed more concerned with preventing spread of infection to the
public than helping them understand the diagnosis.?® Failing to provide such
information made people feel as if they were being kept in the dark, and threw them
into a state of uncertainty, panic, alarm, and anxiety.®! In particular, some CPs describe
their anger and disappointment at not being told how serious the diagnosis was, how
it would cost their loved one their life and leave them devastated.®? A number of our
CPs also commented that the shock of receiving the diagnosis prevented them or their
loved one from feeling able to push for further information and ask questions.®® One
CP recalls that the impact of not being told what HCV meant for their life when
diagnosed has been that they have forever since experienced health-related anxiety,

such that they constantly think they have Covid or a brain tumour.%*

16. Upon being diagnosed, a number of CPs describe how their doctor refused to accept
that their infection was caused by blood product or transfusion and instead
desperately tried to find another explanation; doctors would frequently ask invasive
questions about the person’s private life and make assumptions about their sexual

promiscuity, sexual orientation, drinking habits and drug use, often in front of loved

58 WITN 1822001 [ANON] §8

59 WITN3323001 [ANON] §12,1 GRO-D | WITN1906001 §14, WITN1951001 §4-5, 10, WITN1975001
§12, WITN2039001 §14, WITN1926001 §21, WITN1814001 §8, 11, WITN1970001 §13, WITN3693001 §20,
WITN1945001 §13, WITN1860001 §11, WITN1880001 [ANON] §11, WITN1895001 §9, 10

60 WITN1905001 §20, 21

61 WITN1814001 §8, 11, WITN2634001 §13, 15, WITN3693001 §20, WITN1967001 [ANON] §11

62 WITN1950001 §13, 16, WITN1926001 §21, WITN1814001 §8, 11

63 WITN1882001 §13 WITN2634001 §13, 15, WITN1905001 §20, 21

64 WITN2634001 §13, 15

29
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ones or other doctors.®> Our CPs describe how they found this shocking, offensive,
humiliating, embarrassing, deeply insulting, and extremely distressing, leaving them
feeling dirty, degraded, disrespected and discriminated against.®® Often our CPs were
asked these distressing questions when they were feeling very ill, were in intense pain

and when they had just been diagnosed with a life-threatening illness.®’
Late diagnosis®®

17. Atheme running throughout our CPs’ evidence is the impact of having lived for many
years with the infection prior to being diagnosed. For many, this was a period of well
over 10 years, in some cases, over 40 years. A snapshot of the delay in diagnosis is set

out below and graphs of the delays are included at Annexes 5 and 6:
Infected 1981, diagnosed 1992, 11 years.®®
Infected 1985, diagnosed 1996, 11 years.”®
Infected 1985, diagnosed 1996, 11 years. 7!
Infected 1978, diagnosed 1991, 13 years.”?
Infected 1979, diagnosed 1994, 15 years.”?

Infected 1982, diagnosed 1997, 15 years.”

65} GRO-D | WITN2703001 §8, WITN1814001 §8, 11, WITN1823001 §26, WITN2055001 [ANON]
§12, WITN1892001 [ANON] §7, WITN1913001 §9, 12, WITN1832001 §13
66} GRO-D ) WITN2703001 §8, WITN1814001 §8, 11, WITN2055001 [ANON] §12, WITN1892001

[ANON] §7, WITN1913001 §9, 12
67 WITN2055001 [ANON] §12, WITN1892001 [ANON] §7

68 please note that the clinical and ethical dimension of late diagnosis is explored fully in the chapter on the Role
of Medical Practitioners.

69 WITN1935001 §10
70 WITN1900001 [ANON] §12
71 WITN1883001 §14
72 WITN3710001 §11
73 WITN1890001 §7
74 WITN1968001 [ANON] §2, 5
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Infected 1984, diagnosed 1999, 15 years.”
Infected 1985, diagnosed 2000, 15 years.”®
Infected 1988, diagnosed 2004, 16 years.”’
Infected 1982, diagnosed 1999, 17 years.”®
Infected 1984, diagnosed 2001, 17 years.”®
infected 1987, diagnosed 2004, 17 years.®®
Infected 1987, diagnosed 2004, 17 years.%!
Infected 1989, diagnosed 2006, 17 years.%?

Infected 1972, diagnosed 1990, 18 years.®?

GRO-D 119 years.®

Infected 1976, diagnosed 1995, 19 years.®

GRO-D 119 years.3¢

GRO-D 119 yea rs.87

Infected 1980, diagnosed 2000, 20 years.®®

75 WITN1925001 [ANON] §7
76 WITN1910001 §11

77 WITN1963001 §8

78 WITN1962001 §8

79 WITNO709001 §1

80 WITN2033001 §1

81 WITN1891001 §4, 9

82 WITN2043001 §2, 4,7

83 WITN1868001 §3, 10

84! GRO-D 166
85 WITN2042001 §10

86 GRO-D
87, GRO-D i

88 WITN1975001 [ANON]§6
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Infected 1991, diagnosed 2011, 20 years.?®
Infected 1978, diagnosed 1999, 21 years.*®
Infected 1982, diagnosed 2003, 21 years.%!
Infected 1990, diagnosed 2011, 21 years.??
Infected 1983, diagnosed 2005, 22 years.®®
infected 1985, diagnosed 2007, 22 years.®*
Infected 1985, diagnosed 2007, 22 years.®>
Infected 1990, diagnosed 2012, 22 years.®®
Infected 1982, diagnosed 2005, 23 years.®’
Infected 1983, diagnosed 2006, 23 years.%8
Infected 1988, diagnosed 2001, 23 years.*®
Infected 1985, diagnosed 2010, 25 years.1®
Infected 1988, diagnosed 2003, 25 years.1%!

Infected 1989, diagnosed 2014, 25 years.'®?

89 WITN2001001[ANON] §3
90 WITN2026001 [ANON] §14
91 WITN1867001 §9

93 GRO-D
93 WITN1947001 [ANON] §3, 14
94 WITN2638001 §3, 6

95 WITN1934001 §11

96 WITN2019001 §10

97 WITN2631001 [ANON] §12, 14
98 WITN1895001 §8

99 WITN1901001 §16

100 WITN1878001 §12

109 GRO-D |

102 WiTN 1888001 §17
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Infected 1978, diagnosed 2004, 26 years.1%3
Infected 1979, diagnosed 2005, 26 years.1%
Infected 1983, diagnosed 2009, 26 years. 1%
Infection 1968, diagnosed 1995, 27 years.1%
Infected 1982, diagnosed 2009, 27 years.'®”
Infected 1976, diagnosed 2004, 28 years.1%®
Infected 1978, diagnosed 2006, 28 years.%
Infected 1973, diagnosed 2002, 29 years.''°
Infected 1974, diagnosed 2003, 29 years.'!!
Infected 1973, diagnosed 2002, 29 years.'*?
Infected 1978, diagnosed 2007, 29 years.'*3
Infected 1977, diagnosed 2007, 30 years.'*
Infected 1979, diagnosed 2009, 30 years.1%s

Infected 1982, diagnosed 2012, 30 years.''®

103 WiITN2819001 §7

104 WITN1950001 §12

105 WITN1825001 §11-12

106 WiTN1908001 [ANON] &5

107 WITN2644001 §7

108 WITN1996001 [ANON] §12

109 wiTN 1842001

110 wWITN2000001 §6

111 WiTN2002001 [ANON] §6

112 WiITN3325001 §1, 14

113 WITN 1896001 §5

114 WITN1907001 [ANON] §5

115 WITN1972001 §7

116 WITN1892001 [ANON] §9
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Infected 1984, diagnosed 2014, 30 years.'?’
Infected 1986, diagnosed 2016, 30 years.!8
Infected 1975, diagnosed 2006, 31 years.'*®
Infected 1983, diagnosed 2014, 31 years, 120

Infected 1970, diagnosed 2002. 32 years.'?!

GRO-D 132 years. 1?2

Infected 1980, diagnosed 2012, 32 years.1?3
Infected 1971, diagnosed 2004, 33 years.??*
Infected 1981, diagnosed 2014, 33 years.1?
Infected 1980, diagnosed 2014, 34 years.?°
Infected 1984, diagnosed 2018, 34 years.'?’
Infected 1986, diagnosed 2020, 34 years.'?®
Infected 1971, diagnosed 2006, 35 years.1??

Infected 1980, diagnosed 2015, 35 years.3°

117 WITN2059001 [ANON] §2
118 WITN1921001 [ANON] §3, 16
119 WITN2011001 [ANON] §6
120 WiTN1932001 §11

121 WITN1997001 §13

123 WiTN1871001 [ANON] §3, 14
124 WiTN1926001 §21
125 WITN1961001 §5
126 WITN1889001 [ANON] §8
127 WITN0394001 §9
128 \WITN5209001 §8,9
129 WITN1982001 §9
130 WiTN1913001 83, 8
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Infected 1975, diagnosed 2011, 36 years.'3!
Infected 1975, diagnosed 2011, 36 years.13?
Infected 1980, diagnosed 2017, 37 years.'*?
Infected 1976, diagnosed 2014, 38 years.13*
Infected 1979, diagnosed 2017, 38 years.'®
Infected 1970, diagnosed 2014, 44 years.3®

18. All our CPs who experienced late diagnosis feel strongly that they should have been
tested and diagnosed earlier. They describe the anger, frustration, dismay,
annovance, disgust and upset they feel, 37 particularly those who lost their loved one
and who believe that if there had been investigations carried out earlier, then their
loved one may still be alive.’®® The consequential effect of a late diagnosis is that
damage remains undetected for years and by the time it is discovered it is often too
late for effective treatment.’® Coupled with the physical impact of the virus sitting
undetected in the body for years without treatment, is the psychological impact on
people having carried the infection so long without knowing. Witness W2641, who
was diagnosed in 2017 with HBV after being infected in 1979'%° describes it as: “.../
wonder how many times | have cut myself and somebody has come to help me? Have

{ infected that person? ....Have | infected anybody in theatre...." .

131 WiTN0031001 [ANON] §2.5, 2.40, 2
132 WITN 1832001 §7
133 WITN1954001 §3, 7
134 WITN 1995001 §10
135 WITN2641001 §7
136 WITN1905001 §7 - 14
137 WITN2639001 §10, WITN2033001 [ANON] §9, 12, WITN2059001 [ANON] §18, WITN1855001 §40,42,
WITN3916001 §8,9,14, WITN2629001 [ANON] §17
138 WITN2033001 §9, 12, WITN1825001 §11-12
139 WITN1825001 §11-12
140 WiTN2641001; INQY1000248 p.26, 1.11-23.
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19. In a number of cases, the length of delay could have been avoided. For example, one
of our CPs says that their medical notes demonstrate that the need for tests was
flagged by medical staff - but not followed up on - years before diagnosis;**! in other
cases, medical notes show patients tested positive months or years before they were
told of their diagnosis.'*? One CP describes the impact of finding this out: “in my view
this is absolutely devastating and abhorrent. | cannot fathom the logic in the actions
of my then treating consultant, who did not tell me that | had HCV. Instead, | have been
denied treatment and faced outrageous slurs on my character, including accusations
that my condition was caused by alcoholism.”*** The knock-on impact is that some lost
trust in the medical community when they discovered that the people who were
meant to be looking after them had kept the diagnosis from them for years.'** In one
account, a CP said she confronted the doctors and nurses about why, despite having
tests and treatments for a myriad of other conditions, her infection was not picked up

for 30 years; the response was that she “did not look like an at risk person.”*%

20. In other cases, the delay was due to misdiagnosis.1*® This is particularly the case with
a number of our CPs who were infected during or just after giving birth to their child.
The predominant symptoms of HCV and HBV are extreme fatigue, tiredness and
anxiety, all symptoms which are also common for new mothers. There were a number
of testimonies of new mothers who, upon complaining of their symptoms to doctors,

147 or who did not

were told they were experiencing what all new mums experience
think of going to the doctors because they thought the way they were feeling was

normal.?*® This is particularly the case for first-time mothers.1*® Medical practitioners

141 WITN3103001 §9 - 10

143 GRO-D | WITN1901001 8§11, 17, WITN3326001 §12, WITN1889001 [ANON] §8, WITN2642001 §11,
WITN1825001 §11-12, WITN2643001 [ANON] §8. WITN1832001 §8,! GRO-D i

143 \WITN1889001 [ANON] §8 '

144 \WITN2643001 [ANON] §8

145 WITN1921001 [ANON] §29

146 WITN 1867001 §27-28, WITN2043001 §21, WITNO580001 [ANON] §6, 9, WITN1998001 §7, WITN2702001
§18

147 \WITN 1998001 §7, WITN2702001 §18

148 WITN2043001 §21

149 WITNO580001 [ANON] §6, 9
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and others seem to ascribe all feelings of tiredness or fatigue to such rather than

critically examining the situation.
Battling to get a test

21. A number of our CPs describe a failure by doctors to suggest they be tested (even in
cases where a family member is diagnosed) and that tests were only conducted after
they were requested and insisted on.’ Some CPs describe GPs actively resisting or

151 or saying one was not necessary because

refusing to give them a test for years,
there was little chance of them having contracted HCV, HBV or HIV.'>? For example,
one CP’s doctor said that because they had never been a drug user, had medical
treatment overseas or any piercings or tattoos there were no risk factors and

therefore no reason to be tested.>3

22. Our CPs were also made to feel guilty for requesting an “unnecessary” test because it

would waste time and money;*

indeed one doctor said they would only give
someone an antibody test, rather than a PCR test, because it was cheaper.'> In one
case, a CP reported that their GP had to look up the test on Google because they were
not familiar with it,%°® and in another case, a CP was told that they had not been tested

because it was the responsibility of the individual to ask for a test.1>?

23. One CP recounts experiencing symptoms after clearing the virus but being too
frightened to go back to the GP for a test because they were made to feel stupid when

they had requested a test the first time; the person goes on to say “if | had the money

150 WITN1901001 §22, | GRO-D | WITN2009001 §11, WITN1868001 §9, WITN1979001 §54,
WITN2640001 §13,  GRO-D |

151 WITN1905001 §7 — 14, WITN2691001 §24
152{ __GRO-D i WITN1899001 [ANON] §9
153 WITN 1934001 §15

154 WITN2054001 §13

155 WITN1934001 §15

157 WITN2009001 §11, 17
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| would pay privately for a scan for myself so that | am not made to feel stupid and

don't have to wait so long.”*>8

Unnecessary, over-use or inappropriate use of blood**®

24. A significant number of our CPs were given a couple of units of blood during or
immediately following the birth of their child, perhaps because they lost blood during
pregnancy or in order to speed up their recovery.1® In a significant number of those
cases, the blood transfusion was unnecessary as it was not given on an emergency
basis or because the situation was life-threatening;'®* more often than not, it was to
speed up recovery so the hospital bed would be vacated more quickly.'®? Indeed, one
CP recalls a consultant shouting at her when she resisted a blood transfusion saying

that she was a “bed-blocker” because a blood transfusion would enable them to get

her off the maternity ward.163

25. Blood was also given unnecessarily to those with mild haemophilia as a precaution
before pre-planned minor surgery or following a nosebleed.'®* Other CPs comment

that they were given a few units of blood during an operation but there are no records

to show why they were necessary.'® ! GRO-D

158 WITN1987001 [ANON] §35

159 please note that the clinical and ethical dimension of unnecessary use of blood is explored fully in the chapter
on the Role of Medical Practitioners.

160 WITN3103001, WITN1838001 &3, 5, WITN1998001 §4, WITN1998001 &4, WITN0394001 §5, WITN1999001
§6, WITN1819001 [ANON] &6, WITN2819001 §4, WITN1846001 §2, 5, WITN2054001 §4, WITN2043001 §2,
WITN2009001 §4, 7, WITN2631001 [ANON] §5, WITN1891001 §5, WITN1892001 [ANON] §15, WITN1896001
§3-4, WITN1900001 [ANON] 84, WITN1913001 §3, WITN1921001 [ANON] §3, ! GRO-D !
WITN 1824001 &6, WITN2870001 &9, WITN1823001 [ANON] §7-8 ' '
161 WITN3103001, WITN1838001 §3, 5, WITN1998001 §4, WITN1998001 §4, WITN0394001 §5, WITN1999001
§6, WITN1819001 [ANON] §6, WITN2819001 §4, WITN1846001 §2, 5, WITN2054001 §4, WITN2043001 §2,
WITN2009001 §4, 7, WITN2631001 [ANON] §5, WITN1891001 &5, WITN1892001 [ANON] §15, WITN1896001
§3-4, WITN1900001 [ANON] &4, WITN1913001 §3, WITN1921001 [ANON] §3, ' GRO-D '
WITN1824001 §6, WITN2870001 §9, WITN1823001 [ANON]§7-8, WITN1979001 §15 - 18

162 WITN2009001 §4, 7

163 WITN1934001 §1-5

164 WITN1111001 §3-4, 22, WITN1938001 §9

165 WITN2629001 [ANON] §3, WITN1895001 §3
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GRO-D

. GRO-D 166

Living with the infection
Physical impact

26. A full list of all symptoms of and secondary conditions associated with HCV, HBV and

HIV which our CPs have experienced can be found in Annexes 2, 3 and 4.

27. The most widely suffered and overwhelming symptom of HCV reported by our CPs is

extreme, debilitating fatigue.'®” The infection is described as draining,'®® leaving CPs

169

with zero energy,'®® making them feel as though they were carrying 10 people,’® or

as though they had not slept at all,’’! rendering them unable to keep their eyes

open,172

or as if they have utterly flat batteries that never recharge.'’® The fatigue is
not something you can "push through" with willpower; it is completely
incapacitating.’”* Some of our CPs described the tiredness as being so severe that they

had to take regular naps and could fall asleep anywhere,”> with one CP describing

e GRO-D f
167 WITN1934001 §12, WITN2039001 §30, WITN2055001 [ANON] §21, WITN2690001 [ANON] §25,
GRO-D i WITN3710001 §31, WITN1882001 §18, WITN1882001 §18, WITN1826001 [ANON] §20,

WITN1975001 §16-17, WITN1999001 §26, WITN1998001 §24, WITN1857001 [ANON] §20, 27, WITN1820001
[ANON] §15, WITN1871001 [ANON] §10, WITN1899001 [ANON] §28, WITN1905001 §58, WITN1910001 §26,
WITN1921001 [ANON] §12; GRO-D IWITN2707001 [ANON] §23, WITN1867001 §41, WITN1950001
§22, WITN2033001 §19-20, WITN1877001 §17, WITN2698001 [ANON] §13

168 WITN2055001 [ANON] §21

169 WITN1826001 [ANON] §20

170 WITN1921001 [ANON] §12

171 WITN2690001 [ANON] §25

172 WITN 1998001 §24

173 WITN0622001 §20-21, WITNOO65001 §22
174 WITN0622001 §22

175 WITN1899001 [ANON] §28
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28.

that she was once found asleep on the Boots prescription counter.'’® As another CP

vividly explains:

“I could do nothing. My body was really, really heavy. To go to the toilet, | had to
roll off the settee, crawl! up the stairs and come down on my backside. | was so

exhausted | had to switch off the television because it would tire me out. | could

not walk; | could not lift my legs.”*"?

The extreme tiredness and inability to concentrate has the consequential effect of

rendering individuals confined to the house'’® and unable to partake in activities they

enjoy which brought them happiness,1’® whether that be holidays'® or{  GRO-D |

GRO-D 1181 One CP commented that the fatigue was so severe

they were unable to finish sentences, which meant conversations were very difficult,
affecting their confidence and ability to engage with other people on a basic level 182
Another CP described the fatigue as the continual and oppressive screaming of every
scintilla of your body to “lie-down”, which holds you back from doing anything
meaningful in your life, while simultaneously you desire to do quite the opposite.'®?
Further it has the frustrating and debilitating effect of making it impossible to
complete even basic tasks or lead a normal life, forcing people to lie down even after
non-strenuous activity such as having a shower, brushing their hair or hanging up the
washing.®* The fatigue also had the knock-on effect for some CPs of gaining weight

185

because of the inability to exercise,*® and finding pre-planned social engagements

stressful, due to anxiety about not having the energy that day and having to let loved

176 WITN1999001 §26

177 WITN1925001 [ANON] §35

178 WITN0622001 §22

179 WITN 1867001 §41r

180 WITN2039001 §30, WITN1882001 §18

¥ __GRO-D |

182 WITN1974001 [ANON] §22
183 WITN1899001 [ANON] §28

184 WITN0622001 §20-21, WITN1832001 §21, WITN1980001 §18
185 WITN1975001 §16-17, WITN1910001 §26, WITN1832001 §21
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ones down.'®® Furthermore, fatigue is a symptom which our CPs describe family
members and friends can struggle to understand or accept due to a misconception

that the person was being lazy or anti-social.’®”

29. Alongside the extreme fatigue, our CPs recall a myriad of other physical symptoms:
excessive sweating requiring them to sleep in towels to absorb the sweat;*®® constant

tingling in the feet causing numbness;'%°

constant, chronic and maddening itching all
over the body, coming from under the skin and causing bleeding and scarring;*°
osteoporosis to the extent that a sneeze could cause bones to snap;'®! brain

haemorrhage;®? requiring constant oxygen therapy throughout the day and night;*%?

drastic weight loss to the point of malnutrition;** severe mobility issues requiring use
of a wheelchair;®> and kidney failure requiring kidney dialysis or a kidney

transplant.t®®

30. In particular, our CPs refer to severe, excruciating and debilitating cluster migraines or
“suicide” headaches, which could cause them to crouch in pain, clutch their head,
recoil, and wail.’®” Additionally, many experienced rashes and swelling on the legs
causing skin to split and meaning they were unable to fit into their shoes and trousers;
this is described as being particularly embarrassing and upsetting, especially for
individuals who took pride in their appearance.'® Cur CPs also suffered memory

lapses of such severity that they would stop in the middle of sentences unable to recall

186 WITN0622001 §22

187 WITN2002001 [ANON] §16, WITN3710001 §31, WITN0622001 §22, WITN1950001 §22

188 WITN1967001 [ANON] §21

189§ GRO-D WITN1967001 [ANON] §16

190 WiTN1899001 [ANON] §19, WITN2707001 [ANON] §23, WITN2019003 §11, WITN1901001 §32, 33,

WITN1111001 §23

191 WITN 1855001 §22

192 WITN 1896001 §24

193 WITN1962001 §38

194 WITN2011001 [ANON] §20, 21, WITN2004001 [ANON] §29

195 WITN 1960001 §35, WITNOO72001 §11, 23, WITN2012001 §35

196 WITN 1855001 §21, WITN2012001 §7, 31

197 WITN2707001 [ANON] §34, WITN1995001 §25, WITN1901001 §32, 33

198 WiTN2011001 [ANON] §20, 21, WITN1860001 §23, WITN1928001 §28, WITN1999001 §27
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what they were talking about just seconds before, leaving them feeling embarrassed,

frustrated, upset, and a failure.1®®

31. Our CPs’ witness evidence also records the physical impact of their infection on their
family members: one CP had to have an operation on their right arm and both hands
because of all the heavy lifting helping their husband in and out of the bath and
pushing his wheelchair;2°° one CP’s hair fell out and they developed a stressed bladder
as a result of working full time and caring for her husband;?** one CP developed
severed headaches and migraines due to stress;?°2 multiple CPs suffered heart attacks
due to the stress of caring for a sick relative;?®> one CP was diagnosed with a
hyperthyroid condition due to constant stress and worry about their mother;2°* one
CP developed arthritis in their thoracic and lumbar spine and severe arthritis and

disintegration in their cervical spine due to having been a young carer and pushing

their mother's wheelchair from an early age.2®
Psychological/ mental impact

32. A full list of all psychological and mental health symptoms associated with HCV, HBV

and HIV can be found in Annexes 2, 3 and 4.

33. The psychological impact is seen as enduring and significant. The fact that the

diagnosis is ever-present in people’s minds and therefore inescapable2°® is described

as mental torture.?%”

199 WITN2005001 §25, WITN1990001 §32-33
200 WITN 1858001
201 WITN 1858001
202 WITN2696001 §29
203 WITN 1867001 §73, WITN1882001 §31
204 WITN1874001 §21, 22
205 WITN2643001 [ANON] §51-52
206 \WWITN 1880001 [ANON] §26, WITN2001001[ANON] §11
207 WITN1818001 §27, WITN1926001 §31
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34. Other symptoms include: recurrent night terrors;?°® Post Traumatic Stress Disorder

212

(“PTSD”);?%° hallucinations;?° panic attacks;?!! paranoia’? manifesting in continuous

self-examination for deterioration in condition;?'®* panic about health to a

disproportionate degree;?'* anxiety attributable to the fear and worry of accidentally

215 216

passing on the infection,**> causing individuals to shut themselves away;*'®* memory

loss?Y requiring people to use post-it notes as prompts for daily tasks?'® or causing

people to forget why they walked into a room or what someone had said to them.?®

35. Anumberof our CPs commented on the impact of the infection upon their personality
in that it caused a personality change.??° People described that they lost control of
emotions easily,”?! became very blunt, harsh, angry, aggressive, and volatile,???

behaving differently and making decisions that were out of character;??® indeed,

multiple CPs compared themselves to Dr Jekyll and Mr Hyde.?%*

36. One of the most overwhelming mental impacts of the infection is described as being

the constant fear that your health could rapidly deteriorate at any moment, and not

208 WITN 1932001 843

209 WITN1921001 [ANON] §19, 24, WITN1935001 §33, WITN2872001 §44
210; GRO-D

211 WITN2872001 §44

212 WITN1991001 §20,i GRO-D |
213 WITN1991001 §20

214 WITN2001001 §11

215 WITN2631001 [ANON] §21, WITN3326001 §16, WITN2043001 §24, WITN1838001 §22, WITN1820001
[ANON] §11, WITN2872001 §44

216 WITN2631001 [ANON] §21

217 WITN1913001 §17, WITN2638001 §17

218 WITN1913001 §17

219 WITN2638001 §17
220 WITN1966001 §14, WITN1962001 §33, WITN1825001 §21-23, WITN1982001 §24, WITN1919001 [ANON]
§27, WITN2036001 §29, WITN2637001 §20, WITN1938001 §49; GRO-D

221 WITN1919001 [ANON] §27
222 \WITN1962001 §33, WITN1966001 §14
223 WITN1825001 §21-23
224 WITN2637001 §20, WITN1938001 §49
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knowing if you may die, or if you may live to an old age.??®> Our CPs describe death as
becoming an unspoken fact, constantly hovering in the background.??® They describe
lying awake at night and planning their own funeral,??” locking themselves in a room
and crying for hours over the thought they may die soon,??® being acutely aware of
their own mortality and the prospect of leaving their children motherless.??® One CP
quotes from their psychologist who notes: “[X] lives with the fact that Hepatitis Cis a
life-threatening virus. The uncertainty that that generates also has a direct effect on
his level of anxiety and depression .... also, each time [X] is made aware of someone
who, having been well for years, has suddenly become seriously ill from the virus and
died even, it is a powerful reminder of the reality of the threat under which he lives. So
intense has his anger and frustration been when those reminders occur that at times

he has resorted to self-harm as a way of relief.”?3¢

37. That overwhelming awareness and fear of death led many individuals to develop
chronic and severe depression.?®! The effects of this could be so debilitating, stripping

individuals of the willpower and strength to go out,23? causing them to endlessly

procrastinate,?®® requiring them to be encouraged even to eat or do anything,?3*

235 236

preventing them from leaving the house?*> or answering the phone®*° or getting out

225 WITN2819001 §26, WITN2011001 [ANON] §27, WITN1826001 [ANON] §20, WITN3692001 §43,
WITN1838001 §38, WITN1889001 [ANON] §47, WITN1891001 §15, WITN1900001 [ANON] §21, WITN1889001
[ANON] §47

226 WITN3692001 §43
227 WITN1838001 §38
228 \WITN1891001 §15
229 WITN1900001 [ANON] §21
230 WITN1822001 [ANON] §17

231 WITN3710001 §23, WITN2031001 §8-9, WITN1882001 §20, WITN1814001 §17, WITN2043001 §43,
WITN2702001 §29, WITN2043001 §24, WITN1963001 §22, WITN1111001 §30, WITN1888001 §22,
WITN0031001 [ANON] §5.11, WITN1821001 §25, WITN1935001 §33, WITN2631001 [ANON] §21, WITN2013001
8§19, WITN2707001 [ANON] §5, WITN2644001 §15, WITNO671001 [ANON] §17 - 19, WITN2628001 §15,
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232 WITN3710001 §23

233 WITN2031001 §8-9

234 WITN1882001 §20

235 WITN2043001 §43

236 WITN2043001 §24
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of bed in the morning,?*” leaving them crying all the time?*® and not wanting to live
anymore.?3® Many CPs have spent a number of years taking anti-depressants;?*° in
some cases as long as 30 years.?*! As one CP commented, “I don’t live, | exist, and | go

on from day to day.”?*?

38. In many cases, those depressive feelings manifested into suicidal thoughts and
actions.?*> A number of our CPs describe trying to take their lives on more than one
occasion?** and having to manage suicidal feelings every day,?*> in one case leading to
detention in a psychiatric hospital.?*® One CP describes that after receiving the
diagnosis they left their doctor’s surgery and drove immediately to the viaduct close
by and planned to throw themself off it.?*” Another CP describes there being a couple
of occasions when they sat on the bridge over a railway line and was ready to jump
before someone pulled them back.?*® Another CP describes having taken an overdose
because they felt there was nothing left and they could not face the thought of being
in misery and pain and disabled for the rest of their life.?*°> One CP describes trying to

find different ways of killing themselves and only stopping when they checked their

237 WITN2013001 §19;; GRO-D

238 WITN2631001 [ANON] §21, WITN2707001 [ANON] &5
239 WITN2707001 [ANON] §5

240 WITN1888001 §22, WITN1821001 §25

241 WITN1111001 §30

242 \WITN0O31001 [ANON] §5.11
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insurance documents and realised that the insurer would not pay out to their family if

they took their own life.?*°

39. The mental and psychological impact on the family members of those infected has
been equally overwhelming and life altering. Our CPs have described loved ones
developing severe Obsessive Compulsive Disorder (“OCD”),?*! sometimes as a result
of learnt behaviour from their childhood when their parents were infected and they
had to care for them;2°2 one CP has self-harmed due to guilt that her brother passed

253

away;%>® one CP developed an eating disorder®* as a result of comfort eating to deal

with their emotions;>>> some CPs have developed PTSD?%¢| GRO-D i

GRO-D 1257 A number of our CPs have also

developed anxiety,?*® due to an inability to be more supportive®® or due to the loss

260

of both parents®®® or due to the concern over becoming infected such that even their

261

home did not feel safe.?®! Anxiety can be so severe that medication is required to

manage it.?®?

40. Finally, a number of affected relatives also describe suffering with depression.?®3 This

has included feelings that life is not as good as it should have been,?®* or that life is
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consumed with just trying to survive.?®> In some cases, this was too much and those

loved ones attempted to take, and in one case did take,?°® their own lives.?®’

Emotional impact

41. One CP commented that the list of physical and psychological symptoms does not do

justice to the pain, fear and confusion of living life with an infection.?%®

42. One of the most prominent emotional side-effects is a constant state of worry and
fear. For some this was an intense fear and paranoia that they had unknowingly
infected someone else with the disease, particularly family members who cared for
them.?®® This worry extended to individuals who had donated blood in the interim

years between infection and diagnosis.?’® People were left in a constant state of

fear was also felt by family members faced with the conflicting emotions of wanting

to care for their loved ones but also being anxious not to contract the infection

themselves.?’3

43. For others, the greatest source of worry was a fear that they were going to die, like a

death sentence?’* or a ticking time bomb?’> was hanging over them. This caused

276

further anxiety about the impact of their death on their family,?’® particularly for
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277 or whose family had limited financial

individuals who were single mothers
resources.’’® One CP describes how the only thing keeping him going in face of the
fear is not wanting to leave the planet without being sure that there will be adequate
compensation for his family.?’® One CP described how every day they would wake up

280 gther CPs describe how they would be frightened to go to sleep

with a fear of dying,
as they feared they may not wake up in the morning.28! The family members of those
individuals describe how they would then stay up all night, checking that their loved
one was breathing, waiting to hear the “sweet noise” of their snoring as confirmation
that they were still alive.?®> More generally, the knock-on effect on family members
has meant loved ones also carrying an intense fear of death.?3 Even those who have

successfully cleared the virus live with the constant fear and worry of the virus

returning.?®*

44. Another emotional impact is the sense of guilt. Guilt of potentially and unknowingly

285 gyilt of children whose mothers were infected during

having infected someone else,
or after giving birth to them,22% guilt at living when an infected family member has
died,?®” guilt at having been treated successful when for others treatment has
failed.?®® One CP describes a particularly traumatic memory of the moment she

realised she was one of the “lucky ones”:
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“[1]t was around 1995 when | had been going to the hospital for several years and
knew the staff nurse quite well. However, something was weighing heavy on my
mind at the time and | asked [the nurse] a question: " | have been coming here on
the same day for years now and every time | am here | never see any familiar faces.
Why?", her reply was "you don't know do you? Everyone is dying apart from you".
That statement still haunts me to this day, all those people who have attended the
clinic for all those years whilst | was there are no longer with us and everyone who
has died since. You cannot imagine how that hurts and how hard it is to live with
such pain and torture. Yes there has been a lot of physical pain over the years but
the mental torture has been the more difficult to contend with and continues to

be »289

45. Our CPs also describe feeling extremely angry, outraged and furious at having been
infected, the impact it has had on them and their loved one’s life, the pain it has
caused, the lost years, and how, in some cases, it caused them to have their life cut
short.?%0 One CP describes how she is particularly angry her mother missed witnessing
the marriage of her granddaughter, the birth of her great-grandson and her
grandchildren growing up.?®* One CP commented that the thing that makes them most
angry is the injustice of it,22 while another stated that they will not give up until every

IAP is given an apology.?®3

46. The multiplicity of emotional impact is palpable throughout our CPs’ witness evidence:

a. Our CPs describe experiencing anxiety when waiting to receive the result of their

own tests and scans?®* or the result of family members’ tests.?%>
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b. Our CPs describe losing faith in the medical system and a fear of any medical

treatment.2®

c. Our CPs describe being so traumatised by their experience of the infection that

they are unable to talk about it and suffer flashbacks and panic attacks.?%”

d. | GRO-D

: GRO-D i298

e. Our CPs describe their worry that the Government may take away their

compensation payments, which they would struggle to live without.??°

f.  Our CPs describe being left feeling numb, without emotion and unable to feel

anything due to a life spent taking anti-depressants.3%

g. Our CPs describe having unpredictable emotional breakdowns — at the local

shops, or while driving — where they would start uncontrollably crying, feeling

completely sad, empty and worthless.>**

h. Our CPs describe having no enthusiasm or energy for life, experiencing a total

crisis of confidence, like they had lost a part of themselves which they are unable
to find again.3° As one CP described it, they are a “shadow of their former self’ 3%
47. The consequential emotional effect on family members watching their loved ones

305

suffer is described as tough,3®* mental torture,® a constant worry,3% deeply
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307 308

shocking,3%7 causing them to completely shut down3°8 and be unable to speak.3% As

one CP put it:

“The most difficult thing is watching somebody you love falling apart day to day. |
can only describe it as like watching an old car with bits progressively breaking
and falling off it. [...] It is like there is a paleness, or greyness, to every day. But you
must try to keep your loved one cheerful and keep them going. All you can do if

you feel overwhelmed is go out into the nearest field and shout.”310
Quality of life

48. Our CPs describe how being infected or affected has a significant and devastating
impact on their quality of life.3'! They describe having to learn to survive3!? with the
constant threat always on their mind,3!® causing every daily task to become like a

315 and living life

mountain to overcome;3'* being forced to give up their daily routine,
year by year, with one foot in the grave,3!® leaving them feeling that their life has been
unlived®'” and being unable to remember what it is like to feel normal.3!® This is
particularly so for those who were infected when they were young, who have lived

their whole life with the impact of the virus;3'° for those individuals, the infection can

render their life feeling very lonely and isolating32® and can affect their life ambitions,
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causing them to give up their hopes and dreams.3?! Others describe that the constant

hospital appointments are worst, taking over their entire life.3??

49. As aresult of the physical and mental impact of infection, many of our CPs had to give
up activities and parts of their lives which gave them the most joy and happiness, such
as going on holiday, playing sport and socialising.>*® The infection impacted every
aspect of people’s lives; some people were forced to have a very strict diet,3%* others
had to rely on sleeping tablets to get to sleep,32> others needed to sleep all the time,32°
and some experienced extreme weight gain.??” OQur CPs describe having to “re-learn”
how to live, how to do even basic tasks such as writing, driving and walking.322 Our CPs
lost their social life3*® and independence,*° making them feel as if their life ended
when they were infected33?! and they simply existed from one day to another.332 One
CP who was successfully treated commented that having returned to full health they
fully understood the impact the infection had on their life; not only being able to
exercise, eat well, enjoy a glass of wine, but feeling clean and part of the human race

again.333
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50. Itis not only those individuals who are infected whose quality of life is impacted; it is
also their loved ones. For example, having to attend hospital appointments often far
away from home,33* struggling to find meals to cook for a loved one that they would
eat,33 being unable to ever afford to buy something at full price, or have a haircut, or
buy new clothes,?3® having to relocate their home to be closer to the loved one,?*’

having to be careful about sharing glasses or utensils,3*® being unable to live their own

life due to anxiety and fear over their loved ones’ health and wellbeing.3*°

Relationship with and impact on family

51. For a number of our CPs, their infection, and in some cases subsequent death, was
described as being catastrophic, devastating and overwhelming for their family
unit.3*® Our CPs describe it being particularly upsetting and devastating to see their
loved one suffer and lose their zest for life.3*1 Many felt they were unable to be the
husband, wife, dad, mum, brother, sister, son, daughter they could have and would
like to have been had they not been infected.3*? In particular, the extreme fatigue
frequently prevented the nurturing of familial relationships as so much time was spent
asleep and in bed.3** Many experienced intense grief and frustration at having missed
important moments in family members’ lives such as birthdays, anniversaries, and
graduations.?** The symptoms and effects of the infection also could create distance,

disruption and arguments in the family3* and in some cases changed family
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relationships irreparably.3*¢ The constant concern and anxiety of avoiding spreading
the infection, particularly to young children, often meant far more physical distance
than would be usual.3*” On an emotional level, the infection made it hard for people
to be close to family when everything around them felt so impermanent.3*® Further,
family members would have to take on caring responsibilities, helping loved ones to
undertake personal care or daily living tasks.3*° This did create, in some cases, an
unequal dynamic, where the infected person is unable to be there for loved ones when
they need support and care because of having to deal with their own illness.3*0 In

short, the infection shaped and influenced all aspects of family life.3%?
Relationship with and impact on partner

52. Our CPs’ relationships with their partners were impacted by the infection in a myriad
number of ways. Diagnosis impacted some relationships where the cause of the
infection was not initially attributed to blood transfusion, leading some partners to
suspect their loved one had been unfaithful.3>? For some CPs, being diagnosed meant
they were no longer able, or no longer felt able, to have children,®*3 because they did

354

not want to have children if there was a chance they could contract the infection®* or

because they were unable to have safe sex with their partner.3>®

53. A number of our CPs comment that after they were diagnosed their sexual

relationship with their partner ended.3*® In some cases, this was because their libido
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was affected,®7 in other cases it is due to the symptoms of the virus which prevented
couples sleeping in the same bed at night3>® or meant our CPs were too fatigued or

unwell;3>? in many cases this was due to a concern about passing on the infection to

360

their loved one3® or because they felt “dirty” .38 This was particularly difficult for

couples who were recently married when diagnosed.?®? The consequence is that for

some couples their relationship changed from one of husband and wife to one of

363

brother and sister®®® or best friends;3®* for other couples this sadly led to the

breakdown of their relationship.3%®

54. In some cases, the loss of a sexual relationship between partners was coupled with a
change in the dynamic of their relationship from equal partners to carer and
patient.3®® Some individuals found this particularly difficult to accept, particularly
some men who perceived this to be emasculating.?®” The caring responsibilities

368

included attending hospital appointments,3®® providing constant 24 hour a day care,

seven days a week, 3% and doing all the childcare and housework, like cooking cleaning
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and washing.3’° One CP powerfully describes the process of becoming her partner’s

carer.

“Becoming a full-time carer was a slow process. You start off accompanying your
husband when he visits medical staff. Then you realise there are times when he
simply cannot take in the latest news about his condition so you step in on his
behalf. You start to make notes, you come home and type them up and refer back
to them at the next visit. Then you are the one who is remembering details neither
your husband nor the medical staff can recall. People start to rely on you and relay
information to you so you can discuss it with your husband when he is ready. You
become the expert on your husband's condition, prompting him to go to the doctor
as you sense a change in his condition or making sure he mentions something
important when visiting consuftants. You become the one breaking bad news to
your children, to friends and extended family after your husband has received
another setback which he doesn't want to talk about. You are the only witness
seeing the impact of another drug trial fail, noticing more symptoms emerge and
helplessly observing your husband's continued deterioration. Physical care for
[him] began with me driving him to appointments (I am not the most confident
driver and this was a constant anxiety for me). As his condition deteriorated |
would wash and dress him as well as treat sores and other adverse side effects
from heavy (often experimental) drugs he had to take during drug trials. | would
even have to lift him at times which often left me sore and injured as my back
didn't appreciate the pressure. | was constantly making sure he was warm, fed
(even at the times when he had no appetite) and that he had everything to

hand.”3"

55. Many of our CPs describe that one of the most challenging impacts of the infection
upon their relationship with their partner was the way in which it caused people to

experience personality changes and mood swings (sometimes associated with
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treatment for HCV).372 This would cause those infected to lash out at their partner
with force,3”® to become impatient, irritated and argumentative,3’* to be angry,
combative and controlling,®”> to display emotions that changed rapidly like a yoyo,37®
such that they became very difficult to live with.3”7 The change was so extreme in
some cases, that our CPs have commented that their loved one was not the same
person they married and loved.3’8 In one case, the extent of the mood swings caused
a partner to commit suicide before they were diagnosed, and therefore without ever
knowing that the reason for the behaviour was the infection.3”® In another case, the
stress and impact of the mood swings caused the partner’s blood sugar to rise leading
to a worsening in their diabetic retinopathy and a significant loss of their eyesight.380
In another case, the behaviour was so severe that the partner became a victim of

domestic abuse.3®! In another case, it caused partners to live separately. 38

56. Inalarge number of cases, the impact of the infection on a person’s partner became
so intolerable that it led to breakdowns in relationships and marriages.3®* As one CP

describes:
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“One day my husband got up, told me he loved me, kissed me goodbye and went
to work. He never came back home after that day. | never saw him again except
in court when he sued for divorce. He had been having an affair throughout that
year unbeknown to me and that day he left for somebody else. He said the
treatment and the drug trial had been too much for him, that he had turned into
a carer and not a husband, that he had cleaned up my vomit and nursed me, and
that he no longer saw me as a lover and a wife but as a disease. [..] Until that time
| had managed to deal with it all, but | found | couldn't deal with the loss of my
marriage. | felt as if | had gone through it all for nothing because | lost the person
who had meant the most to me in the world apart from my children. The loss was
incalculable and that tipped me over the edge. | fell into a complete depression

and had a nervous breakdown.”38

57. For some people, the impact of the infection was such that they chose not to enter
into any new relationships or attempt to find a partner.3®® This is for a number of
reasons: because they did not want to tell a new partner that they have an infection

which will kill them,32® or because of previous relationship breakdowns which made

387

them frightened of new relationships,®’ or because they did not wish to explain the

infection and answer people’s questions,3®® or because they were nervous that the

389

person would think less of them, would not accept them or would tell others,*® or

because they had difficulties with personal contact because of the infection.3*°
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58. Facing grief and premature death has been the experience of many of our CPs.3°1 As

one CP recalls:

“It became apparent the following year that [his] condition was deteriorating
quickly. We booked our wedding only three days before [he] passed away and
bought matching wedding rings two days before. | have a vague memory of the
nursing staff at the hospital offering to bring the chaplain to conduct a marriage
blessing at [his] bedside during the evening of 29 June 2008. | felt this was unfair
as [he] was not able to communicate. A week later | had to go back to the shop to
collect my resized ring and the staff said 'hope you have a lovely day’. | feel totally
cheated to have lost the man | loved who was only 55 years of age when he died.
We should have had years together and he would have loved the fact his son and

daughter would have given him another two granddaughters to adore.”3%?

Relationship with and impact on parents

59. A number of our CPs describe that when their parents found out about their diagnosis
they were devastated,3*® and they worried a lot,3%* particularly in circumstances
where they did not fully understand the diagnosis and what it meant.3?® Parents felt
guilty, distraught and angry that it stopped their children achieving their potential and

ambitions3°® or preventing them from having “normal” life experiences.>*? In some
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cases, children were alienated by their parents, either because they considered that
the virus had come from activity which they did not approve of3%® or because they
were disgusted by the condition and worried about the family reputation.3?® In other

400

cases, parents blamed themselves for their children’s infection,*®° particularly where

the infection was passed onto the child in childbirth.*%!

60. Parents also became carers for their adult children,*®?

often when parents were
becoming elderly and infirm.*%3 In some cases, this also meant parents had to continue
working longer to support themselves and their adult child*®* and had to give up their

own social life.*%> For parents who lost their child due to the infection they describe

27407 408

feeling devastated,*®® “broken”*°” and unable to recover from the trauma.

Relationship with and impact on children

61. A number of our CPs describe that their relationship with their children suffered as a
result their infection, as they were too tired or ill to spend quality time with them and
to participate in the everyday events which make up parenting, such as attending
school functions, watching sports matches, or engaging in leisure activities, such as

the park, family daytrips or going on holiday.*®® This meant children lost out on the
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care and attention they deserved, physically and emotionally.**® As one CP put it, their
children lost out on a “normal” life;*'! the child did not have the childhood their
parents would have liked*'2 and the parent missed out on their children growing up.**3
Frequently, children’s lives were filled with doctors’ appointments, inpatient stays and
visits from social workers.*'* In some cases, children were excluded from social
activities by other children due to the stigma associated with their parent’s
infection.**® Further, children also missed out on activities because the family’s
general standard of living was affected by the inability of at least one parent to
work.*1® This meant many parents felt unable to give their children what they wanted

to, and children missed out on things like school trips and holidays.*'”

62. Some children became young carers, with all the responsibilities that this entailed,
including caring for their parents, managing their health issues, calling ambulances
and speaking to doctors, or helping out at home, doing the washing, cleaning and
cooking.*!® Caring for a parent also causes the dynamic of a relationship to change,
with the child becoming more like a parent themselves.*'® In one case, a child became
his mother’s advocate and was given the responsibility of making the extremely

difficult decision as whether to agree to amputate his mum’s leg to save her life.*?° In
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other cases, children may not have had to care for their parent, but for their siblings

in the absence of their parent.**!

63. This includes instances of having to care for the infected parent and the widowed
parent after the loss of their partner.*?2 When adults, they often had to continue to

423 or looking after them when they

provide help and support including paying for care
suffer with severe mental health issues.*?* This is mentally and emotionally
draining;*%> it would require children to put their own life, career, and ambitions on
hold*?® and prioritise their family over other relationships and friends.*?” For example,
one CP describes that they did not have any romantic relationship until they were 22

because they equated sex with death.*?®

64. Many parents’ relationships with their children were affected by an overwhelming
fear of what may happen to their child if they died, particularly if they were a single
parent and the child was an only child.*>® One CP even recalls that their mother started
to leave her alone and require her to do more, knowing she would be left on her own
and would have to cope without her one day.**° In other cases, parents worried about
the risk of passing on the infection to their children.*3! This resulted in children being
“wrapped in cotton wool”, and parents and children feeling worried about kissing,

cuddling, or touching.*3? Some parents would constantly watch their children to
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ensure they did not touch their razor or toothbrushes**? or bought new towels, cups

and cutlery after they were diagnosed.*3*

65. A foreseeable consequence of the changing dynamics of the parent/child relationship
is that some of their children started rebelling or “going off the rails”, behaving in ways
which severely affected their life chances: skipping school, smoking, getting into debt,
drinking, using drugs, getting in trouble with the police, self-harming, suffering mental
breakdowns, becoming homeless, falling pregnant at a young age, being unable to get
a job and over-eating.**> One CP describes how her son tried to take his own life

because he felt his quality of life was so poor as a result of his mother’s infection.*3¢

66. Some of our CPs lost their parents in childhood,**” which in some cases lead to them
growing up in the care of the state, with all the difficulties, problems and emotional
trauma that this can cause.**® Those who were young children when their parent was
ill described finding it scary and confusing to witness the debilitating effect of the
virus, especially if their parent suffered mood swings which they could not
understand.*3® Other children suffered the trauma of having to watch their parent’s
deterioration*® and, in the worst cases, witnessing their death, often at a young
age.**! In one case, to shield her child from seeing her father in intensive care, a
mother asked her child to make a tape telling her father that she loved him so that it

could be played to him in the hope that it would help him wake up and recover.**?
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Losing a parent when a child has had a number of consequences which are varied in
nature for our CPs: it can lead to constant anxiety at the inevitability of death, it leads
to sadness at parents not being there to witness life events, a sense of powerlessness
at being unable to stop death or suffering, and a deep sense of loss at losing the person
who you could talk to, trust and rely on, and also mistrust of medics.**® As one CP

explains:

“The impact of my mum’'s death has overshadowed my life since the age of five. |
have lived with the continuous frustration, hurt and anger, knowing that nobody
has ever acknowledged that my mum died from being given a blood transfusion
of contaminated blood. | have missed out on the right to have a relationship with
my mum. Not having the support, guidance and love from my mum affects my life
daily. From the very young age of five and a half years I lived the very difficult life
of growing up in and out of the care system. | missed out on the chance of a happy

childhood, having to take on the role of the motherly figure to my siblings.”***

67. The parent-child relationship was particularly difficult for mothers who were infected
during childbirth and therefore suffered symptoms during the early months of their

child’s life.**> This meant instead of the first few months of the child’s life being filled

with time to bond, it was spent enduring illness and treatment.***! GRO-D !

i GRO-D E

GRO-D

GRO-D 147 In some cases, where mothers were infected due to a

transfusion given following childbirth, the parent-child relationship would be affected
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by the guilt and trauma the child felt, believing that if they had not been born their

parent would not have become infected.**®

68. Sometimes, the infection caused a permanent rupture to the parent/child
relationship. One CP had to make the agonising decision to place their child in foster
care as they were not well enough to look after them.?*® One CP had to give up
guardianship of her step-granddaughter having previously fought to look after her,
being advised that there was no guarantee she would survive to look after her
throughout her childhood. One CP’s son took his own life because of distress caused

by his parent’s illness.*>® One CP’s child would not speak to them after their

diagnosis.®1i GRO-D

GRO-D 1452 One CP lost one child due to a miscarriage

and was advised to terminate her second pregnancy due to the risk of the child

contracting HIV.4>

69. Finally, a number of our CPs made the decision not to have children because of not
wanting to risk the child being born with the infection.*** In some cases, this involved
sterilisation or a vasectomy.*>® In other cases, our CPs were unable to have a baby
because they were physically too unwell**® or because they feared they could not
afford to have more children given their inability to work.**” A number of our CPs
describe being deprived of the opportunity to have children as the hardest part of

living with the infection.*>® Some of our CPs describe feeling guilty that they never
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gave their parents any grandchildren.% GRO-D

GRO-D

GRO-D

Relationship with and impact on grandchildren

70. As with relationships between parents and children, the relationship between
grandparents and grandchildren was impacted by infection in that grandparents
would feel guilty and disappointed at being unable to look after or play with
grandchildren.?®? Often, if grandchildren were young, they would struggle to
understand the illness and why their grandparent was too tired to play with them.*62
Many CPs also describe grandparents becoming paranoid about physically close
contact with their grandchildren, preventing them from kissing or cuddling, because
of the fear of infecting them.*®3 For some, the hardest thing was to acknowledge that
they may never get to meet their grandchildren.?®* In other cases, grandchildren took
on caring responsibilities for their grandparents, such as taking them to hospital
appointments, doing a food shop, buying walking aids, helping them with their tablets

or putting cream on their legs.6>
Relationship with and impact on siblings

71. Onlyafew of our CPs commented on the impact of their infection on their relationship
with their sibling. However, one CP commented that her relationship with her sister

greatly deteriorated and became fractious and strained as a result of the infection,
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because she felt guilty and helpless and found her sister’s health difficulties very
distressing.*®® Another CP commented that her life was affected by having to drive
every evening after school to visit her brother in the hospital.*®” Another CP describes

how her sibling’s infection caused her to lose her faith in the medical profession.46®

Relationship with and impact on friends/social life

72. A number of CPs describe how their infection impacted their relationship with friends.
Some CPs chose not to tell their friends about their infection out of fear of how they
may react or how it would affect their relationship;**® however, this means there is a
huge part of people’s lives which their friends do not know about.*’° Many of those
who did tell their friends sadly lost them because they stayed away out of fear that
they may become infected, leaving people feeling isolated and abandoned at a very
vulnerable time.*”* Other CPs lost friends due to being too unwell to socialise*’? and

eventually no longer being invited to things.*”3

73. Asignificant number of our CPs describe how as a result of their infection their social

life completely disappeared.*”* Often people who were previously very sociable and
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active’?

withdrew from life,*”® because they were too tired, anxious, depressed or ill
to socialise,*”” or because they were too embarrassed due to the physical symptoms
of the infection,*”® or because it was impossible to plan ahead due to the effects of
the infection being so unpredictable,*”® or because they were unable to travel long
distances to visit friends,*®® or because they were worried about the prejudice or
stigma they would face,*®! in some cases, even fearing they would face physical or
verbal abuse.*®> Some became reclusive and lost all physical contact with the world
around them.*®3 For many of our CPs the association between socialising and alcohol
created difficulties, particularly as British social occasions are replete with alcohol,*%*
with people finding socialising more uncomfortable when they were unable to
k, 285

drin or being concerned about the impact of drinking on their health.*%®
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Stigma and shame

74. Only two of our 300 CPs explicitly said they were not affected by any stigma.?®” The
overwhelming number of our CPs describe how the stigma associated with HCV, HBV
and HIV made them feel dirty,*®® ashamed,*®° guilty,**° unclean,**! like a sewer rat,*??
poisonous,*®? and like a leper.*** For some of our CPs the stigma is the worst part of

the infection, whether it is perceived or real,**> making them feel as if they have done

the worst thing and do not have a right to exist.** GRO-D

GRO-D 1497 \with very few people expressing any sympathy or offering to

help them after their diagnosis.**® This was felt particularly strongly by our CPs from
minoritised ethnic groups, whose experience reflected those who gave live evidence

to the Inquiry on this issue.**°
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75. Our CPs describe how the stigma manifested itself in a number of ways. One of the
most prominent ways was through an {often yellow or red) sticker being placed on
blood samples or medical notes saying, “danger of infection” or “contaminated blood”
or “hazardous” with a warning sign or an image of a “skull and cross bone” .>%° In some
cases, this remained even after the person had been successfully treated.>®! These
stickers were visible to everyone which CPs describe finding mortifying, making them
feel dreadful and disgusting, and like a plague victim.>%? This was particularly difficult
for those who lived in small areas as it meant everyone found out they were
infected;*%® one CP describes local people crossing to the other side of the street when
they saw him, banning him from the local children’s nursery and sending hateful and

threatening letters in the post.>%*

76. A number of our CPs state that they were explicitly advised by their GP or doctor not
to tell anyone about their infected status because of the stigma attached to it which
put pressure on people to hide it from friends and family; this meant the infection
becomes a burden and a family secret and leads to a heightened fear and anxiety of
people finding out.>% In other cases, individuals themselves decided not to tell their

family and friends.’°® This was for a number of different reasons: embarrassment at
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having been given contaminated blood,*” paranoia and fear about how people may
react or what they may think,>% a desire not to be given special treatment,*® concern
that people will keep away, think differently of them and judge them,>!® worry that

people will think they were sexually promiscuous or a drug user or an alcoholic,>'*

I “°

scared of being labelled contaminated,®’® wanting to feel “normal” with other
people,®’® worried about being trolled on social media or being bullied, harassed or
attacked.>* One CP reflected that having a brain haemorrhage helped with the stigma
because it is a more socially accepted illness and it is something they could tell people

about which they will accept.”®

77. For those people who did tell their family and friends, they describe feeling
embarrassed>'® and facing stigma®” with some family and friends choosing never to
speak to them again.>'® One CP describes telling their closest friends who were their

neighbours and the very next day they moved out and they never saw or heard from

[ANON] §39, WITN1947001 [ANON] §54, GRO-D E, WITN1820001 [ANON] §22, WITN2009001 &§44,
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them again.>® Another CP describes how they were shunned by their family when

they told them as they were Methodists and assumed they had been sleeping

around.”?® One CP describes how when he told his mum she told him to get out,

leaving him shocked, scared and confused that the one person in his life who should

love him no matter what was the first person to throw him out the door.

78. The stigma associated with the infection also caused people to be treated differently.

In some cases that different treatment was extreme and had severe consequences.

For example:

a. People putting faeces in their letterbox and breaking their windows;>??

b. Receiving an anonymous letter saying that the infected person should be taken to

a field and shot, and their body burned like cows and badgers

c. Dead animals thrown onto their drive and red sauce spread on their car;

524

o

to their reputation

g. Hearing people talk behind their back;>?8
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520 WITN1867001 §68

521 WITN1962001 §58

522 WITN 1906001 §34

523 WITN1921001 [ANON] §49, 50
524 WITN1921001 [ANON] §49, 50
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h. Being called a “wee bleeder” or “the boy who bleeds” in public;>?°

i. Being evicted and becoming homeless;530

j.  Being prevented from working until supplying a certificate to show she was not a

danger to her colleagues;>3!

k. Someone shouting across the bar in a pub "stay away from [X], he has a

w,532
’

disease

I.  Having colleagues hug them and then jump back and ask if they could catch it;>33

m. A husband relying on the infection in divorce and family proceedings as late as

2003;%34

n. Bullying due to others at school being told that if they spent time in their house,

they would get the disease;>3®

0. School friends assuming their mother was a sex-worker and that her child also

had AIDS;>3¢

p. Ateacher at school calling an infected child up onto the stage during assembly to

announce that everyone must be careful around them;>%’

gq. Friends requesting individuals to bring their own cup round to the house or not

being able to use the loo or hand towel to dry hands;>3®

529 GRO-D

530 WITN2643001 [ANON] §4
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r. People washing their coffee cups and pointedly never touching the infected

person’s;>3?

?

s. People not assisting when an infected person cuts themselves at work;>*°
t. A person threatening to hit them while they were pregnant.>*!

79. A number of our CPs describe that the stigma around the infection is fuelled largely
because of the assumption that the infection can only be contracted through drug use,
sexual promiscuity or alcoholism.>*? People had to explain to those they told that they
were infected via a blood transfusion through no fault of their own.>*® One CP
describes confiding in her friend at school about her infection but other kids finding
out and accusing her of being raped, using needles, and injecting drugs.>** Even
amongst the medical profession, our CPs describe that there is a lack of awareness or
sympathy about ways the infections could be contracted and a significant number of
occasions where prejudice, lack of sympathy and lack of compassion was shown.>*
One CP describes an occasion when their mother was in hospital, and when an
alcoholic drink was produced (for a celebration), one of the nurses said that “you

would think she would have learnt by now” >%°

80. Aswellas misinformation about how the infection can be contracted, our CPs describe
the misinformation about the different infections, with many people assuming that
HCV and HBV were the same as AIDS.>*” Stigma also stems from misinformation about

how the infection is transmitted, with people facing stigma from others afraid they
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will become infected.>® Our CPs comment that the difficulties faced by stigma is
compounded by the failure of the government and NHS to provide information or take
public responsibility for the infected blood scandal, which means individuals
themselves were held responsible for what happened to them.>*® This had two
consequences. First it meant that unlike other debilitating and terminal conditions
which people contracted through no fault of their own, people given infected blood
faced judgment rather than sympathy, empathy and understanding.>*® Second, it
meant individuals and their families did not realise that there were thousands of
others affected like they were, making them feel isolated and depriving them of a

support network of people going through the same thing.>>!

81. In a number of cases, the stigma affected not just the person infected but also their
family members, friends and loved ones.>>? Where loved ones were made to keep the
infection a secret this meant they became isolated and could not lean on friends for
support.>>® The ways in which loved ones were affected by stigma are numerous: the
wife of someone infected describes having their blood donation form ripped up in
front of them,>>* the children of those infected describe being bullied, beaten up and
teased at school,>>> with one child saying that another child said to her at school that
she was glad her father was dead.>>® The stigma could still be faced by the family even
after their loved one’s death, as illustrated by one CP’s story of when they attended

the Registrar's office to report their father’s death. They describe being kept waiting

548 WITN 1905001 §56, WITN1906001 §33, WITN1820001 [ANON] §23
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a long time, facing other people staring at them and spitting at them.>>” As another CP

explains:

GRO-D

Education and Work

82. A few of our CPs comment that it is very difficult to measure the impact of the
infection on their education because they have always been infected.>*® However,
other CPs comment that the infection and its side effects made it very difficult for
them to concentrate on their studies.>®® Specifically, our CPs commented that they
found it difficult to record information and recall it later, and in some cases would

write a paragraph and then forget what they were writing about.3%?

557 WITN2643001 [ANON] §44-46
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83. Some people missed long periods of school, college or university education because
of the effects of the infection and treatment®®? or because they were being bullied;>®3
others held off treatment until after they finished to try to limit disruption.”®* A
number of people described how they were unable to sit their exams because they
were too tired or unwell,>®® or that they did not do as well in their exams as they
should and could have done.>% Others lost all motivation to study and ambition to
progress to university or a career because of the debilitating and life-shortening effect
of being infected.>®” Many never made it to university or college;>®® in one case, a
young girl had her college place and had placed a deposit on a flat but passed away
before getting the opportunity to attend.>®® Others were able to start their course or

higher studies but were unable to finish them because they became too ill; this was

particularly frustrating and disheartening, as they had to give up their dream career.>”®

84. Some of our CPs describe being treated very poorly by their school, college or
university, who threatened to throw them out because they’d missed too much school

time,>’! refused to let them re-attend after mental health problems leading to an

572

overdose,”’? refused to take their infection or ongoing treatment into account as

573

mitigating circumstances when awarding exam results,”’® or forced them to drop
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subjects or change classes because certain teachers refused to teach them.*’* One CP
described how the school breached their confidentiality by telling all members of staff
about their infection and calling their mum into school because there had been a

rumour that they had kissed a boy.>”®

85. For those whose family member was infected, their education was affected by having

to take time off school, university or college to travel home to see their loved one®’®
and in some cases, care for them.>”” The mental and physical energy and time this
took, as well as the emotional exhaustion derived from their concern for their loved
one, also affected their ability to concentrate on their studies and keep up with the

workload.>”® Some children even had to change their plans for where they studied in

order to be closer to home so they could care for their loved one.>”?

86. A number of children had long periods off school, college or university during their
loved one’s treatment or after their death,>®® with some children refusing to go to
school due to the fear of leaving their loved one in case they were not there when
they returned,”®! or because they had severe separation anxiety with their remaining
parent after one parent had died.>® In one case, the child’s refusal was so adamant
they became home schooled.”®® In contrast, in another case the parents made the
decision to take the child out of their current school and send them to boarding school
in the belief this would provide them with greater stability and safety.>®* One CP

describes the far-reaching effect of their mother’s infection on their education:

574 WITN2643001 [ANON] §43
575 WITN0671001 [ANON] §18
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GRO-D

87. Our CPs describe how the symptoms of the infection and treatment also made work
difficult; they could not retain information, could no longer do tasks they used to do
very quickly, and could not concentrate which caused them to worry and stress and
make them feel inadequate.>® Consequently, a large majority of our CPs had to give

up work as a result of being infected,>®” because they were too tired, had no energy,

585, GRO-D
586 WITN1932001 §24-25, WITN3916001 §45

587 WITN2645001 §41, WITN2062001 §38, WITN2026001 [ANON] §38, WITN3710001 §35, WITN1962001 §64,
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588 589

suffered with brain fog,”®® were diagnosed with liver cancer,”® could not cope with

the stress,>® suffered with depression,>t GRO-D i

GRO-D 1592 or were just too unwell.>*3 This came as a major blow to many

of our CPs who loved their job.>%* Having to give up work effected people’s sense of

identity, dignity, self-worth, independence, sense of safety, confidence, freedom,

WITN2013001 §17, WITN1850001 §50-51, WITNO580001 [ANON] 8§43, WITN2991001 §63-65, WITN1848001
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WITN2041001 §40, WITN1987001 [ANON] &43, WITN1972001 §37, WITN1982001 §18, WITN1974001 [ANON]
§48, 49, WITN1963001 §34, WITN2059001 [ANON] &3, 41, WITN1960001 §39, | GRO-D
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WITN1935001 §37, WITN1943001 §27, WITN1932001 §75, WITN1943001 §16, WITN1921001 [ANON] 811,
WITN1919001 [ANON] 8§35-37, WITN1913001 §17, WITN1908001 [ANON] §42, WITN1906001 §&38,
WITN1905001 §62, 63, WITN1902001 [ANON] §44, WITN1938001 §54, i GRO-D i, WITN1913001 §33,
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and 27, WITN1838001 §52, WITN3693001 §53, WITN2005001 §40, WITN2853001 [ANON] §26, WITN2630001
§29, WITN1923001 §23, WITN1826001 [ANON] §31, WITN1878001 §37, i GRO-D i WITN3693001
§57, WITN1111001 §31, WITN1820001 [ANON] §24, WITN1829001 §27, WITN1824001 §40, WITN2053001
[ANON] &26, §27, WITN2053001 [ANON] §28, WITN2053001 [ANON] §29, WITN1868001 §7-30, WITN0622001

§39, WITN1855001 §52, WITN2853001 [ANON] §22, WITN1860001 §46, WITN1862001 §21,i GRO-D
§29, WITN0OO65001 §52, 55, WITNOO65001 §55, WITN2631001 [ANON] §32, WITN1880001 [ANON] §22,
WITN1886001 [ANON] §42, WITN1889001 [ANON] §70, WITN1891001 §24, WITN1892001 [ANON] §37,
WITN1893001 §28._WITN1900001. JANON] &6, | GRO-D {WITN1832001 §28, WITN2020001 §35,
GRO-D GRO-D WITN2694001 §33,1  GRO-D 1§30

588 WITN2645001 §41, WITN1962001 §64, 65, WITN2819001 §52-54, WITN1877001 §28, WITN1882001 §38,
WITN1901001 §48, WITN1975001 §37, WITN1850001 §50-51, WITN2634001 §38, WITN2991001 §63-65,
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well-being, sense of purpose and value;>® as one person put it, it robbed their mother

of her “central source of pride” and made her feel useless and purposeless.>®® Our CPs
speak of the interest and social interaction they derived from work, the loss of which
resulted in people becoming isolated and lonely.>®” Other CPs could not afford to give
up work or were too scared to tell their employer about their infection so they forced

themselves to continue to work through the pain and treatment.>%8

88. A number of our CPs indicated a lack of understanding by their employer of their ill
health.>®® After having only one month off work due to depression, one CP — who
worked at a hospital — was told he must either come back to work or hand in his
resignation despite the fact that the company policy was to allow six months’ sickness
on full pay and six months’ sickness on half pay.®® Another CP had her employment
contract terminated due to too many absences, despite explaining the reason for
those absences.?®? One CP described how they felt invisibly monitored by their
employer who repeatedly asked about infection control and requested they bring in
blood tests to show that they would not contaminate students.®%? One CP describes
how their employer put pressure on them to take early retirement and voluntary
redundancy on the grounds of ill-health.5%® One CP who worked for the NHS was put
down to nil pay after being on sick leave for too long.%%* One CP describes how their

employer announced their diagnosis in front of all other employees and asked them

595 WITN 1962001 §64, 65, WITN2635001 §18, WITN2991001 §63-65, WITN1821001 §39, WITN5209001 §31-32,
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not to use the staff kitchen.®%> One CP was made redundant by their employer and

had to take them to court to win a constructive dismissal case.?® One CP was told they

hadn’t passed their probation period due to “non-performance” just after informing

their employer of their blood disorder.?®” One CP was told they were no longer able

to teach because of the risk of infecting the children.5%®

89. Some of our CPs had to give up their job and move to a different job,®% for example,
a teacher who was advised that they would likely pick up illnesses from students which
would affect their health.?® This involved having to start again, which sometimes
prevented them from ever progressing in a career or developing a clear career path.%!?
For some of our CPs their infection affected their attempts to find a new job, as when
they were honest about the infection and treatment, they found they failed to get
offered a single job.?2 One CP described that they: “have a law degree, [are] a partly
trained chartered accountant, worked as a financial trouble-shooter in the City, a
senior consultant and project manager in media and IT, and a legal head hunter” but

after diagnosis they tried to apply for various jobs, and no one would hire them.®13

GRO-D

GRO-D 1614

90. It was not just the person who was infected whose career was impacted by the
infection; family members’ careers were also affected. This could be because they had

to take time off work, reduce their working hours, turn down opportunities at work or
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give up work to look after their loved one;®'®> or because they were so devastated

about the impact of the infection on their loved one, or in some cases the loss of their
loved one, that they were no longer well enough to work themselves. %1 This meant
family members too lost out on the chance to pursue their careers or opportunities

617 which affected their sense of self-worth, confidence, fulfilment and

for promotion
well-being.?1® The effect on people’s confidence could be so severe that it could
prevent them from applying for other job opportunities.®'® Some people were even
advised that they would be better off financially if their partner gave up their job and

became their full-time carer.%2°

Finances

91. The inability to work lead to much financial worry and a diminution in their financial

circumstances®?! as it would often lead to significant financial loss,®?? would force

623

families to be reliant on — at most — only one income stream,®>* or sometimes on state

615 WITN1923001 §23, WITN1998001 §51, WITN2035001 §37, WITN3326001 §33-34, WITN1882001 §39,
WITN2693001 §24, WITN1928001 §47, WITN3324001 [ANON] §38, WITN1858001, WITN1891001 §24,
i, WITN1900001 [ANON] §37, WITN2697001 [ANON] §13, WITN2636001
§16, WITN2636001 §16, WITN2712001 [ANON] §19, WITN2827001 §34, WITN2827001 §34, WITN1990001
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WITN1961001 §39-40, WITN1962001 §68, WITN2039001 §48, WITN2004001 [ANON] §31, WITN2703001 §63,
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616 WITN2689001 §30-31, WITN2712001 [ANON] §19, WITN1961001 §39-40, WITN1975001 §38-340,
WITN2020001 §45
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619 WITN2959001 [ANON] §39, WITN1832001 §38
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benefits and funding schemes.?”® This led to people losing their homes,®%®

527 and preventing them from being able to pay

businesses,®?® financial independence,
for food®2® or support their children through education.®?® It also meant a lot of
individuals missed out on the pension they should have received®3® and they found
themselves in terrible debt.®*! Unsurprisingly, due to many individuals losing their jobs

and falling into debt they needed to use their savings to afford to live.®32 As one CP

describes:

“My wife and children were plagued by bailiffs knocking at their door. It came to
the point where my wife would not answer the door. | sent letters to everyone that
I was in debt to, but that did no good at all. My wife went to Citizens Advice but
they couldn't help her with the complexity of the case, contaminated blood was
still virtually unheard of, and we found that no-one really cared. Qver the years |
have had to sell many of my possessions including football memorabilia and art
that | had collected. | had to sell my Banksy print to pay for my daughter's

wedding. That broke my heart but obviously family comes first.”%33
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92. Having infected blood also affected or prevented our CPs’ ability to get life

537 medical

insurance,®* travel insurance,®®> home insurance,®3® business insurance,
insurance,®® and a mortgage.®3® For one CP, this meant they were unable to travel to
see any of their family in the US®*° and another CP was unable to visit their brother
abroad before they died.®*! For those CPs unable to get a mortgage it meant they were

never able to buy their own home.542

93. Very often the family standard of living hugely decreased: people were unable to
afford to pay the bills, rent or mortgage;®*® they were forced to live hand to mouth;®**
they were unable to afford food®* or a car, stripping them of their independence;®

they became ashamed of their house as they did not have the money to maintain it;®*’

they could not afford any luxuries®*® such as holidays;**° they became fully dependant
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on benefits.®>° For many of our CPs it was very difficult for them to completely change
the way they lived, having worked hard all their life, due to something that was no
fault of their own.®®! In some cases, infected individuals’ partners or loved ones had
to take on more work or a second job to support the family financially.®>? Conversely,
family members who cut down their hours or changed their career to care for their
loved ones had their own salary and pension affected. 63 The financial impact was
particularly difficult for those who lost their loved one and were forced to find a job
.654

to ease their financial difficulties at the point at which they were grieving;*>* as one

CP explains:

“The impact on me is that | suddenly became a single parent and a widow. | was
totally responsible for everything. | was responsible for the mortgage, for a debt
of £50,000, for the care and support of my grieving children, for the running of my
business which | had to build up in order to survive, for the financial support and

care of my elderly mother, for my husband's burial, and the list goes on.”%>>

Treatment and care
Efficacy of treatment

94. Even those individuals who were given effective treatment and were “cleared” of the
virus, describe the impact of the infection, whether this be that they have to continue
to have liver scans or because they constantly worry that the virus could or has

returned.®*® As one CP put it:

“It is as if you are put to one side once you have had the treatment. It doesn't

matter if your skin is itching so much it bleeds, or if you are suffering mentally,

WITN1921001 [ANON] §32
651 WITN1972001 §40, WITN1899001 [ANON] §48, WITN1908001 [ANON] §68
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constantly asking yourself whether it is going to come back. | am living in fear,

how would | ever get through the treatment again?”%’

95. Alarge number of people were treated for HCV, HBV and HIV, but their treatment was
not effective.?®® Our CPs describe how devastating it is to go through repeated courses
of treatment, each time with painful and debilitating side-effects, which in the end are
wholly ineffective;®>° some of our CPs went through treatment rounds as many as
three,%9 four,®®! or five®®? times. They describe how each time a treatment failed they
felt as if they had been infected all over again and they had to take time to recover
physically and emotionally before being able to face another round of treatment.®63
Other individuals were simply not offered further treatment or were just told that
nothing further could be done;%* for others, treatment was abandoned because it
was causing violent, damaging and potentially life-threatening side-effects.®®> Those
who experienced failed treatment describe it as feeling like a death sentence,®®

engendering feelings of hopelessness, distress, worry and despair.®®” Some of our CPs

were told they had successfully cleared the virus, but then later told that it was a false

668

positive®®® or that the virus had returned.%%°
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659 WITN1818001 §30, WITN3693001 §32 — 43, WITN1820001 [ANON] §17, WITN2692001 §17, 22-23,
WITN2013001 §16, WITN1998001 §35, WITN1893001 §20, WITN1891001 §17, WITN1974001 [ANON] §27,
WITN1895001 §20, WITN1899001 [ANON] §30, WITN2637001 §22, 23, WITN1982001 §13

660 WITN1899001 [ANON] §30, WITN1982001 §13, WITN1832001 §25; GRO-D
661 WITN2013001 §16, WITN2692001 §17, 22-23, WITN1998001 §35

662 WITN1876001 §29

663 WITN1974001 [ANON] §27

664 WITN1891001 §17, WITN2637001 §22, 23, WITN1882001 §23-24, WITNO709001 §40-41
665 WITN3326001 §17, WITN1882001 §23-24, WITN1977001 §20, WITN1947001 [ANON] §32, WITN2059001
[ANON] §33, WITN1997001 §30, WITN1855001 §31, WITN1842001 §20-22

666 WITN1997001 §28, WITN2637001 §22, 23

667 WITN0622001 §24, WITN1893001 §20, WITN2637001 §22, 23

668 WITN1893001 §25

669 WITN2000001 §39
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96. Our CPs describe that each time they underwent treatment their symptoms worsened
permanently and they often felt more unwell during and afterwards, experiencing
intense pain and suffering that was as bad, if not worse, than the infection;%7° this also
had the knock-on effect that our CPs would have to take time off work causing

672 and soul

additional stress and concern.®” For many the treatment was unbearable
destroying,®”® such that they chose to end the treatment prematurely or refuse
further treatment.?”% For some, the effects were so unbearable that they say they wish
they never had the treatment.®”> Other CPs describe it as being worse than their

experience of chemotherapy,®7®

requiring them to shut down completely to get
through it®”7 and endure the worst 12 months of their life.5’® As one person put it:

“the interferon and ribavirin treatment were like visiting Hell” 7°
Side effects of treatment

97. A full list of all the reported physical and mental side effects of treatment identified
in the evidence of our CPs for HCV, HBV and HIV can be found in Annexes 2, 3 and 4.

98. The two most common and severe side effects for our CPs infected with HCV and HBV
were fatigue and depression. The fatigue was so extreme such that our CPs would
sleep all the time and felt unable to do anything,®8° even lift their head off of the

pillow.®81 As one CP described it, they felt like they had flu a thousand times over and

670 WITN1935001 §24, WITN1111001 §36, WITN2055001 [ANON] §25 — 26, WITN1850001 §33, WITN1885001

§27, WITN1922001 [ANON] §37, WITN1925001 [ANON] §15, WITN2000001 §40,
671 WITN2000001 §39

672 WITN 1850001 §33, WITN1818001 §29, WITN1885001 §27, WITN1925001 [ANON] §37
673 WITN2055001 [ANON] §25 - 26

674 WITN1818001 §30, WITNQQ72001 §44 = 45, WITN2059001 [ANON] §33, WITN1855001 §31, WITN1885001
§27, WITN2638001 §20, 21] GRO-D

675 WITN1922001 [ANON] §37, WITN1925001 [ANON] §15, §37

676 WITN 1883001 §26, WITN1820001 [ANON] §17, WITN2000001 §40,; GRO-D
677 WITN0065001 §30

678 WITN1820001 [ANON] §17

679 WITN1899001 [ANON] §33

680 WITN1923001 §24, WITN1862001 §22, WITN1968001 [ANON] §20, WITN1998001 §28; GRO-D
WITN 1994001 §28, WITN3693001 §26, WITN1829001 §32, WITN1888001 §25
681 WITN1923001 §24, WITN2703001 §25, WITN1998001 §28,: GRO-D |
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683

as if their bones were being crushed.®®? Depression was severe,®®® causing suicidal

ideation and attempts to take — or in some cases took®* —their own life.?®> As one CP
described it, they felt deprived of emotions, empty and isolated.®®® Another CP
explained that they were told that if they went on the treatment, they would have to
come off their anti-depressants and the treatment would likely worsen their
depression.®®” For many, all they could do was take the tablets or injections and then

go to bed and suffer the side effects until it was time to take the next dose.®®

99. Specific side effects included fillings in teeth turning black,%® the tongue feeling like it

690 691

is burning,®%° a constant headache lasting months,®°! a rash on the face,®®? constantly

itchy skin,®%* swelling in the face and eyes,% thrush in the mouth leading to the person

spitting out lumps of skin,®®® black scabs which grow on the lips which burst and

697 698

bleed,?® seizure-like episodes at night and sleep paralysis,®®” extreme weight loss,

599 and blurred vision.”® The side effects were so

loss of the ability to swallow
debilitating that our CPs describe feeling as if years of their life had been taken away

from them;’°! the treatment would make them dread the next day and wish they

682 WITN2638001 §20, 21

683 WITN1923001 §24, WITN1968001 [ANON] §20, WITN1966001 §16, WITN1998001 §28,§ GRO-D
WITN1997001 §26

684 WITN1968001 [ANON] §20

685 WITN 1966001 §16; GRO-D I WITN1996001 [ANON] §24
686 WITN1997001 §31

687 WITN2043001 §28

688 WITN1970001 §26, WITN1996001 [ANON] §24
689 WITN1935001 §27-28

690 WITN1935001 §27-28

691 WITN1935001 §27-28, WITN1997001 §31

692 WITN1997001 §30

693 WITN1997001 §30, 31,

694 WITN1997001 §30

695 WITN1922001 [ANON] §35

696 WITN0072001 §46

697 WITN 1990001 §34

698 WITN3693001 §26, WITN1888001 §25

699 WITN0065011 §13

700 WITNO065011 §15

701 WITN1857001 [ANON) §26
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would not wake up,”%?

and many people (and their loved ones) thought they were
dying.”%® As one CP put it, the effect of treatment is like falling into a deep and

terrifying abyss of pain and despair.”%*
Delay, refusal or unavailability of treatment

100. A number of individuals report that they were told that there was no available
treatment or were offered no treatment,’%> either because at that point a treatment

706

did not exist or wasn’t available,”®® or because the damage done was already so severe

that treatment would not work,’%? or because the medical adviser told them

treatment was not necessary,’%®

or because the treatment was too expensive and
there was no funding available,”® or because of other health conditions which meant
that treatment was not an option,”'° or because they were too old or unwell to receive

treatment.’1!

101. A number of our CPs experienced delay in receiving treatment of varying lengths,

including: 8 weeks;”'> 4 months;’** 5 months;”'* 6 months;”*> 8 months;’® 9

702 WITN 1859001

703 WITN1997001 §30, WITN1922001 [ANON] §35

704ITNO622001 §48

705 WITN1997001 §28, WITN2053001 [ANON] §12, WITN1814001 §20, 22, WITN1867001 §52, WITN3323001
[ANON] §26, WITN1862001 §17, WITN2055001 [ANON] §22, WITN1818001 §41, i GRO-D i

WITN2853001 [ANON] §7, WITNO709001 §14, WITN3710001 §19, WITN1928001 29, WITN1906001 §8,
WITN3914001 §21, WITN2641001 §29, WITN1917001 §14, WITN1950001 §25, WITN1867001 §54,
WITN2000001 §37, WITN1938001 §12, WITN3325001 §30, | GRO-D i WITN1979001 §24,
WITN1902001 [ANON] §17, 33, WITN1877001 §20, WITN1913001 §20, WITN2019001 §10-11, WITN1919001
[ANON] §23, WITN1929001 §11, WITN1825001 §10, WITN3697001 §23, WITN1832001 §9

706 WITN3710001 §19, WITN1917001 §14

707WITN2055001 [ANON] §22, WITN2006001 [ANON] §12 — 13, WITN2641001 §29, WITN1950001 §25,
WITN1867001 §54, WITN2000001 §37, WITN2019001 §10-11, WITN1825001 §10
708 \WITNO709001 §14, WITN1979001 §24

709 WITN1928001 29, WITN1919001 [ANON] §23

710 WITN3914001 §21, WITN1867001 §54

711 WITN1832001 §9

712 WITN1954001 §10

713 WITN5209001 §25

714 WITN1986001 §31

715 WITN1921001 [ANON] §36, 37

716 WITN2001001 §11
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months;”* 1 year;7'® 15 months;”° 2 years;’?° 3 years;’?! 3.5 years;’?? 5 years;’?* 7

724

years;”?* and 11 years.”?> The delay was so long for one CP that they passed away

before receiving any treatment.”2® Some of our CPs had no idea of the reason for the

728 or because

delay.”?” Other CPs were told the delay was due to a lack of funding
there were others more seriously ill than them who needed the treatment.””® Some
of our CPs were told that they did not yet qualify for new treatment schemes because
the damage caused by the infection was not severe enough, despite research showing
that earlier treatment was more effective.”° Others describe that when they tried to
fight for treatment it was assumed that they contracted the virus because of their
lifestyle choices.”®! One CP was told they would receive the treatment more quickly if
they moved to a different postcode because the funding for treatment was dependant
on the postcode; they moved house and received the treatment immediately.”3?

Another CP describes that the doctor told them they were not “worthy” of treatment

which made her feel like an inconvenience.”33

102. Our CPs describe that the wait to receive treatment is particularly anxiety-inducing

and stressful, leaving people scared that their condition may be worsening or they

717 WITN1997001 §25

718 \WITN 1820001 [ANON] §7, WITN1987001 [ANON] §37, WITN2000001 §37, WITN1832001 §11
719 WITN1972001 [ANON] §30

720 WITN1995001 §32, WITN3692001 §37, WITN2012001 §53, WITN1871001 [ANON] §27
721 WITN1970001 §28

722 WITN1899001 [ANON] 831

723 WITN 1893001 §22

724 WITN 1848001 §24

725 WITN1963001 §26

726 WITN1977001 §21

727 WITN1963001 §26, WITN1926001 §27, 1845

728 WITN5209001 §25, WITN1850001 §29, WITN1966001 §15, WITN2648001 §14, WITN1972001 [ANON] §30,
WITN1970001 §28, WITN1954001 §10, WITN1947001 [ANON] §34, WITN1899001 [ANON] 8§31, WITN1921001
[ANON] §36, 37, WITN1934001 §38, WITN1838001 §56

729 WITN1977001 §21

730 WITNOO65001 §26, 27, WITN1947001 [ANON] §34, WITN1876001 §30, WITN1893001 §22, WITN1900001
[ANON] §30-31, WITN1902001 [ANON] §17, 33, WITN1919001 [ANON] §23, WITN1934001 §38

731 WITN1900001 [ANON] §30-31

732 WITN2648001 §14

733 WITN1932001 §50, 51
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may die before treatment is made available, as well as making them feel disappointed,
upset, angry and alone.”* It is also very frustrating for those who were infected by the
healthcare system to be told that there was not the funding available to treat and
rectify the damage done.”3> Further, one CP commented that they were not offered
any support while they were waiting for treatment but that they were left in the

wilderness.”3¢

103. Finally, some individuals refused treatment because they had lost all faith in the

medical profession and did not trust the doctors’ recommending treatment.”?’
Effect of treatment on family members and loved ones

104. As detailed above, a number of individuals had to fight and battle to receive
treatment, and often their loved ones had to support them through this or fight on
their behalf when they were not feeling well; this means loved ones also experienced
the stress, anxiety and disappointment of treatment being refused, delayed,
unsuccessful and/or unbearable.”38

105. As shown in Annexes 2, 3 and 4, as a result of treatment people could become
aggressive and suffer mood swings or personality changes. Family members who were
unaware that this was a consequence of treatment express the guilt they feel at
thinking this was part of their loved one’s nature rather than it being as a result of the
treatment.”®® For some the behaviour induced by those mood swings has irrevocably

damaged relationships between loved ones.”°

106. A number of our CPs commented on how difficult, scary and upsetting it can be to

see your loved one so unwell, in pain and suffering, and feeling powerless to help.”*

734 WITN1963001 §26, WITN1997001 §25, WITN2012001 §53, WITN1921001 [ANON] §36, 37, GRO-D |

§45

735 WITN1966001 §15, WITN2012001 §53

736 WITN1921001 [ANON] §36, 37

737 WITN2031001 §11, WITN1905001 §46

738 WITNO709001 §27, WITN2691001 §12

739 WITN2691001 §14, WITN2958001 [ANON] §16,

740 WITN2691001 §18, WITN2958001 [ANON] §16

741 WITN2006001 [ANON] §36, WITN2958001 [ANON] §13, WITN2959001 [ANON] §14, WITN2872001 §38-39
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This was particularly difficult for loved ones when they knew the treatment was
important in order to try to increase their loved one’s life chances while also observing
the intense pain and suffering the treatment caused.”*? Those responsible for injecting
their loved ones as part of the treatment found this was particularly difficult.”*® Family
members also lived through the anxiety of waiting for the results of treatment and
pinning their hopes on it, with the low likelihood of success hanging over them when
the results were due, leading them to feel gutted when the treatment was not

successful.”#* As one CP explained:

“For me, the worst part of his treatment came when he did not want to take the
Interferon anymore because it made him so ill. | felt that | had to make him take it
because | couldn't see any alternative to it: it was Interferon or liver cancer. | would
be quite aggressive with him, telling him to take it, telling him he was not going to
die on me and our son. He would stick the needle in and twenty minutes later
would be shivering and shaking and would take himself to bed. | would sit and cry
for a couple of hours because | felt so guilty. It was always on a Sunday, so that

was our Sunday afternoon and evening for months and months.” 7%

Liver transplants

107. Our CPs broadly relate negative experiences in respect of transplantation. Some of
our CPs were never offered a liver transplant because their health had deteriorated
so significantly that they were considered too weak to have the transplant.’#® Some
of our CPs were told that because they had HCV they would not qualify for a liver
transplant.’*” One CP was denied a liver transplant because they were told it was a

'waste’ of an organ as it would just get infected again by HCV.7%® Another CP describes

742 \WITN2958001 [ANON] §14, WITN2872001 §38-39

743 WITN2691001 §19

744 WITN2960001 [ANON] §14, WITN2959001 [ANON] §17, WITN2691001 §11
745 WITN2696001 §19

746 WITN1953001 §29, WITN1823001 §36-37, GRO.D ;

747 WITN1848001 §15, WITN1882001 §22

748 WITN2062001 §55
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that they went to the hospital on three separate occasions over two years in
anticipation of having a liver transplant only to be told when they arrived that there
had been an error.”*® Similarly, another person describes attending hospital twice in
the middle of the night to prepare for a liver transplant only to be told on both
occasions that the liver was given to someone else.””® indeed, a number of our CPs
describe how their loved one was on the waiting list for a liver transplant but their
health deteriorated such that they would not survive the operation or they passed
away before a liver became available.”* One woman was taken off the list for a liver
transplant because she became too ill but was not told this until she asked where on
the list she was.”®? During that time our CPs and their loved ones describe how they
had to endure the stress and anxiety of not knowing if/when a liver may become
available, requiring them to always have their bags packed ready to go to the
hospital.”>® This was difficult for both the person waiting for the liver transplant and

their loved ones as explained here:

“The transplant coordinators and nursing teams were supportive and
compassionate but unable to protect us from the rollercoaster of fear, hope and
disappointment. | lived with my phone never more than a metre away from me,
frantic with anxiety at each text or call; anticipating news of her deterioration or
death. One memorable New Year's Eve a liver became available for transplant so
I slipped out of the party and onto the underground tube train, sitting anxious and
alone as midnight arrived and the groups around me hugged and cheered. |
arrived just in time to hug my mum and wish her luck whilst hiding my fears that
this could be our last conversation. Not long after she was sedated and taken to
the operating theatre she was wheeled back to the ward as the nurses explained

that the donated liver was not a viable transplant. It was yet another crushing

749 WITN2634001 §24
750, GRO-D
751 WITN1950001 §26, WITN1823001 §36-37, WITN1825001 §19; GRO.D i
752 GRO-D i
753 WITN3693001 §32, WITN1950001 §26, WITN1823001 §36-37
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disappointment. | hated leaving the hospital knowing that when she awoke from
the anaesthetic, she too would have to learn the disappointing news and return to

the anxious wait for a successful transplant.” 7>
End of life

108. As previously highlighted, a number of our CPs died due to their infection with HCV,
HBV and/or HIV.73>

109. A number of our CPs faced difficulties following their loved ones’ death, particularly
in relation to funeral arrangements and death certificates. For example, funeral
directors refusing to embalm their loved one’s body or handle the body in any way,
which was deeply upsetting and stressful for all the family to deal with at a time of
immense grief’>® as once again it made it feel like their loved one was “dirty”.”>” Others
had undertakers insist on using a lead-lined coffin’>2 or told people they had no choice
but to opt for their loved one to be cremated.”>® One CP said that the funeral directors
refused to dress their loved one and said they would bury him in a body bag.”®® As one

CP explained:

“The stigma continues even after death. | went to Co-op to arrange my funeral
plan as | had read that the Caxton Foundation would pay £3,500 towards it. | was

informed by the funeral directors that due to the Hepatitis C they would not be

754 WITN2635001 §20

755 WITN1846001 §2, WITN3693001 §11, WITN3697001 §32, WITN3326001 §15, WITN1848001 §30,
WITN2689001 §24, WITN2004001 [ANON] §28, WITN2709001 §27, WITN2703001 §57, WITN1981001 §18,
WITN2643001 [ANON] §44-46, WITN2643001 [ANON] §44-46, WITN1817001 §31, WITN3914001 §32,
WITN3710001 §27, WITN1974001 [ANON] §44, WITN3920001._§8. WITN3918001 §6-7, | GRO-D |

WITN1966001 §43, |  GRO-D | WITN2039001 §39, | GRO-D  !WITN2707001 [ANON] §29,
WITN2011001 [ANON] §9, WITN1850001 §46, 47, WITN2819001 §39-40, WITN2057001 §15, 19,

GRO-D i WITN3326001 §20, 21, WITN2033001 §1, WITN2028001 §48-49, WITN2019001 §12,

WITN1917001 §21, WITN2869001 §18, WITNO709001 §43, 45, WITN1965001 §15-17, WITN1942001 §24,

WITN1867001 §50, WITN1941001 §51, WITN1883001 §22, WITN1832001 §32, | GRO-D '
WITN2710001 §23, WITN1980001 §20,! GRO-D i

756 WITN2703001 §57, WITN1848001 §30, WITN1883001 §30, WITN2689001 §29
757 WITN 1848001 §30

758 WITN2004001 [ANON] §37

759 WITN1981001 §18, WITN2643001 [ANON] §44-46

760 WITN1817001 §31
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able to touch my body or to embalm me. They said that | would be sealed in a
black bag marked as an infection risk and that no family members would be able
to see my body. | cannot begin to express how emotionally distressed this makes

me feel. This has also had a huge emotional impact on my husband and my son” 78!

110. In relation to death certificates, a number of our CPs describe that something other
than HCV, HBV or HIV was listed on their loved one’s death certificate despite their
protestations;’®? for example, open verdict;’®® pneumonia;’®* liver failure and

deconstruction of the liver by malignancy;”®® hepatic encephalopathy, cirrhosis of the

766 767

liver and infective hepatitis; alcoholic liver disease; septicaemia and

768 even though, in a number of these cases, the families were refused a

leukaemia,
post-mortem.”® Other CPs had their requests for HCV to be listed on the death
certificate conceded to but were refused a full post-mortem.”’® In one case, the
daughter of the deceased refused to sign the death certificate because it did not

mention HCV but she was told her mother’s body would not be released for burial if

she did not sign it.771

111. Finally, those who lost a loved one describe the total devastation of watching them

suffer and their health deteriorate.””?> As one CP describes:

“Hammersmith Hospital discharged [Y], within his final days, to die at home. [Y]

was so distressed at this decision, the blunt result, he refused to allow them to

761 WITN1974001 [ANON] §44

763 WITN3710001 §27

764 WITN3920001 §8, WITN2039001 §39, WITN2819001 §39-40
765 WITN3918001 §6-7

7664 GRO-D

767 WITN2011001 [ANON] §9

768 WITN2057001 §15, 19

769 WITN3920001 §8

770 WITN 1850001 §46, 47

.................................. "

774 GRO-D | WITN2707001 [ANON] §29

772 WITN3326001 §20, 21, WITN2033001 §1, WITN2028001 §48-49, WITN2019001 §12, WITN2689001 §18,
WITN1917001 §21, WITN2869001 §18
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remove the 'Hickman' line. | remember him crying, shaking his head, begging to
be allowed to live; | felt his internal sob. | suppressed a scream. This anxiety will
never leave me; evermore | will see this - sometimes totally overwhelmed by this
vision, looking from the window in the hospital - the external wall clock partially

in darkness as it was an early morning in October 1986”.773

112. Death from the consequences of HCV, HBV and HIV is deeply distressing and often
involves significant pain.”’* One CP was unable to be with their loved one in their final
moments as they died in quarantine and alone.””> Our CPs describe the accumulated
cost to the mental health of affected family members following the early death of a
loved one; how this left families fractured and mentally scarred and had a long-lasting

mental health impact that redefined their lives.
Impact on treatment for other conditions

113. A number of our CPs commented that their HCV, HBV or HIV infection impacted on
the dental care they received.””® Many of our CPs describe being told by their dentist
that they could only be seen at the very end of the day.””” They describe that they
were treated like a leper,””® causing some of our CPs to stop going to the dentist at
all’’® or changing to a different practice.”®® In other cases, dentists refused to treat

those infected’®! or would make a point of putting on two masks and pairs of gloves

773 WITN3914001 §29

774 WITN2689001 §23, WITNO709001 §43, 45, WITN1965001 §15-17, WITN3326001 §20, 21, WITN1917001 §21,

WITN2869001 §18, | GRO-D | WITN2869001 §18, WITN1867001 §50, WITN2709001 §27,

WITN1941001 §51, WITN1883001 §22, WITN2709001 §27

775 WITN1846001 §22

776 WITN1818001 §33, WITN1970001 §30, WITN1814001 §24, WITN1968001 [ANON] §21, WITN1928001 §42,

WITN1901001 §41, WITN1998001, WITN1991001 §32, WITN1966001 §35, WITN1832001 §27, WITN1980001

§25

777 WITN1928001 §42, WITN1875001 §15, WITN2702001 §30, WITN1974001 [ANON] §42, WITN1943001 §37,

WITN1885001 §31, WITN1907001 [ANON] §36, WITN1910001 §31, WITN2641001 §30-31,: GRO-D

778 WITN2036001 §36, WITN1818001 §33, WITN1893001 §26

779 WITN1818001 §33, WITN1991001 §32, WITN1966001 §35, WITN1943001 §30, WITN2631001 [ANON] §27

780 WITN1928001 §42

781 WITN1970001 §30, WITN1814001 §24, WITN1968001 [ANON] §21, WITN1998001 §41, WITN1901001 §41,

WITN2013001 §27, WITN1988001 §47, WITN3713001 §33, WITN1974001 [ANON] §42, WITN1943001 §37,
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to treat them and frantically sterilising equipment afterwards.”®? This was

embarrassing and humiliating”®3

and lead to severe consequences for their dental
health; for example, one CP suffered a painful abscess for two years because they
were unable to find a dentist who would treat them.”®* This was especially difficult for
our CPs whose infection caused deterioration in their teeth therefore requiring dental

treatment.’ss

114. In relation to treatment for other conditions, a number of our CPs commented that
they are always at the end of the list for treatment at hospital,’®® the doctors were

787

always wearing gloves and masks,’®” and all the equipment had to be double-bagged

afterwards,”®®

making people feel stigmatised.”®® One CP developed such a distrust of
the medical profession because of the way in which they were infected that they did
not seek help or treatment for other conditions and instead lived in pain for many
years.”?® Another CP expressed a fear and belief that they would not get the right or
necessary treatment because they would be regarded as “damaged goods and not
worth investing in.”’! Finally, a number of our CPs describe their concern that
because their medical records had been “/ost”, they felt unsafe going for procedures

and treatment because the treating professionals did not have details of their pre-

existing medical conditions and surgical history.

WITN1860001 §39, WITN2631001 [ANON] 27, WITN2012001 §57, WITN1935001 §34, WITN1906001 §31,
WITN1832001 §27

782 WITN2036001 §36, WITN1834001 §36, WITN1860001 §39, WITN2631001 [ANON] §27, WITN2641001 §30-
31

783 WITN1875001 §15, WITN1966001 §35, WITN1943001 §30, WITN2702001 §30, WITN1988001 §47,
WITN1871001 [ANON] §34, WITN2641001 §30-31, WITN1832001 §27

784 \WITN2013001 §27
783 GRO-D L WITN2012001 §57, WITN1902001 [ANON] §48-49, WITN1925001 [ANON] §36
786 WITN2059001 [ANON] §35, WITN1934001 §52, WITN1966001 §33, WITN2002001 [ANON] §29

787 WITN2042001 §41, WITN1907001 [ANON] §27, GRO-D _i§44
788 WITN1966001 §33
789 WITN1934001 §52
790 WITN1979001 §58
791 WITN1908001 [ANON) §36
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Support

Attitude of healthcare professionals

115. A number of our CPs, particularly those who were diagnosed many years after they
were infected, commented that they felt as if a deliberate decision was taken by
healthcare professionals to keep the infection secret’?? and withhold information
from them,”®3 particularly those who were tested without being told what the tests
were for or the outcome.”® For many this led to them losing faith in the medical

795 and some stopped attending appointments altogether.”?® It also meant

profession
individuals would be unaware that they had a serious condition which left untreated
would cause serious damage.”” In other cases, individuals felt like they were unable
to make an informed decision about treatment because they felt unable to get

genuine advice from healthcare professionals.”®

116. Our CPs describe how they have been treated differently and stigmatised by
healthcare professionals due to their infected status and made to feel like they were
bottom of the pile for everything.”?® Our CPs recall experiences of receiving dirty and
judgmental looks from staff,3%° having the ambulance service refuse to come to the
house,®°! nurses refusing to take blood or provide care,®%? hospital staff not providing

them with food or drink,8% organisations refusing to offer palliative care,®%* never

792 WITN3103001 §46, WITN1889001 [ANON] §49, WITN1938001 §26, WITN3323001 [ANON] §31
793 WITN1979001 §44-45, WITN1905001 §46-52

794 WITN1979001 §44-45, WITN1889001 [ANON] §49, WITN1938001 §26

795 WITN1979001 §44-45, WITN1905001 §46-52

796 WITN1979001 §44-45

797 WITN 1889001 [ANON] §49, WITN1938001 §26

798 WITN1905001 §46-52, WITN2645001 §32

799 WITN1926001 §36, WITN1968001 [ANON] §22, §14, WITN1896001 §23, WITN1923001 §8, WITN1922001
[ANON] §20, WITN1832001 §48, WITN3712001 §25

800 WITN1886001 [ANON] §45,; GRO-D | WITN1921001 [ANON] §41, WITN1901001 §42
801 WITN2643001 [ANON] §29, WITN2643001 [ANON] §20-22

802 WITN2643001 [ANON] §29, WITN1947001 [ANON] §61, WITN1934001 §51, WITN1832001 §48
803 WITN2643001 [ANON] §29, WITN2643001 [ANON] §20-22

804 WITN 1867001 §60-61
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being made to feel like a priority and instead being made to wait until the end of the
day to receive care,®% and being made to wait hours to receive care or treatment.®%
Individuals infected with HCV, HBV and HIV via contaminated blood also describe how
they felt upset and stigmatised by always being placed on a bay in the hospital with
those who had contracted HCV, HBV and HIV in other ways, such as through drug or
alcohol misuse, and treated as if they had also contracted the infection in that way,
often even when their medical notes clearly stated they contracted the infection
through blood transfusion or blood product.®%” This makes people feel humiliated.8%®
A number of our CPs describe how it is only when they personally explained and
educated medical staff about how they contracted the infection that they were

treated with respect.?®

117. A number of our CPs comment on the distinct lack of education, understanding,
awareness and sensitivity about the fact that many individuals were infected because
of blood transfusions or blood products given by the NHS rather than because they

made risky lifestyle decisions; there was a presumption that they were at fault and

805 WITN2819001 §8, WITN1988001 §46, WITN1921001 [ANON] §41, WITN2690001 [ANON] §35, WITN1832001
§10

806 WITN 1832001 §30

807 GRO-D ! WITN3326001 §30, WITN1968001 [ANON] §22, WITN2819001 §8, WITN1923001 §8,
WITN1996001 [ANON] §38, WITN1901001 8§42, WITN1934001 §51, WITN1966001 §36, WITN2991001 §57,
58, WITN5209001 §26, 28, WITN3692001 §28, WITN1963001 §10, 22, WITN1974001 [ANON] 8§40,
WITN1982001 §10, WITN2012001 §62, WITN1880001 [ANON] §29, WITN1889001 [ANON] §28, WITN1899001
[ANON] §9, WITNO031001 [ANON] §4.1, WITN1921001 [ANON] §17, 18, WITN1991001 §15, WITN1932001 §16,
WITNOO72001 §25, WITN2009001 §11, WITN1857001 [ANON] §11, WITN3325001 §15, WITN2009001 §40,
WITN2009001 §41-42, WITN2012001 §12, WITN1883001 [ANON] §54, WITN3324001 [ANON] §11

808 WITN1947001 [ANON] §61, WITN1908001 [ANON] §35

809 WITN3326001 §30, WITN1996001 [ANON] §38, WITN1901001 §42, WITN1966001 §36, WITN1966001 §36,
WITN3710001 §12, WITN1901001 §28, WITN1928001 §40, WITN2009001 §41-42
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somehow responsible for their illness.®1° One CP describes their loved one having

alcohol gel removed from their bedside.?!

118. Notonlyis there a lack of education and understanding about how individuals become
infected but also about the infection itself and how to diagnose it.812 The concerning
consequence of the lack of understanding displayed by those in the medical profession
is that the infection and its impact is trivialised, with people made to feel like there is
nothing to worry about.?™3 A number of our CPs describe the medical profession failing
to correctly diagnose them, dismissing and trivialising their symptoms, and pointing
to other causes of their symptoms (often suggesting they were psychosomatic),
delaying them receiving the correct treatment and causing more damage.®'* Others
describe how when they asked their GP (and sometimes even specialists) questions
about the condition, they would not have the answers or seemed to know very little
about the condition and were therefore unable to give them basic information about
their prognosis and treatment options.®'®> As one CP describes: “Back in 1992 it felt like
it was an unknown virus. | think that | learned as the medical profession learned.”31®
This was described as particularly frustrating by CPs who knew that there was
significant evidence available from organisations such as the Hepatitis C Trust about

the link between certain symptoms and HCV, HBV and HIV, but it seemed the NHS

810 WITN2635001 §21-23, WITN1966001 §36, WITN3710001 §12, WITN1901001 §28, WITN1928001 §40,
WITN2991001 8§57, 58, WITN1963001 §10, 22, WITN1974001 [ANON] §40, WITN5209001 §26, 28,
WITN3692001 §28, WITN1982001 §10, WITN2012001 §62, WITN1880001 [ANON] §29, WITN1889001 [ANON]
§28, WITN1899001 [ANON] §9, WITNOO31001 [ANON] §4.1, WITN1921001 [ANON] §17, 18, WITN1991001 §15,
WITN1932001 §16, WITNOO72001 §25, WITN2009001 §11, WITN1857001 [ANON] §11, WITN3325001 §15,
WITN2009001 §40, WITN2009001 §41-42, WITN2012001 §12, WITN1889001 [ANON] §54, WITN3324001
[ANON] §11,! GRO-D GRO-D

811 WITN2635001 §21-23

sro0}, WITN1820001 [ANON] §5, WITNOO65011 §18, WITN1868001 §23, WITN3920001 §7, WITN1945001 §44,
GRO-D
813 WITN1111001 §14,! GRO-D ! WITN1871001 [ANON] §31

814 WITN3918001 §13, WITN2001001 §7, WITN1967001 [ANON] §8, 10, WITN1934001 §13, WITN3325001 §25,
WITN1871001 [ANON] §7-8, 11, WITN2631001 [ANON] §35, WITN1896001 §7, WITN2696001 §28
815 WITN1987001 [ANON] §9, WITN2013001 §10-11, WITN2819001 §10, WITN1963001 §10, 22, WITN1963001

§9, WITN2690001 [ANON] §18,] “GRO-D 188

816 WITN1826001 [ANON] §14
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were completely unaware of this and unwilling to engage with it or educate

themselves.817

119. Our CPs would then often have to wait — while the sense of anxiety and uncertainty
grew — until they were referred to a specialist who could provide them with more
information.®'® Some of our CPs who tried to suggest to doctors that they had been
infected with contaminated blood via blood product or transfusion — or that this
possibility should at least be investigated - describe feeling ignored, dismissed and
made to feel that the onus was on them to prove any links between the blood
transfusions and HCV, HBV and HIV.3%° The lack of understanding and the inability to
provide people with the information they so desperately needed made people feel
frustrated and angry, completely alone and let down, and like they did not matter.820
As has been previously highlighted, this inevitably caused many to lose faith in the

821

health system,®4! and some of our CPs opted to pay for private treatment in order to

try to get answers and care.®?2 As one CP explains:

“Over the years, as | have learned more and more about this scandal, | have
become angrier about it. | understand better now the seriousness of it. | was
brought up to respect the National Health Service; our public health service. |
cannot describe how angry | feel to know that it was this public health service that
infected me with this disease. | am angry that the system did not protect me when
it should have done. | have trusted that the system including the medical
profession would have to take care of me for years. My mum did too. That trust

has gone and | have been left feeling totally vulnerable as a person and completely

817 WITN5209001 §14, 15 WITN1829001 §14, WITNO065011 §19
818 WITN2702001 §21, WITN2690001 [ANON] §18

819 WITN2991001 §57, 58, WITN1823001 §20, 34, 39

820 WITN1963001 §10, 22

821 WITN 1963001 §10, 22, WITN1967001 [ANON] §8, 10, WITN1921001 [ANON] §44, 45, WITN1902001 [ANON]
§15
822 WITN1934001 §13
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let down. | feel particularly vulnerable because | now have to seek help from the

system that has hurt me so badly. | simply cannot trust it now.”%%3

120. A number of our CPs describe being treated with little or no respect, compassion and
empathy by medical professionals.82* Our CPs describe feeling that they felt seen as
an infection and not a person,®?® that medical professionals did not want to take time

826

to understand the history behind the infection,®s® and would frequently ignore or

dismiss those infected.??” For example, one CP was told that there was no point in her

828

trying to have a child as she would be dead soon,®*® another person was shouted at

7829 and another person recalls being

by a nurse who said “get out you are infectious
rung by a consultant after her husband’s death to ask if she was happy with the
treatment he’d received, suggesting that they were more concerned about whether

she would bring a claim against the NHS than whether she was coping.?3°

121. A number of our CPs commented on the fact that healthcare professionals repeatedly
mentioned how expensive treatment was, making them feel guilty, angry and
frustrated.®3! This was particularly so when the cost meant a delay in treatment which
led to a deterioration in the person’s condition.®32 One CP commented that a
radiographer even said to them in a sarcastic tone: “it’s wonderful what the taxpayers’

money is being spent on.”%%

823 WITN1963001 §10, 22

824 WITN1988001 §9, WITN1885001 §33, WITN1991001 §15, WITN2639001 §25, !
WITN 1859001, WITN1905001 §26, WITN1913001 §20, WITN2696001 §28

825 WITN2639001 §24

826 WITN2639001 §25,! GRO-D i WITN1859001
827 WITN2009001 §41-42

828 WITN1988001 §9

829 WITN 1885001 §33

830 WITN1968001 [ANON] §29, WITN2696001 §33-34

831 WITN2629001 [ANON] §34, WITN2009001 §36, WITN1890001 §21, WITN1967001 [ANON] §8, 10,
WITN1941001 §57, WITN1895001 §20, ] GRO-D 'WITN0031001 [ANON] §6.9, WITN1935001 §22,
WITN3324001 [ANON] §22, WITN2696001 §13

832 WITN1895001 §20, WITN1899001 [ANON] §31
833 WITN0031001 [ANON] §6.9

GRO-D
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122. Many CPs described that their experience of and treatment by the medical profession

improved after they met their specialist HCV, HBV or HIV nurse; these nurses gave

more informed advice, explained what the infection meant and what to expect, and

set patients’ minds at ease.®3* However, unfortunately, this was sometimes only

arranged years after infection and diagnosis.?*> One CP even took it upon themselves

to tackle the lack of understanding and empathy with her doctor:

“I also saw Dr [Z] at this time and was a year clear of HCV. Dr [Z] did not recognise

me and appeared to be shocked by my fitness, weight loss and how well | looked.

| felt she had assumed that | had previously just been fat and lazy and that the

HCV had no impact on my life. | was much more confident at that appointment

than when she had seen me in previous years because | was feeling so much better,

and | was able to say how | felt about how she had treated me in the past. | told

her how angry | was at how she did not listen to me when | was first in her clinic,

and how she had made assumptions about my lifestyle from the way | used to

look, which, as she could now see, where not valid. She apologised and said that

she could see that now and said her opinions of people with HCV had changed over

the past year. | asked her not to make assumptions and judge people who have

HCV, and not to assume they were either alcoholics or drug users (not that this

should matter). | asked her to see in me the direct impact of HCV on a person, as |

had no other medical issues apart from HCV, so in me you can see the effects the

virus has, both physically and mentally. | believe that, until that moment, she had

not realised how much an effect the virus can have on its own. When | left the

appointment, | was pleased to have been able to talk to Dr [Z] frankly about these

issues and grateful to her for her apology and her change of heart.”3¢

834 WITN1818001 §50, WITN2631001 [ANON] §16, WITN2041001 §20 WITN2059001 [ANON] §16
835 WITN 1818001 §50
836 WITN2000001 §44
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Access to psychological support

123. One of the most consistently recorded facts in evidence from IAP is that they were
offered no psychological support or counselling after diagnosis or during treatment,®%’
despite severe psychological symptoms being so common to be almost universal
amongst IAP. A number of our CPs commented that they wished that counselling had

been made available to them.®3® Similarly, a number of our CPs were not offered or

837WITN2055001 [ANON] §36, WITN1820001 [ANON] §29, WITN2009001 §51, WITN1923001 §36,
WITN1817001 §34, WITN2635001 §11, WITN3103001 §42, WITN2690001 [ANON] §47, WITN1822001 [ANON]
§30, WITN1826001 [ANON] §34 and 35, WITN3692001 §48, ! GRO-D i WITN3693001 §62,
WITN1111001 §38, WITN1829001 §47, WITN2005001 §42, WITNO622001 §55, WITN2853001 [ANON] §30,
WITN1857001 [ANON] §43, WITN1860001 §41, WITN1953001 §48, WITN1820001 [ANON] §29, WITN2009001
§51, WITN3325001 §33, WITN1868001 §21, 33, WITN1871001 [ANON] §45, WITN1876001 §39, WITN1886001
[ANON] §48, WITN1888001 §39, WITN1890001 §32, WITN1893001 §31, WITN1895001 §29, WITN1899001
[ANON] §51, WITN1900001 [ANON] §45, WITN1902001 [ANON] §51, i GRO-D 'WITN1905001 §72,
WITN2017001 §49, WITN1906001 §44, WITN1907001 [ANON] §45, WITN1910001 §17, WITN1913001 §37,
WITN2019001 §47, WITN2641001 §38, WITN1921001 [ANON] §54, WITN1922001 [ANON] §51, WITN1929001
§16, WITN1934001 §65, WITN1935001 §43, WITN1943001 §39, WITN1945001 §57, WITN1951001 §49,
WITN3713001 §30, WITN3713001 §44, ! GRO-D | WITN1960001 §45, WITN5209001 §35,
WITN1963001 §38, WITN2036001 §39, WITN2701001 §29, WITN1970001 §40, WITN2645001 §46,
WITN1987001 [ANON] §44, WITN1988001 §54, WITN2059001 [ANON] §48, WITN1990001 §58, WITN2702001
§37, WITN1991001 §15, 38, WITN1992001, WITN2062001 §57, WITN1998001 §58, WITN2000001 §62,
WITN2001001 §17, WITN2002001 [ANON] §37, WITN0394001 §26, WITN1967001 [ANON] §31, WITN2013001
§28, GRO-D i WITN1814001 8§31, WITN2689001 §36, WITN3914001 §63, WITN3915001 §29,
WITN1842001 §32, WITN1846001 §29, WITN2057001 §29, WITN2628001 §17, WITN1850001 §60,
WITNO709001 §53, _WITN1867001 §83, WITN2819001 §57, WITN1877001 §30, WITN1882001 §42,
GRO-D GRO-D | WITN2028001 §18, 54, GRO-D © WITN1950001 §50,
WITN2033001 §41, WITN1961001 §42, WITN1962001 §74, WITN2643001 [ANON] §55, WITN1966001 §37,
WITN1968001 [ANON] §28, WITN2039001 §51, WITN1975001 §42, WITN1977001 §9, WITN2703001 §70,
WITN1994001 §49, WITN2026001 [ANON] §44, WITN1875001 §25, WITN3710001 §37, WITN2635001 §30,
WITN1987001 [ANON] §44, WITN2028001 §18, WITN1818001 §42, WITN1963001 §38, WITN2692001 §51,
WITN3713001 §30, WITN1871001 [ANON] §46, WITN1871001 [ANON] §48, WITN2012001 §79, WITN1907001
[ANON] 8§47, WITN1867001 §77-78, WITN2693001 §25, WITN2691001 §25, WITN2006001 [ANON] §42,
WITN2854001 [ANON] §21, WITN3324001 [ANON] §34, WITN2696001 §38, WITN2820001 [ANON] §33,
WITN2712001 [ANON] §20, WITN1846001 §29, WITN2628001 §17, WITN1848001 §36, WITN1850001 §60,
WITN1867001 §82, WITN2819001 §57, _WITN1877001 8§30, WITN1882001 §42, WITN3711001 §37,
WITN1917001 §24, WITN3687001 §44,! GRO-D WITN2028001 §18, 54, GRO-D ;
WITN2033001 §41, WITN1961001 §42, WITN2709001 §36, WITN1962001 §77, WITN2643001 [ANON] §55,
WITN2039001 §51, WITN1975001 §43, WITN1981001 §26, WITN2703001 §70, WITN1994001 §49,
WITN2031001 §22, GRO-D i,  WITN3710001 §37, WITN2635001 §30, i GRO-D

WITN2960001 [ANON] §24, WITN2959001 [ANON] §40, WITN2872001 §52, WITN3326001 §37-38,
WITN1846001 §29, WITN2697001 [ANON] §14, 15, WITN3323001 [ANON] §50, WITN1824001 §27,

WITN1823001 §48, WITN2012001 §80, WITN1832001 §22, | GRO-D ! WITN2020001 §51,
WITN3712001 §29, | GRO-D GRO-D i WITN1980001 §30, | GRO-D
GRO-D

838 WITN1875001 §24, 25, WITN5209001 §37
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provided with information about support groups.®3® Many felt isolated, knew no one
else who had the virus, and therefore had no one to speak to who truly understood
what they were going through.®%° Conversely, two CPs who were offered a support
group to attend sometimes did not find it particularly useful, as the majority of people
in attendance at the groups were those who became infected due to drug use, alcohol

use or sex.8

124. Those who did receive counselling often had to fight and actively seek it out,®*? had to
wait months or years before being offered it,®** or had to pay for it themselves,** only
to find their counsellor did not have the relevant or appropriate experience®*® or that
the set programme ended after a certain number of weeks despite them still needing
support {(often because the funding ended).?4¢ One CP commented that her counsellor
failed to address the issues that had been caused by the infection, the consequences

of the illness, or the damage to their sense of trust.?*’

S39WITN2690001 [ANON] §19, WITN1822001 [ANON] §30, WITN1867001 §77-78, WITN1891001 §226,
WITN1945001 §47

840 WITN2690001 [ANON] §27, WITN1891001 §226

841 WITN 1838001 §58, WITN1829001 §16

842 \WITN3326001 §36, WITN1966001 §38, WITN1921001 [ANON] §54, WITN2043001 §45, WITN1910001 §39-
40, WITN1922001 [ANON] §51

843 | GRO-D i, WITN1932001 §79, 80, WITN1996001 [ANON] §49, WITN1921001 [ANON] §54,
WITN2043001 §45, WITN2000001 §63, WITN2630001 §32, WITN2696001 §22, WITNOO65001 §17,
WITN1889001 [ANON} §77, 78, WITN2869001 §12, WITN1950001 §50

844 \WITN2043001 §45, WITN2000001 §63, WITN1834001 §45, WITN1947001 [ANON] §67 WITN1889001
[ANON} §77, 78, WITN1822001 [ANON] §27, WITN2853001 [ANON] §16, WITN3916001 §47, WITN2692001
§41 - 42,! GRO-D WITN2590001 [ANON] §39, WITN2019003 §36, 47, 29, WITN1934001 §65,
WITN 188300717538, WITN2E65001 §12, WITN1950001 §50

845 WITN1997001 §59, WITN1921001 [ANON] §54, WITNCO065001 §17, WITN1871001 [ANON] §46,
WITN1885001 §49, WITN1902001 [ANON] §47, WITN1919001 [ANON] §42, WITN2697001 [ANON] §14, 15

846 | GRO-D | WITN3326001 §36, WITN1997001 §59, WITN2043001 §45, WITN1838001 §59,
WITNOO65001 §63, WITN1834001 §45, WITN1947001 [ANON] §67, WITN1921001 [ANON] §55-57,
WITN1921001 [ANON] §55-57, WITN1925001 [ANON] §37, WITN1922001 [ANON] §51, WITN1889001 [ANON]
§77,78, WITN2019003 §36, 47, 29, WITN1892001 [ANON] §41

847 WITNO580001 [ANON) §47
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125. Crucially, the few who did receive the right counselling and support describe the
incredibly positive and helpful impact it had, helping them to come to terms with the

infection, manage their anxieties, trust again, cope during the treatment and heal.848
Inaccurate or insufficient information or advice

126. An overwhelming number of our CPs describe that they were not given enough
support or information to help understand, live with and manage the infection, for
example what to expect, the treatment options available and the risk of infecting
others.®*® Some individuals felt the infection was downplayed®® and were simply

given a leaflet to inform themselves, which was often difficult to understand as it was

__5_348 Vy_I_TN185_§901 §57, WITN2853001 [ANON] §16, WITN1987001 [ANON] §21, WITN1892001 [ANON] 8§41,

§22, WITN1906001 §8, 9, WITN1097001 [ANON] §10, 13, WITN1908001 [ANON] §12, 15, WITN1913001 §9, 10,
WITN2019001 §20, WITN2641001 §17, WITN1921001 [ANON] §19, WITN1922001 [ANON] §15, WITN1923001
§5, WITN1925001 [ANON] §9, WITN1935001 §10, WITN1938001§12,i  GRO-D |, WITN3698001 §22,
WITN1943001 §6-7, WITN1947001 [ANON] §18, 19, WITN1949001 §12, WITN1951001 §11, WITN1954001 §11,
["TGROD  IWITN1960001 §20, 23, WITN5209001 §10, 14, WITN1963001 §10, WITN2036001 §16,
WITN2701001 §13, WITN2644001 §10, WITN1970001 §11, WITN1974001 [ANON] §9, WITN1982001 §12,
WITN1987001 [ANON] §9, WITN2042001 §15, WITN1988001 §10, WITN1990001 §39, WITN2702001 §9,
WITN1991001 §15, WITN1992001, WITN1995001 §12, WITN1996001 [ANON] §14, WITN1997001 §15,

WITN2062001 §16, WITN1998001 §16, WITN2000001 §7, WITN2002001 [ANON] §12, WITNO394001 §12,

i __GRO-D  is20,i GRO-D WITN1814001 §9, 10, WITN2054001 §12, WITN1819001 [ANON] §12,
WITN1821001 §16, WITN1825001 §14, WITN3914001 §24, WITN1846001 §9, WITNQ709001 §17,
_WITN1867001 §26, WITN2819001 §24, WITN1882001 §11, WITN1901001 §19, | GRO-D
GRO-D i §17, WITN2033001 §17, WITN1961001 §12, WITN2643001 [ANON] §13, WITN1968001

[ANON] §10, WITN2039001 §17, WITN1975001 §8, WITN1977001 §9, WITN2703001 §8, WITN2004001
[ANON] §16, WITN2026001 [ANON] §16, WITN1875001 §7, WITN3326001 §11, WITN1922001 [ANON] §19,
WITN1886001 [ANON] §18, WITN20Q0001 §16, WITN2004001 [ANON] §16, WITN1926001 §21, WITN2055001
[ANON] §14, WITN3915001 §6, ! GRO-D | WITN2644001 §10, 11, WITN2712001 [ANON] §&9,
WITN1822001 [ANON] §9, WITN1826001 [ANON] §13, ! GRO-D i WITN2005001 §10, WITN2853001

§13, WITN2590001 [ANON] §10, WITN1820001 [ANON] &8, WITN3325001 §16, WITNOO65001 §14,
WITN1871001 [ANON] §15, 16, WITN1880001 [ANON] §13, WITN1885001 §17, WITN1886001 [ANON] §18,
WITN 1890001 §9, WITN1945001 §8, WITN1111001 §9, WITN1829001 §10, WITNO072001 §37, WITN2630001
§14, WITN1925001 [ANON] &7, 8, WITN1876001 §15, WITN2012001 §17, WITN1880001 [ANON] §16,
WITN1890001 §8, 9, WITN1900001 [ANON] §14, WITN1902001 [ANON] §20, WITN1910001 §16, WITN2958001

[ANON] §11, WITN1858001,, MWITN2696001.812. WITN1832001 §19,: GRO-D 117, WITN2020001
§15, 16, WITN3712001 §12,: GRO-D GRO-D | WITN2710001 §12, WITN1980001 §8,
WITN2694001 §18, | GRO-D i GRO-D g7 T
850 WITN1922001 [ANON] §19, WITN1880001 [ANON] §16
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in medical language.®! Even those who did receive helpful information commented
that it was only provided because they directly asked for it; it was not routinely
offered.?®2 For others the information they were given was not delivered with
empathy and sensitivity and did not alleviate their concerns but just added to the
trauma.?®® For others the information provided was limited to advising that they use
a condom using sex, avoid drinking alcohol and/or avoid sharing toothbrushes.®* As
highlighted above, many found that medical professionals were unable to provide
more information and they did not know the answers to questions asked.®>® As one

CP put it:

“I didn't understand what hepatitis was at the time. There was no way to get
information about it other than relying on what doctors told you, as there was no
internet. If you had a doctor who was good and explained everything to you, you

were lucky; if you had one who was dismissive, that is just the way it was.”8®

127. The impact of not being provided with adequate information and advice meant that
some considered the worst-case scenario.®>” Others describe feeling very angry at the
lack of information which meant they were unable to prepare for later life.®>8 As is

described by one CP:

“It was frightening and | was anxious because | did not know what the infection
was or what it meant for me. No one seemed to care about the bombshell that
has been dropped. No one seemed to care that the shock of this news was life

changing. No one took any time to talk me through anything about the infection.

851 WITN2028001 §19, 23, WITN2055001 [ANON] §14, WITN1925001 [ANON] §7, 8, WITN2631001 [ANON] §13,
17, WITN1890001 §8,9,f ~"GRO-D |, WITN2027001 §14
852 WITN3103001 §28

853 | WITN2690001 [ANON] §13

Emimim i imim e s

854 WITN1818001 §19, WITN2712001 [ANON] §9 WITN1820001 [ANON] §8, WITN1979001 §27, WITN1890001
§8. 9. WITN1899001 [ANON] §14, WITN1902001 [ANON] §20, WITN1832001 §11, WITN2020001 §11,

GRO-D ii  GRO-D

856 WITN3915001 §6
857 WITN2958001 [ANON] §12, WITN2958001 §26
858 WITN 1876001 §15
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it is scandalous - the NHS infected me and then just left me high and dry with no

information and no support.”8>°

128. The lack of information had significant consequences in circumstances where a person
is not informed of the possibility of the virus “re-activating” even after they have been
“cleared”; this means someone may not realise they need to continue to be tested
even after “clearing” the virus, and the virus could return without the person

knowing.860

129. Due to the lack of information provided by medical professionals, a number of our CPs
undertook their own research and became reliant upon information they found online
or at the library to educate themselves about how to manage the infection and what
to expect.®®! This caused people to become more frightened, terrified and distraught
about their future and the impact the infection will have®®? and meant people were
often reading information that would be limited, fearmongering and unreliable.®%3

One CP also commented that healthcare professionals would make her feel bad and

paranoid for looking at information online, despite failing to provide the information

themselves.8%4

859 WITN2644001 §10, 11

860 WITN2009001 §31, WITN1890001 §22

861yyITN1907001 [ANON] §11, 12, WITN1900001 [ANON] §14, WITN2639001 §8, WITN2645001 §16,
WITN2637001 §9, WITN1850001 §26, WITN1995001 §12, WITN1829001 §15, WITN1871001 [ANON] §17,
WITN0031001 [ANON] §2.49, WITN2055001 [ANON] §45, WITN1822001 [ANON] §12, WITNOO65001 §12,
WITN1963001 §10, WITN1838001 §15, WITN1871001 [ANON] §48, WITN1111001 §15, 18, WITN2019001 §20,
WITN1876001 §16, WITN1891001 §10, WITN1905001 §27, WITN1910001 §16, WITN1925001 [ANON] §10,
WITN2713001 §26, GRO-D | WITN3712001 §12

862\|TN1907001 [ANON] §11, 12, WITN2637001 §9, WITN2055001 [ANON] §45, WITN1838001 §15,
WITN1871001 [ANON] §48, WITN1111001 §15, 18, WITN1829001 §15, WITN1905001 §27, WITN1925001
[ANON] §10

863 WITN2639001 §8, WITN2645001 §16

864 WITN1111001 §15, 18
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Financial support
Interaction with trusts and schemes

130. The shortcomings of the trusts and schemes are discussed at length in the chapter of

our submissions dedicated to that issue, where we also highlight some of our CPs’

experiences. We seek here to give a wider overview of the general experience of our

clients.

131. Alarge number of people have never received any financial assistance from trusts and
schemes as a result of being infected with contaminated blood.®®> Some CPs
commented that they were never told about or made aware of the available financial
assistance schemes®®® or they only found out from their solicitors at the start of the
Inquiry,®®” from a fellow clinic friend, 28 or through their own online research.®*® Many
individuals only found out about the financial assistance years after they were
diagnosed,®’° by which time it was often too little too late as people principally needed
the financial help when they were first diagnosed and undergoing treatment.?7!
Others commented that information about the schemes was poorly disseminated,

leaving IAP unsure of what assistance they would be eligible for or how to apply.3”?

865 WITN1818001 §43-46, WITN2005001 §44, WITN3103001 §43, WITN2690001 [ANON] §48, WITN2055001
[ANON] &38 — 41, WITN2630001 §34, WITNO671001 [ANON] §45, WITN2590001 [ANON] §41, WITN1953001
§50 — 51, WITN1890001 §33, WITN1894001 &35, WITN2637001 §46, WITN2638001 §34, WITN2641001 §40,

WITN2689001 &37, WITN1823001 §49, WITN2870001 §25, WITN3914001 §64, WITN3915001 §30,
WITN1846001 §30, WITN2011001 [ANON] §48, WITN1917001 §25, WITN3697001 §46, WITN2991001 §68,

GRO-D GRO-D 'WITN3918001 §23, WITN1961001 §44, WITN2643001 [ANON] §56,
WITN2039001 §52, WITN1975001 §45, WITN1981001 §27, WITN3920001 §21, WITN1875001 §26,
WITN3710001 §38, WITN3918001 §23-24, WITN1829001 §44, WITN3325001 §34 38, | GRO-D
WITN2009001 §57, WITN1968001 [ANON] §37-38, WITN5209001 §40 — 42, WITN2693001 §26, WiTN2854001
[ANON] §24, WITN2696001 §43,i GRO-D | WITN2020001 §52, WITN3712001§27,; GRO-D |
§26,! GRO-D i WITN2710001 §35, WITN2694001 §38, | GRO-D P T
866 WITN3692001 §51, WITN1951001 §51, WITN1917001 §25, WITN1980001 §31,! GRO-D

867 WITN2055001 [ANON] §37, WITN2027001 §35-36,; GRO-D

868 \WITN1826001 [ANON] §37 - 40

8691 GRO-D | WITN3693001 §66, WITN1980001 §31

870 WITN1818001 §44, WITN1826001 [ANON] §37 - 40
871 WITN1826001 [ANON] §42
872 WITN3103001 §43, WITN1876001 §46
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Others who were infected with HBV or via Anti-D serum were told that there are no
financial schemes for those infected with HBV through infected blood.®”3 Similarly,
those who have cleared the virus are not eligible for financial assistance regardless of
the impact the infection may have historically had.?”* Some of our CPs were diagnosed

875 whereas others were told that

before the Skipton Fund came into existence,
because they were never granted Skipton stage 1 payments, they were unable to claim
from the new England Infected Blood Support Scheme (“EIBSS”) scheme.®’® Others
were refused assistance because they received contaminated blood in 1992, after the
September 1991 cut-off date when it is alleged that all blood was screened for
infections.®”” Some of our CPs comment that they should have been given information

about funds sooner, and that they find it incomprehensible that the funds were not

made known to all patients automatically.878

132. A number of our CPs who did try to apply for financial assistance experienced
difficulties, and in many cases rejection of their application, due to the lack of medical
records or documentation which evidences how they were infected.®”® n a number of
cases this is because the individual’'s medical records had been destroyed by the

hospital or the relevant part of it is “missing”.%8 In other cases, individuals have

873 WITNO671001 [ANON] §45, WITN2590001 [ANON] §41, WITN1951001 §51, WITN1917001 §25,
WITN1906001 §40, WITN3710001 §38-39, WITN3712001 §32

874 GRO-D
875 WITN1829001 §44

876 WITN0622001 §57 - 60

877 WITN2005001 §44, WITN0622001 §57 - 60

878 WITN1818001 §49, WITN1826001 [ANON] §42,, GRO-D 8§54

879 WITN1929001 §19, WITN2042001 §50, WITNO709001 §58, WITN1967001 [ANON] §32, WITN1838001 §63,
WITN2690001 [ANON] §48, WITN2055001 [ANON] §38 — 41, WITN1818001 §39, WITN1826001 [ANON] §37 —
40, WITN2630001 §34, WITN1682001 §30 — 31, WITN1818001 §46, WITN3710001 §38-39, WITN1892001
_JANON] §43,]

GRO-D

§44, WITN2011001 [ANON] 849, WITN1932001 §82, WITN1967001 [ANON] §36
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struggled to gain access to their medical records or track down the relevant record.?8?
For some, their application has been refused despite having a note from their doctor
on the basis that this was not an official medical record;%8? others have only been
successful in their application because of their own record retention.®®® In another
case, one CP had their request for funding for a specialist bed refused because their
GP was unable to confirm that the cause of their need for the bed was definitely HCV;
they described this as deeply upsetting, that it is bad enough to have to beg for

something comparatively minor, but then to have it refused is cruel.®%*

133. The time taken to track down the medical records and fill out the forms to apply for
financial assistance to support their application not only took time and energy — often
at a time when the individual was feeling unwell, suffering the side effects of the
infection, or going through treatment — but also meant there was a delay in the
individual receiving assistance when they often needed it most and without the
payment being back-dated to the date of infection or diagnosis; this causes extreme
suffering and hardship as well as resentment.®8 As one person said: “you need the

money when you’re sick, not when you’re dying.”%8®

134. Our CPs do not describe the experience of applying for financial support favourably;
instead, it is described as time consuming, arbitrary, bureaucratic, confusing,
humiliating, stressful, difficult and a demeaning process, requiring you to go cap in

hand and jump through hoops.®®” They describe being made to feel like they were

881 WITN1838001 §63, WITN2690001 [ANON] §48, WITN2055001 [ANON] §38 — 41, WITN1818001 §39,
WITN1826001 [ANON] §37 — 40, WITN2630001 8§34, WITN 1682001 §30 — 31, WITN1889001 [ANON] §82 — 84,
86

882 WITN2055001 [ANON] §38 — 41, WITN 1818001 §49
883 WITN1826001 [ANON] §37 - 40
884 WITN1921001 [ANON] §63-64

885 WITN1954001 §239, WITN1921001 [ANON] §61, WITN1913001 §41, WITN2043001 §48, WITN2000001 §70,
WITN1819001 [ANON] 841, WITN1991001 §43, WITNO581001 [ANON] §35, WITN2028001 §50, WITN2645001
§55-56, WITN1111001 8§44, 45, WITN1876001 §46, WITN1900001 [ANON] §47, WITN2959001 [ANON] §26,

GRO-D i GROD 1§53

886 WITN2645001 §55-56

887 WITN2703001 §78, WITN2028001 §50, WITNO709001 §61-63, WITN1968001 [ANON] §37-38,

WITN1967001 [ANON] §36, WITN2000001 §70, WITN1997001 §65, WITN1998001 §66, WITN1991001 §43,

WITN1970001 §43, WITN1960001 §49, WITN1988001 §58, WITN1987001 [ANON] §46, WITN2028001 8§50,
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committing fraud,®® being treated with contempt and disdain,®® having a “nerve-
wracking” wait while their application is determined,®° being provided with no
certainty,®! having obstacles deliberately put in their way,®°2 being made to feel like

893

they were begging,®®® making them feel completely out of control,®* and depriving

them of their dignity.5%

135. A number of our CPs state that they feel the funds made it difficult for them to apply
by never volunteering any information, meaning people only found out things if they
asked the right questions.®?® They also describe that people at the fund would refuse
to accept the way in which they had contracted the infection and instead suggest they
must have contracted the infection through drug use or alcohol misuse.®®” Our CPs
also describe that when they speak to people at the fund, they make you feel like you
are an inconvenience, are unsupportive, come across as uninterested and are slow to

pick up the phone, which delays the process of applying even further.8%8

136. Our CPs have also expressed concern that the onus was entirely on them to be pro-
active and persistent in applying and finding the necessary evidence when, as a

member of the public, it is more difficult for them to contact and demand paperwork

WITN1922001 [ANON] §55, WITN2629001 [ANON] §50, WITN1963001 §43, WITN2690001 [ANON] 8§49,
WITN1822001 [ANON] §36, WITN1829001 §51, WITN2692001 §55, WITNO072001 §58, WITN0622001 §57 —
60, WITN2630001 §34, WITN2629001 [ANON] §50, WITN1860001 §44, WITN1859001, WITN2853001 [ANON]

§33,! GRO-D i WITN2629001 [ANON] §50, WITN1111001 §44, 45, WITN1858001, WITN0065001
§72, WITN1885001 §54, WITN1889001 [ANON] §82 — 84, 86, WITN1891001 §29, WITN1892001 [ANON] §45,
WITN2696001 §39, i GRO-D ii GRO-D (8§53

888 WITN2644001 §18, 26-28,
889 WITN2644001 §18, 26-28
891 WITN2703001 §78
892 WITN 1998001 §66
893 WITN1925001 [ANON] §41, 42, WITN2028001 §50, WITN1900001 [ANON] §47, 49, WITN0OO72001 §58,
WITN1876001 §46
894 WITN 1963001 §43
895 WITN1889001 [ANON] §82 — 84, 86
896 WITN0709001 §61-63
897 WITNO709001 §61-63
898 WITN2692001 §56, WITN2009001 §56, WITN1868001 §34, WITN2696001 §39
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from hospitals than a public funding scheme.®¥® Further, our CPs describe their
particular frustration that the burden of all the administration and evidence gathering
to apply falls to them when they were infected through no fault of their own; instead
it is suggested that compensation should be provided to all those infected

automatically.®

137. Some of our CPs have received some financial assistance from the Skipton Fund
and/or EIBSS and/or the Caxton Fund and/or the McFarlane Trust.?! For many, those
payments have made a substantial difference, and are described by some as lifesaving
and a saviour, helping to ease the stress of being on a low income and, in some cases,
preventing individuals from losing their home or business.’®? They have also helped

people to build a safety net after their finances have been destroyed by the

899 WITN0709001 §61-63, WITN2853001 [ANON] §33, WITN1859001, WITN2630001 §34, WITN1868001 §37,
WITN1892001 [ANON] §45, WITN1962001 §88-89
900 WITN1997001 §65, WITN2853001 [ANON] §33, WITN1859001, WITN2630001 §34, WITN1868001 §37,
WITN1892001 [ANON] §45, WITN1962001 §88-89
901\W(TN1822001 [ANON] §36, WITN1826001 [ANON] §37 — 40, ! GRO-D | WITN1838001 §63,
WITN3693001 §66, WITN1829001 §51, WITN2692001 §55, WITN1820001 [ANON] §31, WITN2631001 [ANON]
§37-41, WITN1871001 [ANON] §52, WITN1876001 §40, WITN1878001 8§43 — 45, WITN2012001 §84,
WITN1979001 §72, WITN1885001 §52-53, WITN1886001 [ANON] §50, WITN1888001 §43, WITN1889001
1544, 46,
WITN1899001 [ANON] §53, WITN1900001 [ANON] §47, WITN1902001 [ANON] §52, WITN1905001 §72-76,
WITN1907001 [ANON] §49-52, WITN1908001 [ANON] §56-58, WITN1910001 §42, WITN1913001 §38-39,
WITN2019001 §48-50, WITN1919001 [ANON] §44, WITN1922001 [ANON] §5, WITN1923001 §237-38,
WITN1925001 [ANON] §38, WITN1932001 §83, WITN1934001 §68, WITN1935001 §45, WITN1938001 §58,
GRO-D | WITN1943001 §40, WITN1945001 §60, WITN1947001 [ANON] §71, WITN1954001 §39,
. GRO.D ! WITN1960001 §46, WITN5209001 §42, WITN1963001 §39, WITN2036001 §40,
WITN1970001 841, WITN2645001 §48, WITN1972001 §48, WITN1974001 [ANON] §55-57, WITN1982001 §26,
WITN2041001 §43-44, WITN1987001 [ANON] §45, WITN1988001 §55, WITN2059001 [ANON] §17,
WITN1990001 §60, WITN2043001 §47, WITNO580001 [ANON] §50, WITN2702001 §38, WITN1991001 §41,
WITN1992001, WITN1992001 §54, WITN1996001 [ANON] §50, WITN1997001 §64, WITN2062001 §62,
WITN1998001 §66, WITN2000001 §67, WITN2001001 §16, WITN2002001 [ANON] §38, WITNO394001 §27,
WITN1999001 §46, WITN2013001 §30, WITN2634001 §49,,  GRO-D | WITN1819001 [ANON] §41,
WITN1821001 §52, WITN1825001 §36, WITN1842001 §33, WITN1848001 §38, WITN1850001 §62,
WITN1867001 §84, WITN2819001 §59, WITN1877001 §31, WITN1882001 §44, WITN1901001 §56,

WITN2028001 §55, WITN1928001 §57, i GRO-D L WITN1950001 §53, WITN2033001 §43,
WITN1962001 §85, WITN1977001 §34, WITN2703001 §72, WITN1994001 §51, WITN2004001 [ANON] §70,
WITN3326001 §39, WITN1896001 §33, WITN1822001 [ANON] 36,  GRO-D WITN1383001 §53,
WITN2692001 §48, WITN1832001§51,! GRO-D _ 1§52, GRO-D |

902 WITN1990001 §64, WITN2000001 §68, 9, WITN1822001 [ANON] §36, WITN1889001 [ANON] §86,
WITN1892001 [ANON] §48, WITN1892001 [ANON] §48, WITN1919001 [ANON] §46, WITN1913001 [ANON] §46,
WITN1900001 [ANON] §50
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infection?03

and mean some of our CPs are not forced to work when they are unwell
or undergoing treatment.®** Successful applicants rely heavily on the financial support
they receive®® and some would not know how they would survive without the
money.*% Conversely, the consequence of having received no financial assistance is

907

grave, with many living on state benefits®®’ or being unable to afford carers despite

suffering severe health conditions.908

138. However, even those CPs who have received payments state that while they are
grateful for them the fact they have to re-apply on an annual basis and receive
monthly payments — on a “drip-fed” basis — without any guarantee of whether and for
how long they will continue, deprives them of any sense of financial security,
reassurance, independence or control; their income hangs in the balance and
payments could go up, down or just be taken away with no warning or explanation,
leading to a constant heightened sense of anxiety, forcing them to live hand-to-
mouth, and preventing them from making any independent financial investment
decisions.?%® Some of our CPs have to make a new application each time they want
additional assistance and are obliged to provide multiple quotes to evidence the value
they were requesting before waiting weeks or months for the application to be
processed.?’0 For example, our CPs who rely upon their car describe that when it
needs repairs they have to find three quotes and then wait weeks for approval of the
application during that time either going without a car or being forced to pay for it

themselves.®'! Another CP describes how she had to provide three quotes and

904 WITN2692001 §48

905 WITN 1880001 [ANON] §33
906 WITN2696001 §21

907 WITN0622001 §57 - 60

908 WITN2012001 §87

909 WITN2028001 §50, WITN1871001 [ANON] §53, WITN2000001 §68, 9, WITN1965001 §24, WITN1954001
§45, WITN2033001 §46; GRO-D | WITN1999001 §49-504._\AIJ.I[\L%;53R7gﬂ6(11._645, WITN1871001 [ANON]

§54; GRO-D _ i§53

911 WITN1987001 [ANON] §46, WITN1885001 §54
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receipts to buy socks for her children.®? Another CP describes supplying three quotes,
and the fund choosing the cheapest one and then providing only half the amount.®!3
Our CPs also describe how the fund is not set up to work in an emergency. For

example, one CP’s hot water and heating system broke, and they had to wait seven

days before EIBSS approved the funding to pay for the repairs;®** GRO-D

GRO-D

GRO-D 1915 Ag

another CP explains:

“To have to apply for funding every time you want or need something, and then
having to wait a month for a response which may not be what you hoped to hear,
is not really how people want to operate. It would be much better to move towards
a more regular income so that people can just live their lives rather than having to
beg every time they need a new appliance. | do not believe that this kind of
financial assistance is the right way to compensate people for what happened. |
think that they should be provided with full and proper compensation, a sum which
they can invest to give them income for the rest of their lives. These ex-gratia
payments are not sufficient. There are people who are injured through medical
negligence, and you hear of them getting half a million pounds. Ollie wanted
proper compensation for what had been done to him and others. The monthly
payments are not compensation, they are ex gratia payments. It had affected the
lives of his children and may have contributed to the breakdown of his first
marriage. If people infected with contaminated blood were given enough money
to invest, this would mean that their families would be able to benefit from this
money dfter their death. At the moment there is lots of discussion about whether

the ex-gratia payments should be made to widows, parents, children. If proper

912 WITN1111001 §44, 45
913 WITN1922001 [ANON] §53
914 WITN 1858001

915& _______ SReDTTI853
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compensation was paid in the first place all of these issues would fall away, it
would be up to those infected, or their estate, to distribute the money how they

saw fit.”916

139. Our CPs have further commented that while they are grateful for the money received,
the amount provided is inadequate and insulting, and that no amount of money can
compensate for what has happened to them and the damage and loss it has caused;®”
this is particularly so for those who lost a loved one who question how value can be
placed on someone’s life.”'® Indeed, our CPs comment that the amount received
seemed arbitrary and does not reflect the stress, anxiety and devastation suffered or
their loss of earnings.®'® Others have commented that the amount of money they
receive from the payments is not sufficient to enable them to catch up after years of
poverty, and the cost of the damage done to their health and life opportunities, and

that after they have paid their bills there is very little left.%?°
140. Other issues highlighted with the current compensation system include:

a. The letter received offering financial assistance makes clear that there would be
limits and certain pre-conditions put on the money they would be sent, and that
the money did not mean they were admitting fault; this made people feel like the
money was a cheap solution and that no one had actually taken responsibility for

what had happened to them and their loved ones;%%!

’

916 WITN 1850001 §70

917 WITN1855001 §65, WITN1888001 §44, WITN1919001 [ANON] §46, WITN1919001 [ANON] §46,
WITN1889001 [ANON] §86, WITN2001001 §16, WITN1962001 §88-89, WITN2033001 §46,! GRO-D ;
GRO-D i WITN1842001 §35, WITN1867001 §89, WITN1825001 §39, WITN2702001 §39,

WITN1960001 §49, WITN1938001 §63, WITN3693001 §66, WITN3916001 §53, WITN1857001 [ANON] 8§46,
WITN 1860001 §44, WITN1896001 §35, WITN0031001 [ANON] §7.9, WITN1907001 [ANON] §53, WITN1934001
§70, WITN2026001 [ANON] §50, WITN2709001 §38, WITN1935001 §50, WITN2854001 [ANON] §23

920 WITN2043001 §51, WITN1889001 [ANON] §86, WITN2001001 §16, WITN1982001 §27, WITN1960001 §49,
WITN1987001 [ANON] 847, WITN3693001 8§66, WITN3916001 §53, WITN1857001 [ANON] §46, WITN1860001
§44, WITN1857001 [ANON] §46, WITN1935001 §50, WITN2854001 [ANON] §23
921 WITN1938001 §59, WITN2033001 §46, WITN1901001 §58, WITN1965001 §26-27, WITN3323001 [ANON]
§54
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b. Only those whose infection developed into liver cancer could qualify for stage 2
Skipton Fund payments, when other individuals suffered equally severe and life-
altering loss and harm by virtue of their infection and treatment;®?2 one CP
commented that even though their partner died of cancer it was not the right kind

of cancer i.e. liver cancer, to qualify for stage 2 payments;®?3

c. That there are discrepancies in payments between those with HIV, HCV and HBV
which seem to them to be unfair and arbitrary;®**

d. Those affected by the contaminated blood scandal — rather than infected — also
highlight that despite often being as affected by the tragedy as those infected,
and suffering equal loss and financial hardship, they have been unable to qualify
for any financial assistance.’?® In some cases, families who relied upon these
payments were left in a difficult financial situation at a time when they were
grieving, if their infected loved one passed away as the financial payments

stopped.9%®
Access to welfare benefits system

141. For some, the lack of funding via trusts and schemes meant they had to rely on
government benefits for a number of years.®?” A number of our CPs commented that
they had a negative experience with the Department of Work and Pensions
(“DWP”).2?8 Many people describe the assessment process to qualify for allowance
(particularly employment support allowance and personal independent payments) as

humiliating and degrading and they were treated with contempt and a complete lack

922 WITN1994001 §53-54
923 WITN1994001 §53-54
924 WITN1965001 §26-27, WITN1825001 §39

....................................

WITNO709001 §64
926 WITN2028001 §57, WITN1821001 §71, WITN1850001 §53, WITN1961001 §49

927 WITN0622001 §41

928 WITN1829001 §39, WITN3326001 §35, WITN0622001 §60, WITN1867001 §5971, WITN2059001 [ANON]

§43, WITN2013001 §21, WITN1996001 [ANON] §43-44, WITN2043001 §&46, i GRO-D
WITN0065001 §35-37, WITN1889001 [ANON] §71
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of empathy. They describe it as a process that crushes people and leaves lasting
damage.’” They also describe the DWP as having no understanding of HIV, HCV and
HBV and how it affects someone such that people were often judged and assessed to
be “work capable” (and therefore ineligible for disability benefit) when they were
clearly not capable and suffered severe and debilitating side effects.”*° Indeed, one
person was assessed as fit to work on the same day that they were admitted to A&E
to be resuscitated.®®' Another CP said they received a nasty letter after requesting
reconsideration of their application insinuating that they were lying and there was
nothing wrong with them.3? Two CPs commented that they took their loved one to a
DWP doctor’s assessment who told them they were so ill they should not be attending
the appointment, and then had the DWP administrators declare that they were
perfectly fit and capable of working.?® One CP had their application rejected on the
basis that the symptoms of the treatment would come to an end when the treatment
stopped and were therefore not indefinite.®>* For many this meant expending
precious time and energy fighting to appeal the decision, often while they were
unwell.®®> For some, the energy required to appeal the decision was an insuperable
obstacle.?3® Others commented that the debilitating effects of the infection and
treatment, or the need to care for their infected loved one, meant they were unable
to work or apply for jobs rendering them unable to qualify for Job Seekers

Allowance.?¥’

929 WITN1996001 [ANON] §43-44, WITN1998001 §52, WITNOO65001 §35-37, WITN2631001 [ANON] §33,
WITN1899001 [ANON] §48, 56,

930 WITN1829001 §39, §44, WITN0622001 §60, WITN3326001 §35, WITN1945001 §54, WITN1867001 §71,
WITN2590001 [ANON] 842, WITN2013001 §21, WITN1996001 [ANON] §43-44, WITN1998001 §52,
WITN0581001 [ANON] §34, WITN2631001 [ANON] §33, WITN18839001 [ANON] §74, WITN1832001 §28

931 WITN3326001 §35

932 WITN2059001 [ANON] §43

933 WITN1867001 §5971, WITN1996001 [ANON] §43-44

934 WITN1934001 §71

935 WITN3326001 §35, WITNO622001 §41, WITN1901001 §48, WITN1934001 §71, WITN2012001 §66-67,
WITN1922001 [ANON] §38

936 WITN1996001 [ANON] §43-44, WITN2013001 §21,; GRO-D ) WITN1832001 §28

937 WITN1829001 §44

119

SUBS0000059_0119



142. Even those who did receive support from the DWP describe that it was offered in a
way that was degrading and humiliating and the process made them feel as if they
were begging;?3¢ for example, one CP describes being given £10 vouchers to pay for a
washing machine which they had to stand and count at the counter in the store.%3°
Others commented that the benefits they received were wholly insufficient, and they
were still forced to rely on foodbanks.?*® Others also commented that the process to
apply for benefits was impossibly difficult, stressful and long-winded, often with long
delays between applying, being assessed, receiving a decision and eventually receiving

the payments.®*

Other issues

Failure of organisations, individuals and the Government to accept

responsibility and take action

143. Our CPs describe the numerous ways in which they felt let down and ignored by those

in a position to help and take responsibility:
a. Receiving no support from the government or the NHS since being diagnosed.%*?

b. Being treated with disregard compared to the support and compassion shown to
those with other life-threatening conditions, making people feel under-valued by

those in a position to help.®*3

c. Having to battle with the authorities and governmental and NHS officials

constantly to try and get the care and support they need, never feeling like the

938 WITN1111001 §43, WITN0622001 §41, WITN2638001 §28, WITN1932001 §77
939 WITN1111001 §43
940 WITN 1868001 §16, WITN2012001 §66-67
941 WITN1901001 §48, WITN1966001 §22
942 WITN2055001 [ANON] §45
943 WITN1822001 [ANON] §38
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authorities were on their side and perpetually facing ignorance about the

infection.?**

d. Writing to MPs for help but receiving nothing in reply.®*

e. Feeling as if there was no way to right the wrong that had been done and carrying

the burden alone.?4¢

f.  Feelings of injustice that the government denied accountability and then set some

arbitrary cut-off to the fairly meaningless compensation.®*’
Research

144. A number of our CPs were — or suspected they were — involved in research in some
way, including for example being entered on the HCV Register®® which for some
involved samples of their liver being taken and examined.’*® Some of our CPs
consented to being involved in research, whereas others subsequently found out they
had been involved in research without knowing; making people angry that they were
not asked.?>° For one CP, they were required to take part in research in order to be
part of a treatment trial.®>* Some of our CPs said they did consent to being part of a
research study but they were never told what would happen, kept updated with
progress or told the outcome:®>? “I would occasionally ask about the progress when |

came into give blood, and they would give vague answers, saying that the study was

944 WITN 1829001 §37
945 WITN 1829001 §38
946 WITN2853001 [ANON] §13
947 WITN2960001 [ANON] §22

948 GRO-D 'WITN2062001 §33, WITN2853001 [ANON] §3, WITN2002001 [ANON] §23, WITNO065011
§5-10, WITN1871001 [ANON] §27, WITN1922001 [ANON] §18, WITN1945001 §28, WITN1878001 §28,
WITN1979001 §12, 32, 33, WITN1987001 [ANON] §17, WITN1889001 [ANON] §40-43, WITN1988001 §17,

GRO-D 1§19, WITN1832001 §20; GRO-D L GRO-D___ 8§13, GRO-D i

O o o M R S o s A YY)l

949 \WITN2853001 [ANON] §3, WITN1871001 [ANON] §27, WITN1889001 [ANON] §40-43
950 WITN0065011 §5-10, WITN1979001 §12, 32, 33 WITN1987001 [ANON] §17, WITN1889001 [ANON] §40-43,

WITN1988001 817, GRO-D _ }§19

951 WITN1871001 [ANON] §27
952 WITN1945001 §28, WITN1878001 §28
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still ongoing, or thanking me for my participation, but without any update.”®>3 One CP
describes being subject to repeated consecutive liver biopsies for research without
being offered pain relief which was incredibly painful, degrading and humiliating: “it
was as if | was not in the room but a body that they were working on. They were not
talking to me, but talking about me, around me. it felt like | could have been a

mannequin on the desk.”%>* As another CP explained:

“I believe that Dr [Z] was using me for research without my family's informed
consent. | knew that he was very interested in my condition and the fact that | was
a female haemophiliac. When | was 15, he took me to a lecture hall in front of
students to discuss my haemophilia. It was clear to me that | was part of a research
study, but | don't remember being told any details about this. | do not know if my
mother consented to my participation in the study, but she was not very well
educated about these issues and would have gone along with what the doctors
advised. [...] My family certainly did not consent to Dr [Z] taking my medical
records to America for his research, leaving my treating hospital without a copy to
refer to. In addition to making it difficult for my new doctors to treat me without
knowledge of my condition, taking these records abroad and using them in
research without notifying me or my family was a breach of my privacy. | would

not have let him do that if he had asked.”®>

Conclusion

“Unless you have been directly affected by this tragedy, it is impossible for anyone to
understand the impact. It changes everything. You feel like a nothing, a nobody no
matter what profession or position you hold. You tolerate unacceptable behaviour
from medical professionals as you know that you are now classed as a contaminated

being and no one else will probably take you on. Your life as you knew it is no more, a

953 WITN1945001 §28
954 WITN1889001 [ANON] §40-43
955 WITN1979001 §32, 33
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black cloud will follow you around for the rest of your life. You can blank it out and

carry on as best you can but eventually it will eat you up.”®>®

CHAPTER 2: THE ROLE OF THE BLOOD SERVICES

“He told me that there was no chance that the factor VIll was contaminated, he said it was

100% safe and that he would even give it to his 7-year-old-daughter.”®>”

Introduction

1. In the chapters on the Role of Medical Practitioners and Haemophilia (centres,

clinicians, the UKHCDO, and Haemophilia Society), we explore the role that our CPs’
medical practitioners played in administering the blood, blood components or blood
products that infected them or their loved ones. Many of these infections were, for
reasons we explain in those chapters, clinically unjustified and therefore avoidable.
The discussion of failures to implement what we might now term “haemovigilance”°>8
or “Patient Blood Management” systems to manage and audit use of blood
demonstrates, however, that clinicians do not work in a vacuum. If proper
haemovigilance systems had been in place and had operated effectively, this

malpractice would have been noticed and action could have been taken.

956 WITN1908001 [ANON] §18
957 WITN 1885001, §6.

958 professor Mark Bellamy gives the JPAC definition at §8 of his witness statement [WITN7312001_0006] as

follows: "Haemovigilance is the ‘systematic surveillance of adverse reactions and adverse events related to
transfusion’ with the aim of improving transfusion safety."

123

SUBS0000059_0123



2. In this chapter we explore the parts of the haemovigilance chain that were or should
have been operated by the NBTS,%>® namely the safe®® collection, processing and
provision of blood and blood components to clinical settings for patient treatment, as
well as the audit and monitoring of the use of that blood, including the operation of
reporting systems for TTls, which includes HIV, HBV, and HCV. We also discuss the vital
educational function that the NBTS should have played, but omitted to, which
contributed to and compounded the failures of other NHS bodies®®! and clinicians, as
well as the inadequate safety measures taken by the NBTS regarding testing and donor
exclusion. These failures were, undoubtedly, compounded by the organisational and
structural problems with the NBTS, which should have operated as a centralised
system with statutory powers and/or duties at a much earlier stage. Finally, we
explore the inadequate and problematic lookback programme conducted by the NBTS
in 1995 in respect of seeking to find those infected with HCV via blood transfusion.
This chapter, therefore, largely focusses upon the transmission of HCV, HBV and HIV
via blood transfusion, and what steps should have been taken to adequately protect

against that risk.

3. In short, we submit that the way in which domestic blood collection and blood supply
was organised undoubtedly both led directly to, and contributed to other causative
factors for, avoidable infections. The issues related to fractionation of blood products

are explored in a separate chapter, although there is inevitably some crossover.?%?

959 Given the time period that is relevant to the Inquiry and our CPs, the term, “NBTS”, is used throughout to
refer collectively to the disparate national blood services in England and Wales (formed of a system of RTC and
their directors (“RTDs”), which were operationally separate but making some strategic decisions in consultation
with each other). It is used as a catch all for the precursors to and the early form of the National Blood Authority,
which was established in 1993. The Scottish NBTS is referred to as "SNBTS”.

960 ps reasonably safe as it could have been.

961 Those bodies and the role they played are addressed in the chapter on the Role of Other NHS Bodies.

962 particularly in relation to the provision of plasma for fractionation by the NBTS, and the organisational and
structural problems with the NBTS, which led to inefficiency and impacted on the ability to make sufficient
domestic blood products.
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The absence of a haemovigilance system

4.,  Asdiscussed in the chapter on the Role of Other NHS Bodies, Better Blood Transfusion

(“BBT”), spearheaded by the UK Chief Medical Officers in the late 1990s, heralded a
new era for blood safety. Supported by structures such as the Joint United Kingdom
Blood Transfusion and Tissue Transplantation Services Professional Advisory
Committee (“JPAC”), National Blood Transfusion Committee (“NBTC”) and its
associated regional committees, and Serious Hazards of Transfusion (“SHOT”), the

NBTS naturally took a lead role in implementing BBT.%%3

5. Prior to this, however, there was no proper haemovigilance system that spanned the
entire “history” of a blood component. There was a serious failure on the part of the

NBTS, and RTDs, to develop and operate such a system.
Knowledge of risk and haemovigilance

6. A haemovigilance system should have been brought into force much earlier. The risks
of blood-borne infections, such as hepatitis, were known decades before the inception
of BBT. No adequate explanation has ever been given for why this did not happen.
Haemovigilance came, to some degree, after the event (namely after testing
developments), whereas it should have been embedded in the system since at least
the 1970s.

7. Many RTDs gave evidence of their serious underestimation of non-A non-B hepatitis,
and then HCV, in terms of its prognosis and significance.®®* This contributed to a
severe and entrenched attitude of complacency around the risks non-A non-B
hepatitis posed to recipients of blood and blood products, which in turn perpetuated

the misjudgement of the virus in broader clinical and government circles.

8. While the entire NHS and public health system was, undoubtedly, affected by what Sir

Liam Donaldson described as a “post war optimism that [the] conquest [of infectious

963 INQY1000165 p. 156-164.
964 INQY1000163 p. 85-87 and INQY1000164 p.132; INQY1000165 p. 65-66.
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diseases] was near”,?®> we consider that, this justification cannot excuse the failings

of the NBTS in circumstances where it occupied a unique position in terms of its access
to knowledge about blood-borne viruses (“BBVs”), and the importance of this
scientific expertise to its duties to operate a safe blood collection and processing

system. ¢

9.  The field of haematology became increasingly aware of non-A non-B hepatitis over
time. The risks of serum hepatitis, and later non-A non-B hepatitis/HCV, from
transfusions were highlighted in multiple important transfusion guidance and
textbook documents from the early 1960s onwards. These textbooks would, as a
matter of medical ethics, have been essential reading for any practitioner operating

in the sphere of blood transfusion medicine.

10. Moreover, the reason why the risk of serum hepatitis from transfusion was well
known from the WWII/post-war period was because of transfusion medicine and the
activities of the NBTS and its predecessor bodies. For example, following the
implementation of testing for HBV in the early 1970s, there is ample evidence before
the Inquiry that it was known that a form of hepatitis was, nonetheless, being

transmitted.

11. Crucially, it was known from the mid-1970s, and certainly by the end of the 1970s,
that, while non-A non-B hepatitis may be associated with less severe acute illness than
HBV, its long-term prognosis could be similar, with patients developing chronic

hepatitis and cirrhosis in the same way.

12. This was something that hepatologists were increasingly aware of and were

attempting to highlight to other clinicians.?®” However there is little, if any, evidence

965 Explored in the Role of Medical Practitioners at §35 and the Role of Other NHS Bodies at §15.
966 please see the Role of Medical Practitioners at §31 for a fuller discussion of what clinicians should have
known about the risks of non-A non-B and blood-borne viruses and the evidence relied on (which includes CTl’s
Knowledge of Risk of Infection Chronology: INQY0000006).
967 For example, by the time the HCV test was available, Professor Geoffrey Dusheiko, in the 1995 BBC Panorama
documentary, “Bad Blood”, suggested that: “hepatologists and liver specialists were at loggerheads with services
responsible for the provision of blood” because the serious risks were well known, and had been well known for
a significant period of time, in the field of hepatology: approximately 10:00 in BBCO0000003.
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of information sharing between the NBTS and the hepatology field, or of a routine
hepatological presence within the NBTS.%®® This, we consider, was a failure on the part
of the NBTS given the growing knowledge about blood-borne hepatitis. This "silo" of
expertise is reflected too in the limited knowledge of those involved in blood policy,

as is set out in the chapter on the response of government.

13. Finally, it was especially harmful that the NBTS failed to heed this knowledge because
of the role that it played in terms of influencing other clinical fields, public bodies, and
the Government with regards to their understanding of the risks of transfusion. The
NBTS’s failure to put into place a haemovigilance system to attempt to mitigate the
risks of TTls meant that there was a dearth in the epidemiological understanding of
BBVs, but particularly of non-A non-B hepatitis, and the scale and significance of the
problem. The absence of this epidemiological picture reinforced the perception that

infectious disease had been “conquered”.
What went wrong?

14. Notwithstanding that the NBTS published in one form or another from 1949 onwards
the Notes on Transfusion/the Handbook of Transfusion documents,®®® which set out

guidance on haemovigilance processes for clinicians and hospitals (including blood

banks), it both:

a. failed to implement important steps of the process that were wholly within its

control; and

b. failed to supervise and audit other parts of the haemovigilance chain to ensure

the safe and appropriate use of blood in hospitals.

968 We note that the absence of structures for information sharing is a theme that re-emerges throughout our
submissions — not only in relation to the NBTS and the absence of effective structures — explored below — but
also in relation to haemophilia treatment with blood products, in relation to clinical guidance and in relation to
the management of our CPs’ multi-systemic disorders as a result of their TTls.

969 As set out in INQYO000328 - Presentation by CTl about the guidance available to clinicians regarding the use
of blood transfusions.
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15. The NBTS failed to put into place and/or operate surveillance and record-keeping

procedures, which covered the entire blood transfusion chain, from the donation and

processing of blood and its components, through to their provision and transfusion to

patients, and including their follow-up.

16. Nor did it put in place systems for the monitoring, reporting, investigation and/or
analysis of adverse events related to the donation, processing and transfusion of
blood, in order to take action to prevent their occurrence or recurrence by improving,

or suggesting improvement, in blood services processes.

17. Inthis vein, the NBTS had a duty not only to be aware of and to disseminate the latest
research and science on BBVs and TTls, but through an effective haemovigilance
system it could have made a meaningful contribution to research and epidemiological
data gathering in relation to the emerging risk of non-A non-B hepatitis and other

BBVs, such as HBV and HIV.?”° There is no evidence that it did this or sought to do this.

18. To operate such a system required that the NBTS coordinate the actions of a number
of stakeholders and other NHS Bodies, including, hospital clinical staff and transfusion
laboratories, hospital transfusion committees, as well as the NHS more generally and
Government. It also required the NBTS, once it had identified problems, to learn from
them and to distribute that knowledge in the form of guidance or other educational
resources. In order to fulfil the functions described above, there needed to be
mechanisms in place for information sharing and communication between the

relevant bodies.

19. In our submission, the systems operated by NBTS were seriously inadequate and did

not come close to proper haemovigilance.

20. Instead, the NBTS record keeping system (including when a formalised system was
introduced after the creation of the National Directorate) only extended to the

process history of a product up until its issue by a RTC to a hospital. This was where

970 For example, this could have been conducted with key clinician stakeholders such as UKHCDO or hospital-
based haematologists.
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the surveillance chain ended. The RTC record keeping was not joined up with the
hospital record keeping process, meaning there was an effective tracing “gap”.’”!
Therefore there was no harmonised system to investigate post-transfusion infections
(assuming clinicians made reports in the first place),’? link them to a particular donor
to prevent them donating blood again and/or to trace other recipients of potentially
infected blood. Instead, the loose system in place relied solely on the creation and
retention of effective records of blood transfusion within hospitals. As explored fully

in the chapters on the Role of Medical Practitioners and the Role of Other NHS Bodies,

record keeping systems in hospitals were extremely poor. If a record was made of
transfusion at all, it would likely be incomplete (lacking blood batch numbers and/or
clinical reasons for transfusion) and/or later misfiled, lost or destroyed. This was
demonstrated starkly by the 1995 lookback programme, the effectiveness of which
was significantly curtailed because of inadequate and incomplete records at various

points in the chain.?”3

21. These failings were noted contemporaneously and are not asserted simply with the

benefit of hindsight:

a. For example, in 1982 the Department of Health tasked Central Management
Services (“CMS”) with studying the existing controls on the movement of blood.

The CMS report®’# noted serious deficiencies.

b. In Scotland, in February 1983, SNBTS directors recommended that RTCs accept a
formal responsibility for encouraging good practice in those hospital blood banks
for which they were responsible for supplying blood and blood products; that this
should involve meeting at least annually to discuss transfusion practices in the

hospitals; and that that meeting should be attended by representatives of the

971 INQY1000165 p.111.

972 Regarding which, please see the section on education below. We also note that there was no statutory
requirement to notify public health authorities of “non-A non-B” hepatitis prior to its identification as HCV.
However, we submit that this placed a particular onus on the NBTS to operate its own TTI notification system
separate given the lacuna in public health surveillance and epidemiology.

973 Regarding which, please see the section on lookback below.
974 DHSC0002221_011. Also referred to in the chapter on the Role of Other NHS Bodies.
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medical staff of the RTC, haematologists, and consultants representing divisions
of surgery, anaesthetics, paediatrics, medicine, and obstetrics and
gynhaecology.?”> It is unclear to us the extent that this recommendation was
adopted in Scotland, but we consider that this demonstrates the issues we raise

were live, understood, and yet were not grappled with by the NBTS.

¢. A Health Circularissued in March 1984°76 provided that: “For medical reasons and
from the point of view of accountability for a valuable resource, records kept at
RTCs, hospital blood banks and at ward level must permit the tracing of any unit
of blood from collection to transfusion or disposal. Health authorities are asked to

ensure that the systems employed at Transfusion Centres and hospital blood

banks do so." (emphasis added).

22. Adirect consequence of the absence of a haemovigilance system was that the medical

malpractice explored in our chapter on the Role of Medical Practitioners was not

audited or monitored and therefore allowed to continue unchecked. This link was
made by Dr B T Williams, director of the Medical Care Research Unit of the University
of Sheffield, who produced a review for the Department of Health in November 1991

titled, "The use of single unit blood transfusion ".°”7 He noted that:

"Our present state of knowledge of blood product transfusion practice in this
country is incomplete and not accurately ascertainable using existing routine
information systems. The National Blood Transfusion Service Directorate's
Management Information System receives its datasets from Regional Blood
Transfusion Services. These in turn, describe only the nature and volumes of
products donated, processed and distributed to hospital blood banks. No routine
data exist at regional level on transfusion practice in the institutions served which

would allow the incidence of single-unit transfusions to be measured."

975 PRSE0000525.
976 CBLA0001819, §7.
977 DHSC0025270.
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"Neither the overall pattern of transfusion practice in this country nor any
variations in it are at all well known. The issues of safety, effectiveness and
resource conservation which are involved, along with the more stringent
requirements imposed by recent legislation imply that there may now be a 'need

to know'."

23. As Dr Williams suggested, if the NBTS had been operating a proper haemovigilance
system, which traced blood components from start to finish, they would have realised
that there was widespread and near total non-compliance with the guidance in its own

publications and “raised the alarm”, resulting in appropriate steps being taken.

24. This lack of audit was self-reinforcing. It led to the delay of initiatives like BBT and
SHOT, because the scale of the problem was not sufficiently appreciated. This was
noted by haematologist, Dr Mike Murphy: “[These initiatives] could have been
introduced but the imperative to do so, the evidence that they were really needed,

wasn't there.”?78

A failure to provide better blood education

25. While disseminating education and guidance is undoubtedly part of
“haemovigilance”, its importance is heightened in a landscape where there is {even
still today) a lack of knowledge among clinicians of the risks of transfusion and BBVs.
The failure, therefore, of the NBTS to provide adequate education and guidance to key
clinicians and to hospitals on safe blood transfusion practice (so they could in turn
transmit this through structures like hospital transfusion committees) merits specific

discussion.

978 INQY1000187 p.1311. 4-9.
131

SUBS0000059_0131



26. The NBTS should have been the most important body in terms of disseminating
guidance to other clinicians on safe transfusion practice, and its risks, given its unique

position and clinical expertise.®”?

27. ltclearly did consider one of its functions to be to provide advice and education, hence
its publication of Notes on Transfusion/ the Handbook of Transfusion. However, the
NBTS appears to have made no effort to promote these documents, to monitor
compliance with them or to enforce its own guidance. As explored in the Role of Other
NHS Bodies, many clinicians whose practices involved administering blood
transfusions could not recall ever having seen the Notes on Transfusion/the Handbook

of Transfusion documents.?°

28. The NBTS’s attitude is best summed up by Dr Murphy, who said in his oral evidence:
“I'm not sure that [the NBTS/RTC] saw it as their role to give us advice about

appropriate use of blood.”%%!

29. This meant that valuable advice on transfusion was not appreciated or applied by
clinicians. One striking example of this was demonstrated again by Dr Murphy, who in
his oral evidence referred to a 1999 paper on the Transfusion Requirements in Critical
Care Trial (“TRICC trial”), as displacing a widely held view that a patient should
generally receive red cell transfusions if their haemoglobin was less than 10g/dl. On
the contrary, over a decade earlier, the 1988 edition of the Handbook of Transfusion

982

Medicine®®? advised clinicians that:

"Surgical and anaesthetic practice has tended to be guided by the belief that a
haemoglobin level below 10g/d! (haematocrit below 30%) indicates a need for
peri-operative red cell transfusion. There is little or no firm evidence supporting

this belief and experience in recent years suggests that patients with severe

979 This remains the case today, and the reinforcement of this statutory role is addressed in our recommendation
regarding the role of NHSBT.

980 The Role of other NHS Bodies at §19(d).

981 |INQY1000187 p124, 1118-19. Although with some notable exceptions, such as INQY1000168

p22.

982 NHBT0099310_002.
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anaemia may tolerate anaesthesia and operation without major morbidity or
mortality resulting from the anaemia itself. Evidence from clinical and

physiological studies does not support the necessity for the '10g/30% rule'.”

30. However, in his oral evidence, Dr Murphy told the Inquiry that prior to the TRICC trial,
“we didn’t have the evidence for anything different..we had nothing to go to other
clinical teams and say, you know, ‘This is what you should be doing’.”?®3 This suggests
both that the NBTS's up-to-date, evidence-based guidance gained insufficient traction
and demonstrates a widespread missed opportunity to avert avoidable infections. As
a haematologist, Dr Murphy is exactly the kind of clinician who was well placed to

disseminate NBTS education within his hospital.

31. It was vital that the NBTS put in place structures to ensure that information on safe
blood transfusion practice was passed between the NBTS/RTCs and hospital clinicians
{or their own bodies such hospital transfusion committees). The evidence of clinicians

such as Dr Bogod was that no such structures existed on any systemic level,%%*

32. By contrast, Dr Wallis gave evidence concerning his membership of the NBA Zonal
Blood User Group from 1995 to 1999, which he described as being founded because
“there would need to be some form of feedback to help the clinicians at the coalface
to feed back their information to much larger groups, and the Zonal Blood Group was

part of that”?®, He later sat on the NBTC.%%®

33. He referred generally to the role of these committees and noted that they acted as a

%7 In terms of the

forum for discussing and coordinating audit of new guidelines.
composition of these groups, he said, “When it started we had a very good
representation from consultant haematologists and from laboratory managers, blood

transfusion laboratory managers, throughout the region”.*®8 Increasingly there was

983 INQY1000187 p127, | 18-20.
984 |INQY1000186 p116, | 5-7.
985 INQY1000187, p6-7, 1124 — 2.
986 \Whose terms of reference are found in: WITN7001026.
987 INQY1000187 p9, 1121-25.
988 |bid p10, 115-8.
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representation from clinical nurse specialists or transfusion nurses, who acted as
excellent conduits for information sharing.’®® Once or twice a year there were
educational meetings that focused on a particular area, like obstetrics and peri-natal

medicine, at which a guideline might be discussed.®®°

34, In our submission, these education and information sharing structures were vital for
the promotion of safe blood management. They should have existed at national,
regional and hospital level throughout the history of the NBTS, with the NBTS playing

a lead coordinating role.
35. There are two important consequences of this failing:

a. Many of our clients would not have been infected had the educational advice in
Notes on Transfusion/the Handbook of Transfusion, and other best practice

guidelines, been translated into clinical practice “on the ground”; and

b. Crucially, there is cogent evidence that improved education about safe blood use
had an impact on demand for blood.??! This decreased when it was understood,
for example, that “two was not always better than one”, when red cell
concentrates were preferred over whole blood, or when there was better
knowledge around haemoglobin levels and clinically appropriate levels for
transfusion. Had this reduction in blood use occurred earlier, this would have had
an overall net benefit in terms of blood plasma supply for fractionation, and,

therefore, domestic blood product self-sufficiency.?®?

989 |bid p10, 1122-24.

990 [bid p 11-12.

991 DHSCO004205_005 states that: "Since the second CMO's seminar 3 years ago, and the publication of the more
detailed Health Services Circular HSC 2002/009, there has been a fall in the demand for red cells of 11%. As a
result of efforts to use blood more appropriately, red cell demand fell by 5.7% in 2004, and by another 4.7% in
the first 10 months of 2005/06."

See also WITN7001001, in which Dr Murphy states that there has been a 30% reduction in the use of red cell
transfusions in England and a stabilisation in the growing demand for platelets: §113(b).

992 gee chapter on Self-sufficiency, fractionation and pharmaceutical companies.
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Testing

General testing decision-making flaws

36. In our submission, testing technology for HIV, HCV and HBV was introduced too late
by the NBTS. Some of our CPs were infected during periods of unnecessary delay to

testing. These infections were likely to have been avoidable.

37. We have identified the following themes in the decision-making of the NBTS around

testing technologies:

a. The NBTS, and some RTCs in particular, were affected by a lack of funding,
meaning they sought to delay the costs inherent in rolling out testing and putting
in place the necessary infrastructure around it (for example counselling for
positive or potentially positive donors).®®® There was an attitude of “maximum

benefit for minimal cost”;2%*

b. The NBTS made decisions about testing based on an insufficient epidemiological
picture of the prevalence of the BBVs in question. As we argue above, this was
substantially contributed to by the NBTS’s own failures to implement a system of

haemovigilance;

c. Between 1983-1984 there was an underestimation of the nature and seriousness
of HIV (or Human T-lymphotrophic virus type 3 (“HTLV-lII/AIDS”)). The same
occurred in relation to non-A non-B hepatitis/HCV. This underestimation of the
chronic and serious nature of non-A non-B hepatitis/HCV persisted until testing

was introduced, and indeed even continued afterwards;

d. The NBTS system was overstretched and inefficient (with a lack of focus on blood
economisation for patient safety purposes), meaning that decisions about testing

were made in a context where its primary focus was to provide enough blood and

993 see regarding RTC funding concerns about introducing HCV tests earlier in 1991, §85 in Dr Gunson’s HCV
litigation statement (NHBT0000025_001).
994 NHBT0000044_095.
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blood components to feed NHS needs for transfusion medicine, and enough

plasma to meet its targets for fractionation.®®

38. We acknowledge the evidence of multiple RTDs that the most important factor in
delaying the introduction of HIV and HCV testing technology was the fallibility of early
generation testing technologies and the absence of (effective) confirmatory testing.
These directors emphasised the ethical ramifications of causing potentially

unnecessary distress to the donor if they gave a false positive result.®?°

39. Forboth HIV and HCV testing, however, we submit that improved technology was very
much on the horizon at the points when the early technology was fallible and/or in a
trial phase. In other words, if an early test had given a positive result, donors would
only have needed to be deferred for a short period before improved and/or
confirmatory testing could corroborate, or not, the first result. The reasonable ethical
concerns could have been dealt with in a way that respected both donors’ and
recipients’ interests, by ensuring that deferred donors were carefully and sensitively
advised of the reasons for their deferral and reassured by the offer of further and/or

more effective testing as soon as it became available.

40. We submit that it is with the benefit of hindsight that former RTDs have emphasised
the ethical concerns for donors as tipping the decision-making balance. Instead, the
factors set out above weighed heavily in the risk-benefit assessments of whether to

introduce testing technologies at the earliest possible stage.

41. Inanyevent, when it came to testing, we submit that the incorrect balance was struck.
The assessment should have been weighted heavily towards patient safety, the
protection of lives and the reduction of morbidity (and indeed, on an economic level,

long term savings for the NHS by minimising infection). The consequence of not doing

995 see further discussion below.

996 INQY1000164 p 54-56. And indeed, the witness statement of Dr Gunson (NHBT0000025_001), §38, where
he suggests that a confirmatory test was required for HCV because there would be too many false negatives and
false positives in low risk population, like donors.
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so was that many of our CPs suffered infections that were avoidable and experienced

harm and suffering, as is explored fully in the chapter on Impact.

HIV testing

42. Inthis context, we consider that HIV testing was introduced too late. By mid-July 1984,
various reliable tests for HTLV-lll were available.?®” We rely on the evidence of
Professor Tedder that, by this stage, there was an urgent need for screening to detect
HIV infection: “[it] showed that the virus was present in the UK population, and
therefore, even though prevalence in healthy donors was very low, we couldn’t say

how long that was going to remain low” %%

43. This was underpinned by earlier failures of the Government to provide funding for HIV
testing research and to scale up the technology so it could be rolled out in public
health settings beyond the NBTS, such as Genito-Urinary Medicine (“GUM”) and
sexual health clinics.®?® This failure was important, because it led to delay while the
NBTS was concerned about a “magnet effect” (donors giving blood for the purpose of
discovering their HTLV-III status). The fear of this effect, we consider, was misguided
and not a reasonable justification for delay. It could have been mitigated and

minimised with good donor information and education.
HCV testing

44. The flawed decision making explored above was especially demonstrable when it
came to the introduction of routine HCV testing. Such was the controversy around the
delay that the Newcastle RTC took the step of introducing routine HCV testing over

four months prior to the national commencement date of 1 September 1991-

997 INQY1000255 p107: discussion with the Chair.
998INQY1000255 p108, 1113-15.

999 WITN3436003 §69: “The sense | got was that DHSS did not regard testing as a problem. She indicated that
they would not provide the necessary funding.” And at §70: “...we knew that we needed to do something quickly...
but the DHSS was saying that it was not really their business to fund it”.
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something which (we suggest, wrongly) caused concern amongst other RTDs and

central government at the time.10%

45. Similarly, Dr Lorna Williamson, a haematologist at the East Anglia RTC, recalled, in a
manner which the Chair recognised as refreshingly clear and simple, thinking, “If we

are ready, why not go? What would be the point of delaying any longer than we had

to?”,1001

46. In short, we endorse the judgment of Burton J in A & Others v the NBA [2001] 3 All
ER092 that:

“.... routine screening ought to have been introduced by 1 March 1990. That in my
judgment would have allowed sufficient time for pilot studies and evaluation,
particularly if, as | conclude should have been the case, rather more work had been
done prior to Rome, but even if it had not been. If pilot studies had been more
promptly carried out, even in the context of a wider evaluation, | am satisfied that
a decision could have been taken which would have given at least three months
lead time for implementation by the Centres before the introduction of routine
screening. This date would accord with Dr Gunson’s "certainly early in 1990";
would be slightly before the date of "sometime after April 1990", which Dr Cash
had gambled on on 3 August 1989, in the course of his own evaluation of the
assay; and would accord with the date of implementation of routine screening by
France and new donors in Luxembourg, and would post-date Japan, Australia and
much of Finland. This would mean that the RIBA test would be known to be
relatively imminent and would in fact have followed some two months later. In
that interim period, either there could have been deferment of donors, for what

even Professor Zuckerman would have accepted to have been a short period of

1000 see NHBT0000062_054, minute from Andrzej Rejman to Dr Metters and Dr Gunson’s letter to Dr Hugh Lloyd
on 29 April 1991, in which he expressed his disappointment regarding the "unilateral decision" to proceed with

screening “without first discussing the issue, not only with me, but with your colleagues in other RTCs":
NHBT0000074_008.

1001NQY 1000169 p63, 118-10.
1002 pHsSC0011771 at §172.
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time, or for that short period of time an extra burden on the newly instituted

counselling procedures.”

47. There is also a linked issue about the failure to implement a proper infrastructure
around testing to ensure the highest level of safety for patients. Blood began to be
screened at RTCs for the presence of HCV antibodies from 1 September
1991. However, the NBTS (Dr Harold Gunson) was warned by Dr John Cash%3 that,
unless a programme was undertaken to remove blood collected prior to 1 September
1991 from the NHS system (such as frozen blood components, we suggest), untested
blood would continue to be used in the NHS system after 1 September 1991. The

effect of this evidence was summarised by the Chair as follows:

“So he's raising the possibility that after -- if, as we've seen, it is likely that on 1
September what was happening was testing of all new supplies, the supplies
currently in the system might very well have been infected because they hadn't

been tested”1004

48. Moreover, the evidence before the Inquiry suggests that no programme to test blood
which had been taken from donors prior to 1 September 1991 and was unused at that

date was ever introduced.

49. It is reasonable to infer, therefore, that untested blood remained in the NHS system
for use after 1 September 1991. The issues this raises in relation to eligibility for
financial trusts and schemes, and the validity of current National Institute for Health

Care Excellence (“NICE”) guidelines for HCV testing are fully explored elsewhere.19%
Surrogate testing

50. Regarding surrogate testing, we endorse the judgment of Burton J in A & Others v the

NBAL0%;

1003 pRSE0002763.

1004 INQY1000161 p53.

1005 see Trusts and Schemes chapter and Role of Other NHS Bodies chapter.
1006 pHsC0011771 at §141.
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“I' am clear that the scales have come down in favour of the introduction of these
surrogate tests, and indeed of both kinds of surrogate test, both ALT and anti-HBc.
The United States and France, the major countries who introduced surrogate tests
at that time, introduced them both, and | am clear that, notwithstanding the lesser
expert support for the latter test, once ALT testing is to be introduced, the addition
of anti-HBc adds little by way of extra disadvantage, cost, blood loss or
inconvenience, and may be of substantial advantage. It was, in my judgment, at
least very likely to decrease the number of donors who were in any event
unwanted, a factor which does not seem to have been discussed at any ACVSB or
ACTTD or other meetings to which my attention has been drawn. Further, if the US
research was right, the two tests did not, or not materially, overlap, and in any
event the combined efficacy of the two together, on the basis of the predictive
studies, was clearly greater, and there may additionally have been advantages, as
discussed in paragraph 133(iii) above, in relation to counselling and diagnosis. It
is both difficult, and, in my judgment, unnecessary, for me to decide a particular

time for such introduction. | am however satisfied that it ought to have been at

some stage after the introduction of the surrogate tests in the United States and

the subsequent consideration given to them in the United Kingdom, and before,

or at any rate by, 1 March 1988.” (emphasis added)

We submit that this surrogate testing would have had an impact in relation to both
non-A non-B hepatitis and HBV if introduced by 1 March 1988, although we explore
the specific issues around Hepatitis B core antibody testing (“anti-HBc testing”) for

HBV below.
HBYV testing

In comparison to the developments in testing of donated blood for HIV and HCV, the

Inquiry heard significantly less evidence in relation to testing for HBV.

In December 1972 the UK introduced screening of donated blood for HBV surface
antigen (“HBsAG”). It soon became clear that the tests were not sufficiently sensitive

to prevent post transfusion HBV. In as early as 1974 Lord Owen confirmed in answer
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to a parliamentary question that an expert group examining results from the North-
West Thames Regional Transfusion Centre had agreed that the test in general use
across the NBTS “is likely to fail to detect Australia antigen in a significant proportion
of carriers”, and recommended the introduction of a more sensitive test as soon as
possible.'®? A study published in 1983, “Incidence of infection with hepatitis B virus in
56 patients with haemophilia A 1971-1979719% found that in as late as 1979
haemophiliacs were still at high risk of infection despite screening of individual donors

for HBsAg.

54. The fallibility of these tests is borne out by the evidence of clinicians. Professor John
Barbara described the early tests as “accurate but not sensitive”;'°®° Professor
Contreras acknowledged that she and her colleagues “realised that the sensitivity

wasn't as good as it could have been.”1°1°

55. The report of the Inquiry’s Statistics Expert Group found that:

“7.4 Risks remained post-1970, although these are difficult to quantify. It was
claimed in 1976 that the available tests for HBsAg would detect no more than
about 50% of HBV carriers, and so there would have been ‘breakthrough’ HBV

infections.” 1011

56. Atleast 10 of our clients contracted post transfusion HBV after 1972.1°12 This is a direct

result of the fallibility of the early screening tests employed by NBTS.

57. Despite the sensitivity of the HBV surface level antigen tests apparently improving
over time, post transfusion HBV continued to occur. The Inquiry heard that some

individuals, often those late on in their infection, described by Dr Barbara as “tail end

1007 pHSC0001788.

1008 MACK0001033.

1009\NQY 1000176 p101-102, particularly p102, 119-10.
1010 |NQY1000165 p54-56.

1011 EXPG0O000049 p96, referring to PRSEO000799.

1012 please note that this constitutes 11 out of 14 clients of Leigh Day who were infected with HBV and submitted
statements to the Inquiry: WITN2641001; WITN3103001; WITN1951001; WITN1906001; WITN2638001;
WITN3710001; WITN287001; WITN3914001; WITNO671001; WITN2689001.
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71013 nroduce a very low level of surface antigen however their blood may still

carriers,
transmit the infection. Several clinicians gave evidence that there were ongoing
discussions regarding the introduction of routine anti-HBc testing of donations which
may carry the virus but are HBV surface level antigen negative. It was described by Dr

Brian McClelland as a “recurring theme” amongst virologists.10%4

58. These discussions continued into the early 1990s. Thus, it is clear that even by this late
stage, and despite reliable tests for HIV and HCV having been developed (although
with some limited capacity for window period donations to slip through the net), the
HBV surface antigen tests were comparably less sensitive, and thus less likely to

prevent occurrence of post transfusion HBV.

59. The Advisory Committee on Transfusion Transmitted Diseases (“ACTTD”) met on 7
May 1992. In preparation for this meeting Professor Contreras and Dr Barbara wrote

a paper!®> which stated:

"The question of the likely benefit of anti-HBc screening of blood donations
continues to reappear, especially so in the light of the introduction of anti-HCV
screening. The attitude towards transfusion safety has veered away from the
concept of 'maximum benefit at minimal cost' towards the notion that if a
procedure shown to prevent transfusion-transmitted infection and disease is

available, it should be introduced.”

60. In her oral evidence to the Inquiry Professor Contreras agreed that the concept of
“maximum benefit at minimal cost” described the approach she and her colleagues
had taken previously in relation to issues such as surrogate testing and anti-HCV
testing.'® She explained that by 1992 there had been a shift in her own thinking and
in general thinking to an attitude that “we had to introduce any testing, regardless of

cost”.

1013 |NQY1000176 p82, 115.
1014 INQY1000178 pp81-88.
1015 NHBT0000044_095.
1016 INQY1000166 ppl16-118.
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61. The ACTTD agreed in May 1992 that “the introduction of anti-HBc donor screening had
a high priority.”1°Y7 At a meeting of the same committee in January 19931°18 it was
agreed that a recommendation to Advisory Committee on the Virological Safety of
Blood (“ACVSB”) for the introduction of routine anti-HBc screening of donations

should be made on the basis that

"(i) the knowledge from the trials to date have revealed that potentially infectious
donations for hepatitis B were being transfused. '"(ii) that patients who had
suffered from transfusion associated hepatitis B (when the blood was HBsSAG

negative) were being reported.”

62. However, in October 1993 all RTDs were informed that the DH Advisory Committee
on the Microbiological Safety of Blood and Tissues from Transplantation had decided
that the routine anti-HBc testing of blood donations could not be justified. Despite the
dismay of those who had advocated for this testing it was never introduced and was
eventually superseded by Polymerase Chain Reaction (“PCR") testing for HBV which

was rolled out in the early 2000s.

63. Professor Contreras explained that the PCR test was a “very sensitive test that would
have excluded those donations that were carriers for hepatitis B -- most, not -- most

but not all.”1019

64. In our submission there was a failure by NBTS to keep up to date with the
developments in tests and to ensure that the most sensitive tests available were

employed.

65. Further it is our view that anti-core HVB testing should have been introduced earlier,
particularly as the inadequacy of the HBSAG tests was well known. The failure to do
so was as a result of the factors listed above and resulted in avoidable infections for

our CPs and others.

1017 NHBT0017532.
1018 pHSC0006982_049.
1019 INQY1000166 pp118-122.
143

SUBS0000059_0143



66. Asabove, the issues this raises in relation to eligibility for financial trusts and schemes,
and the validity of current NICE guidelines for HBV testing are fully explored

elsewhere.1020

Other safety measures
Donor exclusion criteria

67. There are a number of other safety measures, beyond testing (and crucially, in the
absence of routine testing), that were available to the NBTS in order to reduce the risk
of infectious donations entering the system. We consider that donor selection criteria
and other donor exclusion measures used by the NBTS were inadequate in screening
out “high risk donors”, who may have been infected, thus leading to avoidable

infections.

68. The advent of the AIDS pandemic marked a step change in donor exclusion criteria,
when, from September 1983, various iterations of a donor information leaflet advised
certain groups not to donate blood. This action, however, was inadequate in multiple

regards:

a. The criteria themselves!®?!

were insufficient in highlighting the risk factors for
AIDS and therefore the donors who should defer. We fully endorse the position
of Professor Richard Tedder in his written and oral evidence, that the donor
exclusion criteria for AIDS during the Relevant Period should have, from the
inception of the leaflets, excluded all men who have, or who have ever had, sex
with men (“MSM”), as well as their sexual contacts. The criteria also should have
excluded anyone who had ever injected drugs at any time. Instead, the language

1022

and criteria used was purposefully vague and overly cautious. It is reasonable

1020 gee Trusts and Schemes chapter and the Role of Other NHS Bodies chapter.
1021 INQY1000166 p34, Table 3.1.

1022 e contrast the early leaflet language with drafted by SE Scotland Blood Transfusion Service in May 1983,
which had a broader list of donors invited to self-exclude (PRSE0000984); the SNBTS donor information leaflet
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to infer that it would have led to some donors, who should have self-excluded,
continuing in good faith to give blood (for example because they did not have
multiple sexual partners or were not a current drug “abuser” or had only

“dabbled” in drugs in their youth).19%3

i As a separate, but linked point, we rely on the evidence of Professor Tedder
that effective donor exclusion criteria for HIV/AIDS would have also reduced
the numbers of donors who were HBV or HCV positive {(because of an
overlapping risk factor of parental exposure to other people’s blood). That
this is the case is demonstrated by evidence in the Statistics Expert Group
report, at §7.7. which states: “Between 1983 and 1986, the HBsAg count per
100,000 donations halved, at a time of enhanced self-deferral of donors to
reduce HiV-related risks and the introduction of HIV antibody screening of
blood donors.”10?* The Statistics Experts also rely on expert evidence from
blood transfusion experts that the HIV/AIDS exclusion criteria and routine
testing had an impact on the number of donors who were HCV positive.
Notwithstanding this, and the fact that (as Professor Tedder’s evidence
showed), there was a clear understanding from an epidemiological and
virological perspective by the early 1970s that men who had sex with men
and their sexual contacts were at risk from viral hepatitis, the evidence of
RTDs did not demonstrate that there was any discrete analysis of which
exclusion criteria may be effective to reduce the risk of transmission of viral
hepatitis, and particularly non-A non-B hepatitis. There could and should
have been earlier exclusion criteria put in place to recognise the higher risk

of those individuals, along with injecting drug users.

in mid-1984, which was significantly more proactive and clearer (PRSE0000286), and the American Red Cross
suggested leaflet appended to the Council of Europe recommendation of 23/06/1983 (PRSEQ000526).

1023 professor Dame Contreras’s personal view was that, “it could have been clearer...| think it took too long.”
INQY1000165 p175-176.

1024 EXPG000049 p97.
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b. Secondly, the evidence before the Inquiry demonstrates that RTCs were too
reticent in the way that they promoted this donor exclusion information and
managed the process of donor deferral. For example, many RTCs were reluctant
to send the AIDS Donor Information Leaflet to their donors with “calling cards”,
and instead chose to have the leaflet merely available at donation sessions.'%%°

We agree with the position of Professor Tedder that it was preferable that these

donor information leaflets served to prevent donors turning up in the first place,

because of sociocultural considerations and the risks occasioned by the need to
turn a donor away at the session itself.1°® Not only was it vital, therefore, that
the donor information leaflet exclusion criteria were correct, but also that donors
received and processed the information prior to attending a session. Professor

Tedder’s conclusion was that “not everybody got the questionnaire” 10?7

Moreover, it was vital that the information leaflet was coupled with a “proactive”

approach to questioning donors, which required a sensitive and controlled

environment for a question and answer session between the examiner and
donor.1%® With the exception of a minority of RTCs, notably North London, the
evidence demonstrated instead that RTCs were not in favour of “too close”
guestioning of donors as to their sexual activity, out of concern that it might be
counterproductive.1%® Blood donations often took place in workplaces and other
large industrial settings, where it is unlikely that individuals would have wished to

have revealed private or personal information.

c. The evidence, however, shows that these fears were unfounded. To the contrary,
parallel work engaging with the gay community could lead to the “buy-in”,

understanding and support of the communities the NBTS were seeking to exclude

1025 see for example CBLAGOO1755, which demonstrated that by 14 October 1983, half of the RTDs were
distributing the leaflet with the call-up card, whilst others had the leaflet available at sessions or were actively
handing them to donors at sessions.

1026 |NQY1000255 p73, 114-8.
1027 |INQY1000255 p71, l13-4. See also INQY1000166 p4, 11406.
1028 INQY1000255 p71-14-7.

1029 gee for example, Advisory Committee of The NBTS Working Group on Aids, 27 November 1984,
DHSC0002251_011.
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or defer. Professor Tedder described this a “meaningful and useful
interrelationship, and exchange of views and advice, bilateral advice, on how to

find the best way forwards.”103°

d. Crucially, as those with ministerial responsibility for these leaflets accepted
(notably Lords Fowler, Clarke and Glenarthur), their publication was improperly

delayed. This delay appears more starkly when contrasted with Scottish approach.
69. In relation to donor exclusion more generally, we also consider that:

a. It was wrong for the NBTS to revoke the exclusion criterion of having a history of
jaundice after the introduction of HBV testing (because this remained a risk factor

for viral hepatitis generally and non-A non-B hepatitis)'°!; and

b. The NBTS system relied on an outdated system of donor cards, coupled with
inadequate information sharing between centres, which allowed donors that had

been excluded in one centre to (in theory) give blood at another.1032

c. Blood donations also took place in some areas where the likelihood of individuals
being infected was also higher, for example in prisons, until a relatively late period
of time. In Northern Ireland, blood donations took place amongst serving soldiers

who, it is suggested, were more likely to have had TTls.

The organisation and structure of the NBTS

70. In short, we endorse the position of Public Health Expert, Professor Pollock that a
serious weakness of the NBTS was that it was not a genuinely national transfusion

service.1%33 We consider that it was clear that a centralised, national service, with

1030 INQY1000255 p74, [12-4.
1031 A risk considered by the Royal College of Physicians in 1976: PRSEO001579_0005.

1032NQY 1000165 p120-121: “there was no mechanism for a centralised database shared with other RTCs about
excluded donors.”

1033 |NQY1000252 pp56-57, in particular: “If there had been, you wouldn't have had the problem, you would
have had a National Blood Transfusion Service, with funding, a proper system and programmes -- systems and
programmes and expertise there. It could be organised, of course, through regions but you wouldn't have had
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executive powers, should have been in place in the 1970s-80s. Instead, the NBTS was
in fact a confederation of independent RTCs run as “fiefdoms” by individual RTDs,
answerable to their respective health authorities, with differing practice and policy.
The system of RTD meetings was unwieldy in terms of reaching consensus and not
nimble enough to ensure that the whole NBTS responded rapidly and proactively to

emerging public health crises.

71. The organisational and structural weaknesses were identified by the RTDs themselves
at a meeting in 1970: “DHSS might think that NBTS worked efficiently and smoothly
under the present system. This was in fact, not so. There were in reality 14 quasi-
independent regional centres and 2 central laboratories trying to provide a uniformly
efficient service of high standard without any central coordinating body apart from the

Regional Transfusion Directors’ Meeting which had no formal authority.”*034

72. The particular consequences of the way the NBTS was organised and structured were,

we consider, as follows:

a. A genuinely national service (as the advent of the National Blood Authority
(“NBA”) demonstrates) would have more easily facilitated the implementation of

a proper system of haemovigilance and epidemiological surveillance;

b. The decision-making structure of the NBTS relied on attempts to seek consensus
among RTDs and implement broadly uniform policy at different RTCs. However, it
lacked an executive body with executive powers to implement change proactively

and speedily when it was required in the interests of patient safety;

¢. The forums for information sharing between different RTDs and centres were
insufficient to share “best practice” and knowledge of innovative safety measures

between different centres. For example, the North London RTC obtained expert

the problem of regions constantly battling against each other, battling for funding within the region and this,
you know, this issue of top slicing of funds and some regions being more successful than others in competing for
funds, for the service. So that, to me, is a big part of the problem, that lost opportunity.”

1034 see this and general discussion at DHSC0002371_010_0005-6.
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knowledge on the risk of AIDS and donor exclusion measures but this was not

adequately shared or, crucially, applied among all centres;

d. The NBTS system was inefficient, both economically and in terms of the efficiency
of blood collection and supply. This meant that the virological safety of blood was
not prioritised as much as it could have been, and instead there was a focus on
simply supplying enough blood to the NHS system.193> A nationalised system with
executive powers would have allowed the sharing of blood across regions and
nations, both for the NHS system for transfusion, and to meet plasma targets. This
may also have facilitated other safety measures, such as the increased production

of cryoprecipitate, had that been requested of RTCs0%¢

, and the eradication of
collection of blood from penal institutions.1%7 Nationalised funding would also
have allowed for economies of scale. While we consider that the NBTS system as
a whole was underfunded, the inequality of funding among RTCs1%38 (coupled with
the need for consensus in order to take important new safety measures such as

routine testing) acted as a barrier to the whole of the NBTS taking a more

precautionary approach to patient safety; and

e. It would have been easier to ensure donor exclusion across the system as a whole

rather than just within centres.

1035 see for example the decision by UK BTS Working Party on Transfusion Associated Hepatitis on 24
November 1986 not to recommend introduction surrogate testing for NANB hepatitis (PRSEQ003140_0001)
and the noted concern that there would be a loss of “innocent blood”.
1036 pame Professor Contreras said, if her centre had been asked in 1983/1984 to increase cryoprecipitate
production, they could have done so “To a large extent, but we were not asked to do it. But we had the capability
to do it.”: INQY1000165 p149-150, [119-12.
1037 please see for example the discussion of this issue by RTDs in on 23/08/1983 (PRSE0004729), when it was
recorded, “Nevertheless, although most Regions, especially those with no shortage of donors, may not need to
use prisons, there is at least one which has to view them as a major source of donations in order to meet
targets” and noted that a blood transfer system between regions would be needed to “compensate for the
loss of that source of donors.”
1038 see for example Dame Professor Contreras withess statement (WITN5711001), §131 and INQY1000165
pp28-31.
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Inadequate lookback attempts

73. There were a number of “lookback” exercises on a local and national level. The success
of such exercises was severely compromised by the absence of a haemovigilance
system that followed blood components throughout the entire chain and by the near-

universal poor record keeping around blood transfusion. This was articulated, for

example, by Dr Wallis, who described the difficulties inherent in searching through old

paper records when trying to conduct a lookback exercise.103°

74. Particular criticism should be made of the NBTS’s (by this point, the NBA’s) national
lookback programme conducted in 1995 in respect of HCV. We submit that, while it
could have been a hugely valuable exercise, it was ineffectual and insufficient to

protect patients for the following reasons:

a. Itwastoolate. Given HCV testing was introduced nationally on 1 September 1991,
and so donors with infections were being identified from that point onwards,
there was a massive, missed opportunity to conduct lookback between 1991-
1995 of these donors’ previous donations. This had very real and practical

consequences, we submit:

i The evidence from the lookback programme shows that only 8% of recipients
of infectious components, where it was possible to trace them, had received
a diagnosis.’®* This shows that routine monitoring or testing, for example in
general practice, was failing to pick up infected recipients’ infections,'%*! and

that a targeted exercise was needed and would have made a difference.

ii. By 1991, there were interferon-based treatments for HCV, even though their

effectiveness was limited.'%4? Notwithstanding, the success and risk profile of

1039 INQY1000187 p24-25, 1113-12.

1040 NHBT0097156_004.

1041 Thjs js entirely consistent with our submissions in the chapters on the Role of Medical Practitioners and
Other NHS Bodies.

1042 EXPGOO00000L, p4l, which demonstrates that early interferon treatments achieved a small, but
nonetheless significant, number of SVR results even from 1991 and that this number grew consistently even
prior to the introduction of DAAs.
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these early treatments, it should have been a patient’s choice whether to

proceed with them.

iii. In any event, the knowledge that an individual was infected could have made
a difference in mitigating the effects of the disease through lifestyle changes,
for example reducing alcohol intake, and given people crucial information

that they might pose a transmission risk to others.1043

iv. These points above undermine the muddled justifications for delay given by
the NBA that HCV was both not serious enough morbidity-wise for there to
be an ethical duty to inform the recipients of infectious donations, while at
the same time serious enough for them to be unnecessarily distressed if they
were informed they may be at risk of having contracted HCV at a point where

there was, supposedly, no effective treatment.104

b. Any donations from donors who were in fact HCV positive prior to 1 September
1991, but had not had not donated blood after this point, were not included in
the lookback programme, since there were not stored samples to retrospectively
test. This was recorded by the lookback collaborators as a weakness of the

programme,104

c. The lookback programme failed to identify the fate of 31% of components that
were transfused from donors found to be infected.!*® Poor record keeping at

some or various points in the chain, we infer, is the reason for this.

i As an aside, recipients were identified for 97% of transfused components
which were traced, demonstrating the effectiveness of lookback where
records were kept properly, and also the utility of hospital blood bank records

as a source of information.

1043 This is something which, naturally, has caused huge distress to our CPs: see in the chapter on Impact. Indeed,
this was something that the Lookback Collaborators recognised themselves: see NHBT0097156_004.
1044 WITN6926001 and WITN6926003; BBCOO000003.
1045 NHBT0097156_004.
1046 NHBT0097156_004 and NHBT0097156_005.
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ii. Similarly, whilst it was not reported in this 31% of cases whether information
was unavailable at RTCs or hospitals, inability to trace the fate of a
component was significantly associated with the donation being made at an
earlier point in time. This supports our submissions earlier in this chapter, and

in the Role of Other NHS Bodies, that haemovigilance and audit of blood use

works to improve safe practice. Although haemovigilance was inadequate
throughout the Relevant Period, as explored in that chapter, the evidence
before the Inquiry suggests that a minority of hospitals were beginning by the
late 1980s to make inroads into haemovigilance. We submit that it can be

inferred that it was tentatively beginning to work.

d. However, 76% of components with identified recipients did not result in recipient

testing.1% This was a severe weakness of the lookback programme.

e. One of the reasons for a significant proportion of traced recipients not being
tested, 1948 is the fact that clinicians who were informed of their patient’s potential
infection and asked to refer them for testing were given an option to indicate,
without telling the patient themselves, that they were “unsuitable for testing”.
For example, if it might have a negative psychological impact on their patient.
There is no available evidence of exactly how many clinicians exercised this
option, or the reasons why they did so (again because of data limitations and
design flaws of the exercise itself).’%*® However, it can be inferred that a
significant number of doctors took this approach, for reasons that fall far short of
what the law and medical ethics would now understand as a legitimate
“therapeutic exception”. It may be that some doctors felt uncomfortable or

insufficiently informed to take on the role of counselling their patient through

1047 NHBT0097156_004 and NHBT0097156_005.

1048 |t is not possible to determine from NHBT0097156_004 and NHBT0097156_005 exactly how many, because
of design flaws in the lookback information forms.

1049 see WITN1988001, §14, whose doctor was sent a lookback letter in July 1995 asking them to approach the
patient with a view to counselling and testing to determine her HCV status. This witness was diagnosed in 1994,
but in any event her doctor never contacted her to inform her that she had been identified by the lookback
programme has someone who had potentially received infected blood.
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testing and a potential diagnosis. This meant that a significant number of infected
recipients may have fallen through the net, for reasons which, we submit, are not

ethical.

75. In short, lookback exercises, including the 1995 programme, were inadequate and
overly delayed, meaning infected recipients of blood transfusions were not identified,

which led to avoidable deaths and illness.

CHAPTER 3: THE ROLE OF MEDICAL PRACTITIONERS AND THE
MEDICAL SYSTEM IN THE UK

“I have trusted...the system, including the medical professionals... My mum did too. That
trust has gone and | have been left feeling totally vulnerable as a person and completely let
down. | feel particularly vulnerable because | now have to seek help from the system that

has hurt me so badly. | simply cannot trust it now.” 100

Introduction

1. The description by Professor Lord Robert Winston of the infected blood scandal as
“the worst treatment disaster in the history of the NHS” is oft quoted. Sadly, however,
the evidence to this Inquiry confirms that it remains as accurate and perspicacious a

characterisation as ever.

1050 wWITN1974001, §40.
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2.  The role played by medical practitioners®>?

in administering infectious blood, blood
components and blood products to patients is an essential element of the harm

suffered by our CPs.

3.  This initial harm, however, was thereafter compounded by treatment (or lack of
treatment) from medical practitioners, which was unethical or clinically unjustified:
when our CPs’ TTls were not diagnosed; at the point of diagnosis; and when seeking

care and treatment for their viral infections.

4.  Worryingly, evidence to the Inquiry has shown that much of this wrongdoing
continues to the present day. Therefore, as well as identifying what went wrong for
our CPs, these submissions look to the future. They invite the Inquiry to make
recommendations to improve the care and treatment available to our CPs, to alleviate
the suffering caused by their infections (with benefits for the patient population at
large). They also focus on improving patient safety at a systemic level to reduce the

risk that a similar disaster could reoccur in the future.

5.  While this chapter (and the fundamental ethical principles governing practitioners’
conduct) applies to all CPs, the role of haemophilia doctors and the UKHCDO
necessitates specific discussion given the idiosyncratic issues it raises. It is therefore
addressed in a chapter that goes into greater depth on the harm caused to our CPs
with haemophilia and bleeding disorders. In a similar vein, the first part of this chapter

focuses on blood transfusion malpractice.

6. Secondly, as is explored below, medical practitioners do not operate simply as
individuals, but exist (particularly in the NHS) in the context of many other systems
and structures that purport to govern, audit, regulate and educate them. There is
further discussion of these systemic issues (especially around blood transfusion) in the

chapters on the Role of Other NHS Bodies and the Role of the Blood Services.

1051 Generally, in this chapter, unless otherwise stated, the term “medical practitioners” is construed to include
all clinicians providing care to patients, not just doctors.
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7.  Thirdly, the submissions in this chapter set out the conclusions on the role that
Medical Practitioners have played in the harm and suffering our CPs have experienced.
It sets out “what went wrong” on a thematic level. In general, the submissions do not
draw on specific client cases, except where there are particularly egregious or
instructive examples. Instead, the full spectrum of the impact the infected blood
scandal has had on our CPs is explored in detail in the chapter on Impact, in which

there are many individual examples of the malpractice explored below.

Summary

8. In summary, the following submissions are made in relation to the Role of Medical

Practitioners:

a. The NHS is (still) in need of wholesale cultural and systemic change and this has a

serious impact on patient safety and upon the approach towards the use of blood;

b. The NHS is radically under resourced- both in terms of people and money - and

this similarly has a serious impact on patient safety;

c. Blood transfusion practice was, and to some extent still is, characterised by
unnecessary and over transfusion of blood components, a fear of innovation, and
a prioritisation of the clinical freedom of clinicians over compliance with clear
evidence-based guidelines. This was and is particularly prevalent in the field of
obstetrics and gynaecology, which is where many of our CPs received the blood

that infected them;

d. There were and are still serious shortcomings in relation to consent for blood
transfusion. More generally, there is a cultural misunderstanding among medical
practitioners of the importance and substantive requirements of informed
consent. There are particular issues around consent in obstetrics and

gynaecology, and in emergency settings;
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e. There have been serious and systemic issues in terms of making and retaining

records of blood transfusions, with significant consequences for our CPs;

f. Medical practitioners failed to diagnose our CPs’ TTls without, in many cases,
substantial delay. At the point of diagnosis, there were multiple other failings in

terms of communication and information giving;

g. Medical practitioners have failed to provide appropriate care and treatment to
our CPs, in relation to viral treatment for HCV, follow-up and monitoring care,
management of HCV as a multi-systemic disorder, psychological care and
treatment and palliative care. In some cases, there have been obstacles to

obtaining treatment altogether;

h. Some of our CPs have been subjected to research (notably the HCV Register)

without their knowledge or consent, which has serious ethical ramifications; and

i.  Our CPs with blood disorders, who are disproportionately from minoritised ethnic
groups, have suffered additional systemic and individual discrimination and
stigma, including barriers to obtaining diagnosis, adequate resourcing, and

appropriate care and treatment for their TTls.

A health system (still) in need of wholesale cultural and systemic change

9. Notwithstanding the debate between the Public Health and Administration Experts on
whether the NHS requires “cultural”, “systemic”, or “structural’ reform,%? 3
consideration of the role of medical practitioners in the infected blood scandal would
be incomplete without first addressing the context within which medical practitioners
have practised and continue to practise, and its inherent incompatibility with

achieving the best outcomes for patients.

1052 |INQY1000252, p171, 1114-25. Please see the debate between Lord Bichard and Professor Pollock.
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10. Much of the avoidable harm suffered by our CPs was not only a product of individual
clinicians’ actions, but of a system, or culture, that, ultimately, failed to put patients
first. Much of that harm stemmed from paternalistic attitudes which have not yet
been eradicated from the health system. Patients were given unnecessary “top ups”
of blood without discussion of risks. Our CPs with haemophilia and bleeding disorders
were not advised of the material risks and alternatives to factor concentrates and
other human-derived blood products; instead, they were treated in a blanket fashion
(regardless of the severity of their condition) and assumptions made about their
choices and personal values. For many of our CPs with bleeding disorders, they were
given factor concentrates when this treatment was not needed.%%3 Reports of
decades-long symptoms of hepatitis were dismissed or baselessly treated as signs of
alcoholism.1%>* Women’s complaints were often dismissed and instead put down to
the strain of various life stages (women, in many cases for clinicians, seem to have to
suffer without complaint), for example to being a “new mum”, without a link being
made to a transfusion given during childbirth.1%5° Patients who, in a vacuum of publicly
accessible information, and desperate to educate themselves on their symptoms,
researched on the internet, were labelled “neurotic” or criticised by their doctors. 1056
A misguided attachment to a notion of the “clinical freedom” of doctors took
precedence for too long over patient autonomy, individualised medical treatment

and, fundamentally, respect.

11. This Inquiry would not be the first to suggest that there are pervasive cultural
problems within the NHS. The Francis Report identified “an institutional culture which
ascribed more weight to positive information about the service than to information
capable of implying cause for concern” and a “failure to tackle challenges to the

building up of a positive culture.” The report recommended that the NHS “foster a

1053 As stated above, this malpractice is explored in the chapter on Haemophilia Doctors and the UKHCDO.

1054 please see the chapter on Impact, particularly §17-20.
1035 |pid,

1056 please see the chapter on Impact, particularly §126-129.
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common culture shared by all in the service of putting the patient first.”1%7 Those
criticisms and that recommendation remains valid and have been reinforced by the
evidence given to this Inquiry, which has had a chance to examine practice in a range

of clinical disciplines over a long period of time.

12. Indeed, the repetitive quality to the findings of the various recent inquiries and
reviews that have been tasked with investigating medical malpractice was
encapsulated by the oral evidence of Dr Melinee Kazarian, one of the Medical Ethics

Experts:

“I think there... are common themes to different healthcare failing episodes that
we've seen in different inquiries... the lack of information given to patients, the
lack of transparency, the lack of openness, the failure to actually listen to patients
and listen to their concerns, that's something that has come back in almost all

inquiries that have addressed a particular failure, a particular episode....” 1058

13. This Inquiry can equally draw the same conclusions.

14. The NHS has already been recognised as having attitudes and approaches towards
women that need to be the subject of a systemic culture change. In First Do No Harm,
the report of the Independent Medicines and Medical Devices Safety Review
(“IMMDSR”),1%° Baroness Cumberlege noted numerous reports of medical
complaints from patients being “fobbed off’ consistently by medical professionals.
She commented “... patients — almost universally women — spoke in disbelief, sadness
and anger about the manner in which they were treated by the clinicians they had
reached out to for help. The words ‘defensive’, ‘dismissive’ and ‘arrogant’ cropped up
with alarming frequency”.'°® She also noted the damage that these dismissive

attitudes caused to patient faith in those treating them. The same report records

1057Francis Report RLITO001757; We consider that his recommendations numbers 2, 12, 220 and 290 are all
relevant.

1058 |NQY1000091, p156, 1112-23.
1059 RLITO001833.
1060 First do no harm, p17.
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repeated failures to obtain informed consent. Baroness Cumberlege concluded that
“put simply, the system has not been listening as it should”. She recommended that a
Patient Safety Commissioner be recruited. This recommendation has been fulfilled
recently by the appointment of Dr Henrietta Hughes, who commenced her post on 12
September 2022. The remit of this post, however, constitutes a significant missed
opportunity, given it is limited to medicines and medical devices rather than care and

treatment more broadly.

15. That report was issued in 2020 and its recommendations were substantially accepted
by the Government in its response in 2021.1°%1 There is no reason to be confident that
this dysfunctional culture has changed or improved since that time and there is
certainly no room for complacency. The publication of the Ockenden Review into
maternity services at the Shrewsbury and Telford Hospital NHS Trust in March 2022,
once again, raised similar themes. These findings reflected earlier investigations into
maternity care in the Morecambe Bay Investigation — an independent investigation
into the management, delivery and outcomes of care provided by the maternity and
neonatal services at the University Hospitals of Morecambe Bay NHS Foundation Trust
from January 2004 to June 2013. Dr Bill Kirkup, who led that review, found that “there
were repeated failures to be honest and open with patients, relatives and others
raising concerns. The Trust was not honest and open with external bodies or the

71062

public.

16. The accounts of our CPs and of other IAP in this Inquiry regarding their recent
experiences of late and/or misdiagnosis, combined with poor communication and
follow-up, demonstrates that these systemic and cultural issues around honesty and

candour persist throughout the NHS.

1061 Government response to the Report of the Independent Medicines and Medical Devices Safety Review, 26
July 2021. Available at:
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1005847
/IMMDS Review - Government response - 220721.pdf.

1062 see §25 in report available at:
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/408480/
47487 MBI Accessible v0.1.pdf.
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17. The Inquiry should also recognise the specific and additional discrimination and
burden experienced by our CPs from minoritised ethnic groups, particularly those who
are female and for whom the discriminatory treatment described above intersects
with the discrimination they experience because they have been racialised as an
“ethnic minority”. Disproportionately worse health outcomes have been the subject
of various recent reports, including MMBRACE.1%3 The Chair is invited to consider the
experiences of all IAP from minoritised ethnic groups. While exploring the
psychosocial impact of the stigma of having a TTI within these communities has been
a focus of the Inquiry’s work in this regard, it is vital that the Inquiry considers the
impact of stigma and racially biased resource allocation, care and treatment, and
communication within the NHS and other governmental systems and structures, not

merely outside them. Professor Dame Sally Davies’ evidence on sickle cell treatment

(explored below) raised such themes.

18. None of the above exculpates individual clinicians entirely. It is at the core of medical
ethics that doctors, as individuals, are required to act ethically. Those actions are
discussed in detail below. It would be unreal and unhelpful, however, to deny that
clinicians work within systems and cultures, and that these can fundamentally

influence how individuals behave.

A health system radically under resourced

19. The NHS can only function properly where it is adequately funded and resourced. The
malpractice that is the subject of the submissions in this chapter arose, at least in part,

due to a lack of proper resources and funding in the NHS.

20. ltis trite to say that a consent process, and effective, personalised communication of

risk, is only as good as the time available to conduct it, and doctors who are

1063 https://www.npeu.ox.ac.uk/assets/downloads/mbrrace-uk/reports/maternal-report-2022/MBRRACE-

UK Maternal Report 2022 - Lay Summary v10.pdf and https://www.gov.uk/government/news/new-
taskforce-to-level-up-maternity-care-and-tackle-disparities ?msclkid=ce3c98f6a5del 1ec9733c0bal72e1260
etc.
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perpetually “firefighting” may not have the space in their schedule to do the vital work

to keep up to date with guidelines and research.

21. This important barrier to the delivery of effective patient care and was emphasised by
those who gave expert evidence to the Inquiry — including most notably the Public

Health and Administration Expert Group and the Medical Ethics Expert Group.

22. “On the ground” Professor Philip Steer, a distinguished obstetrician who ran a central
London maternity service and taught many junior doctors, gave oral evidence of how
a lack of funding impacted the training of junior and senior staff, meaning that they
are not up to date with the latest guidelines and clinical practice. He referred to his
own attempts at developing training programmes for junior doctors in his Trust being
curtailed because of resources.'%®* As a result, charities were obliged to plug this vital
education gap. Baby Lifeline, for example, he said, “raises millions of pounds a year to
do training for obstetricians and midwives. So they are a substantial part of the
training effort.” He summed up the perversity of this situation when he said: “I have
always thought it odd -- | mean, if you went to an airport and you saw a pilot shaking
a collecting box and you said, ‘What are you collecting for?” and he said, ‘It is a charity
for pilot training’, you might be slightly surprised. And yet a lot of the training in
maternity in the UK is still done on a charitable basis. | personally felt that is not

adequate.” 1065

23. The “catch 22" of a lack of funding was captured by Professor Bobbi Farsides, who
referred to an “unreasonable” system that “has been denuded of finances or where
attention hasn’t been paid to organisational, systemic issues”, which inevitably leads
to things going wrong and patients being put at risk. Professor Julian Savulescu
referred to “radical underinvestment in the NHS... [as] a significant part of the

problem”, suggested that doctors were still “operating in a system that isn't fit for

1064 |NQY1000186, pp80-81.
1065 INQY1000186p90, 1110-17.
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purpose” and urged the Inquiry to “take a courageous step and encourage politicians

to invest properly in their healthcare system”.10%®

24. As well as the level of resource available, the way resources are allocated and planned
in the NHS is also problematic. Professor Charles Vincent highlighted the flawed logic
of the annual financial cycle of the NHS; making it a “nightmare to get anything
done” 197 We set out issues concerning planning and the cycle of the NHS funding in

the Government chapter which reflects similar concerns.108

25. We strongly endorse these views, and respectfully submit that any recommendations
made by the Chair will be ineffective if they are not supported by proper funding and
investment. Any such investment should be actively cognisant of existing health
disparities and ensure that any possible bias in the investment in or delivery of NHS
services is actively eliminated. The Inquiry has identified at various junctures the gaps
in quantitative and qualitative evidence regarding racial discrimination and its impact

on |AP.

26. What is required is radical reform, both in terms of the amount of funding and the

self-defeating short-termism in the NHS’s annual financial planning cycle.

Blood transfusion practice

27. We set out in this chapter the ways in which medical practitioners’ actions have led to
avoidable harm and suffering on the part of our CPs. An essential element of this harm
is, undoubtedly, the transfusion (or transfusions) that transmitted their infection(s) in

the first place.

28. The evidence to the Inquiry from practitioners across the field of medicine

demonstrates that blood transfusion clinical practice in the Relevant Period was

1066 For Professors Farsides and Savulescu’s comments, see INQY1000091, pp190-194.

1067 INQY1000252, p15, 14-6. For a pertinent example of this, please see discussion in the chapter on the Role
of Other NHS Bodies on the introduction of DAAs.

1068 gee Government chapter.
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characterised by the administering of clinically unjustified blood transfusions. Blood
was both over-transfused, in these sense that more units were given to patients than
were necessary; and unnecessarily transfused, in the sense that blood transfusions
were given to a patient when it was either clinically inappropriate in the circumstances
and/or where a less restrictive alternative (such as some kind of iron treatment or
rest) would have achieved the desired outcome.l%® For practitioners across the

clinical spectrum, their propensity to transfuse was reckless and widespread.

29. Indeed, this is not merely a historical phenomenon. A recent 2021 NHS Blood and
Transplant (“NHSBT”) audit of four important NICE Quality Standards (on iron
supplementation, tranexamic acid, appropriate haemoglobin levels indicating
transfusion, and consent) found widespread non-compliance.’970 |t is logical to infer
that many transfusions in the present day are unnecessarily given and avoidable and

that these practices continue.

30. The evidence from medical practitioners on this phenomenon is borne out by the CP
evidence, and indeed by evidence to the Inquiry from IAP more generally. Counsel to
the Inquiry’s (“CTIs”) presentation on the experiences of infected persons receiving

1071

blood transfusions®’/* was entirely consistent with our CPs’ experiences.

31. The logical conclusion is that a significant proportion of our CPs’ infections were
avoidable. This does not follow simply in cases where blood transfusion was clinically
unjustified per se. It follows because evidence to this Inquiry shows that over-
transfusion was the norm, yet each additional unit of blood came with a greater risk
that a patient would contract an infectious disease. That a CP required a transfusion
does not mean their infection was inevitable. To the contrary, when it came to risk,

every unit mattered.

1069 The question of clinical appropriateness in this section is treated as something distinct to the issue of
whether a patient gave informed consent, which is dealt with in the following section. It is our submission that
if patients were given the chance to give their informed consent to treatment, even more of our CPs’ infections
would have been avoided.

1070 RLITO001824_004. Please see also the oral evidence of Professor lan Roberts, INQY1000259, pp82-86.
1071 1NQY0000327.
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What should medical practitioners have known about the risks of

blood?

32. To support our submission that many of our CPs’ transfusions were clinically
unjustified, it is necessary first to address the question of what medical practitioners

knew, or reasonably should have known, about the risks of blood transfusion.

33. First, it has always been a very clear and established principle of transfusion medicine
that a transfusion of whole blood or blood components should never be given without
a definite indication, because of the associated risks for the patient. Dr George Galea

pithily described this principle as “the safest blood is the blood that is not given”.1°7?

Such principles were enunciated as early as the 1958 edition of Notes on

Transfusion 1973

34, If Dr Galea’s principle — the lynchpin of blood transfusion clinical practice — had been

adhered to by medical practitioners, many individuals may not have been infected.

35. Second, the risk of serum hepatitis, and later non-A non-B hepatitis/HCV from
transfusions was explicitly set out for clinicians in multiple important transfusion

guidance and textbook documents from the early 1960s onwards.1%74

36. The risk of serum hepatitis from transfusion was well known from the WW!I|/post-war
period. Following the implementation of testing for HBV in the early 1970s, there is
ample evidence before the Inquiry that it was known that a form of hepatitis was,
nonetheless, being transmitted. This hepatitis, as a result termed non-A non-B
hepatitis, may have been responsible for a significant proportion of what was

previously understood to be “serum hepatitis”. Crucially, it was known from the mid-

1072 INQY1000168, p25, 1111-12.

1073 WCAS0000008.

1074 o example, Dr Discombe’s Textbook, Blood Transfusion, 2" edition from 1960, RCSEQ000002;

Mollison's Blood Transfusion, fourth edition published in 1967, RLITO001570; Blood Transfusion - A Guide to the
Formation and Operation of a Transfusion Service, edited by Bowley, CC et al on behalf of the WHO, the
International Society of Blood Transfusion and the League of Red Cross Societies, 1971, PRSE0002035; 1973
edition of Notes on Transfusion, HCDO0000861 (and subsequent editions of Notes on Transfusion/the Handbook
of Transfusion).
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1970s, and certainly by the end of the 1970s, that, while non-A non-B hepatitis may
be associated with less severe acute illness than HBV, its long-term prognosis could be

similar with patients developing chronic hepatitis and cirrhosis.107>

37. Third, from the early to mid-1960s, key guidance and practitioner texts were already
warning clinicians against the use of peri-operative transfusions, including to correct
“anaemia”. They were warned to consider whether other effective and safe
treatment, such as pre-medication with iron, or no treatment at all may have been
appropriate.’®’® It is not repeated here, but as CTl's presentation to the Inquiry
demonstrated, such guidance was only reiterated and strengthened with further

clinical evidence and advice throughout the 1970s, 80s and 90s.1°77

38. Notwithstanding this wealth of evidence-based guidance, it is striking that the
significant majority of doctors that gave evidence to the Inquiry regarding blood
transfusion practice'®’® did not appear to have had adequate knowledge about non-A
non-B hepatitis, later HCV, until the mid to late 1980s. Some did not know about this
form of hepatitis until even later. Crucially, these practitioners were not aware that
non-A non-B hepatitis/HCV was a chronic condition with serious consequences and
could progress to cirrhosis and hepatocellular carcinoma (“HCC”). The point at which
they gained knowledge appears to have coincided with the identification of the
virological agent responsible for non-A non-B hepatitis and the subsequent
development of testing technology — far too late. A conspicuous example was Dr

Dafydd Thomas, who said the first time he became aware of HCV was in “about

1075 we do not repeat CTl's Knowledge of Risk of Infection Chronology (INQY0O000006), but rely on it, in
particular: article entitled 'Long-incubation post-transfusion hepatitis without serological evidence of exposure
to hepatitis-B virus' by Prince et al, published in The Lancet on the 3 August 1974, PRSEQ001431; letter from Dr
J. Garrott Allen, Stanford University, to Dr Maycock, BPL, 06/01/1975, CBLAO000249; and a report in The Lancet
in September of 1978 by Professor Preston, Dr Underwood, Dr Mitchell and others looking at the position of
chronic liver disease in haemophiliacs, PRSEQ003622.

1076 see Notes on Transfusion 1963 update, JPAC0000162_021; Dr Discombe’s Textbook, Blood Transfusion, 2™
edition from 1960, RCSE0000002; Article published by Dr Jean Grant, director of the Oxford Regional Transfusion
Centre, published in The Practitioner in August 1965, PRSE0003897.

1077 INQY0000328.

1078 A trend that was also reflected generally among haemophilia doctors.
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1990”197° from a Panorama documentary - a news programme designed for a lay
population - notwithstanding that he had undergone anaesthesia training (a clinical
role with notable responsibility for transfusions) throughout the 1980s and became a
consultant in 1989. Similarly, Ms Emma Prescott, who qualified as a registered general

nurse in 1988 does not recall being taught anything about viral hepatitis.°%

39. There can be no doubt from the totality of this evidence that there was a huge
education systems failure in the NHS in relation to BBVs in the 1970s and 80s,
especially with regards to non-A non-B hepatitis. This may have been caused by what
former CMO, Sir Liam Donaldson, referred to in his 2002 report, Getting Ahead of the
Curve, as “post war optimism that [the] conquest [of infectious diseases] was near”; a
mindset that he rightly identified, “proved dramatically unfounded”1°8!, which was
echoed wholeheartedly by the Public Health and Administration Expert Group. This

systems failure will be addressed in the chapter on the Role of Other NHS Bodies.

40. However, this educational lacuna cannot be a complete answer when assessing the
role medical practitioners played in the infected blood scandal. As the Medical Ethics
Expert Group Report makes clear, it is a fundamental principle of medical ethics that
“clinicians are required to act on sufficient information”. Clinicians are required to
keep abreast of developments, with current guidance from the General Medical
Council (“GMC”) requiring doctors to be competent in all aspects of work and to “keep
your professional knowledge and skills up to date”. As a matter of law, it was
established as early as 1950 (see Whiteford v Hunter (1950) 94 Solicitor’s Journal 758,
HL) that, although a practitioner is not expected to know of every published research
paper in their field, they may be found negligent if they have not followed general and

approved current practice.08?

1079 INQY1000188, p79, 1110-16.
1080 INQY 1000189, p88, 116-8.
1081 RLITO001745_0009.
1082 INQY0000241, p46.
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41. The risks of BBVs, including non-A non-B hepatitis, were known and were the subject
of guidance in the Relevant Period. For practitioners for whom transfusion was a
significant part of their role, knowledge of these risks was necessary to ensure that
they were acting on sufficient, up to date knowledge. A failure to do so was, we

submit, unethical.

Blood transfusion sub-issues

Blood top ups and the “two not one” policy

42. Arguably the most significant of failures in relation to blood transfusion was the
practice of giving “top ups” of blood to patients — namely a transfusion with the goal
of making a patient recover quicker (whether pre-, peri- or post-operatively) and often
based on a misguided notion of what constituted “anaemia” %83 This was linked to the
practice of giving “two not one” units of blood — a perverse practice based on the belief
that “if you are going to give any blood, you might as well give two units rather than

7”7

one”.

43. In both cases, these are clear examples of either altogether unnecessary or over
transfusion of blood and an approach that subjected patients to unnecessary risk.
These practices were especially common in the obstetrics and gynaecology context

(discussed in further detail below), meaning that a disproportionate number of our

infected CPs are women.

44. The ubiquity of these practices was reflected in the near universal reference to them

by practitioners in their written and oral evidence to the Inquiry.

a. Dr Thomas said that in the early 1990s “top ups” and “two not one” transfusions

III

were still “undoubtedly...occurring quite a lot.”198* His experience was that there

was an ongoing issue in the Cardiac ITU with the giving of “top up” transfusions.

1083 professor Steer INQY1000186, and INQYO000328 - Presentation by CTI about the guidance available to
clinicians regarding the use of blood transfusions.
1084 INQY1000188, p111, 1117-25.
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He described this as a reluctance in this field of medicine, to have their “safety

blanket” removed.108

b. Dr David Bogod, who practised as an obstetric anaesthetist, caveated his initial
evidence that he could not recall a single patient to whom he gave a transfusion
that he would not now transfuse, by saying, “/ would perhaps not have transfused
as many units of blood and | have said that perhaps in the postpartum period, in
the very rare occasions when | was involved in transfusing patients postpartum, |

might have decided not to transfuse a patient rather than to transfuse them”.

c. Drlonathan Wallis, from his perspective as a Consultant Haematologist, explained
how the “two not one” mantra became a substitute for patient-specific clinical

judgment;1086

“There was a general belief among many clinicians, not, possibly,
haematologists, that if you are going to give any blood, you might as well give
two. And there was no real logic to that. Subsequently some people changed
dramatically and said, ‘We should never give more than one unit at a time
without re-checking’. | think both of those positions are not really tenable.
And the important thing is to give the blood that you think is going to be

required to achieve the benefit that you think is necessary.” %87

d. The illogicality of this mantra was encapsulated by Dr Thomas:

“...if you are going to try and restrict transfusion to a transfusion trigger or a
target of 90g, then it would be valid to give a one-unit transfusion in that
situation because it gets you over the line, over the 90. You don't need to give

two, because the inherent risks of giving two units are double the risk of giving

1085 INQY1000188, pp108-110.
1086 This was also corroborated by the evidence of Dr Bogod, INQY1000186, p128, 1110-19.
1087 INQY1000187, p68, i6-15.
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one. And if you have set a target of 90 and one unit will take you over 90, then

there is a justification for a one-unit transfusion.” 1088

e. The practices of “top ups” and “two not one” transfusions are examples of
malpractice that took hold culturally among clinicians. They took precedence over
guidance-driven, evidence-based medicine. They were perverse policies, whose
logic does not withstand scrutiny. They meant that patients were subjected to
unnecessary viral risk, where they should never have been given a transfusion at

all, or where only one unit was clinically necessary for their recovery.

f. It should be of grave concern to the Inquiry that Professor Mark Bellamy gave
evidence of modern-day malpractice in relation to blood transfusion and “top
ups”: “Dr X will wander in to see his patient who has been admitted to critical care
and sneakily prescribe two units of blood to bring them back up to 113, completely
unnecessarily, but he thinks he’s a doing the right thing because he’s correcting
the numbers, not based necessarily on evidence” 1% He suggests that there needs
to be a “lightbulb moment” — for example a pivotal study — to create cultural
change around such practices. We submit, however, that the evidence on safe
transfusion is plentiful and has been since the Relevant Period. This Inquiry’s
report, including its recommendations, must act as a “lightbulb moment” for
practitioners in this field and precipitate the cultural change that is so urgently

required.
Obstetrics and gynaecology

44. More of our CPs were infected in the obstetric and gynaecological context than any
other single field of medicine (60 of the primary infected CPs).19%° |t therefore merits

specific emphasis. There are various examples of women being given transfusions for

1088 INQY1000188, p111, 112-11.
1089 INQY1000263, pp160-165.

1090 please see the chapter on Impact, particularly Annex 6.
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anaemia associated with pregnancy or childbirth and also in emergency

circumstances, such as obstetric haemorrhage.

45, Of course, childbirth and other obstetric/gynaecological events are likely to be
associated with a risk of blood loss and associated blood transfusion. In our
submission, however, the disproportionate number of CPs who were infected this way
does not simply reflect that heightened risk but intersects with gender discrimination
against female patients, both in relation to the initial transfusion and subsequent care
and treatment. Such cases are often associated with a disproportionately long period

before diagnosis and misdiagnoses of HCV-related symptoms (discussed below).1091

46. The practices of “topping up” and “two rather than one” appear to have been as —or

more - prevalent in obstetrics and gynaecology.

47. Inthe case of peri-partum women in particular, a driving force of this malpractice was
a phenomenon that Professor Steer discussed extensively in his evidencel®®? of
widespread misunderstanding among obstetrics and gynaecology practitioners (a
misunderstanding that persisted until he retired) that the standard medical threshold
for “anaemia” needed to be adjusted for pregnant women. He provided detailed
evidence and studies which showed that women in pregnancy have lower levels of red
blood cells but that these studies have not been translated to “on the ground
practice”. Even though his evidence was that it was unlikely that this would have led
to unnecessary transfusion, we submit that a number of our clients received
transfusions in this context for anaemia and it is reasonable to infer that this
widespread misunderstanding was to blame.

48. Moreover, Professor Steer referred to the common, but unscientific, practice of
“topping up” postpartum patients, to “pep them up” temporarily; often with the aim

of aiding breast feeding or precipitating hospital discharge.0%

1091 we invite the Inquiry to consider the additional intersection with discrimination on the grounds of race for
male and female IP.

1092 professor Steer, INQY1000186, Professor Steer written statement, WITN6977001, in particular pp5-8.
1093 INQY1000186, pp25-26.
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III

49. Moreover, his evidence was that the illogical “two not one” practice was prevalent in

obstetrics/gynaecology as in medicine more widely.10%*

50. Professor Steer’s evidence correlates with the experiences of our CPs with remarkable
exactitude. There are some striking examples of inappropriate blood transfusion in

the obstetrics/gynaecology context:

a. W2043 (WITN2043001) — was given a blood transfusion in 1989 at the Queen

Elizabeth Hospital, Gateshead for anaemia after the birth of her fourth child.

b, W1913 (WITN1913001) — was given a blood transfusion for anaemia after labour
on 4 February 1980 at St David’s Hospital in Bangor — she was informed she was

a “bit anaemic” and would be “bouncing” after a blood transfusion.

c.  W2009 (WITN2009001) — was given a blood transfusion postpartum {but was not
anaemic at the time) on 15 June 1981 in Peterborough Hospital. She recalls being
told that she would be getting a bit of blood to help her recover and to prevent
her from feeling tired and becoming anaemic. Her GP said six weeks later that she
would likely have been able to recover without the transfusion of blood. She does
not recall any alternative options for recovery, including the option of no

treatment at all, being explained to her.

d. W2059 (WITN2059001) — was given a blood transfusion on 14 June 1984 at
Northern General Hospital in Sheffield. Blood was given after stitches burst the
day after the operation. Although their blood pressure had dropped, it is not clear
that there was a clear clinical case for a transfusion and that alternatives were not

appropriate.

e. WO0394 (WITN0394001) — was given a blood transfusion several days after birth in
October 1984 at Blackpool Victoria Hospital. It is unclear whether the transfusion

was required.

1094 INQY1000186, p32, 114-8
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f.  W1910 (WITN1910001) - was given two transfusions for anaemia following the
birth of her son on 10 and 11 May 1985 at the Dryburn Hospital. Her notes record
that haemoglobin levels were 9.1 gm/dL and that 2 units of blood were
transfused. Professor Steer’s evidence would suggest that these levels may not

have been sufficiently low for a blood transfusion to be required.

g. W1921 (WITN1921001) — was given a blood transfusion for prenatal anaemia on
23 May 1986 at Wordsley Hospital, Stourbridge. Her evidence is that she was told
she had to have the transfusion because the doctor had said so, and that she was
a young mother and so did not question the medical advice given. She recalls that

a nurse took a very sharp tone with her.

h. W1896 (WITN1896001) — was given a blood transfusion for postpartum anaemia
on 30 January 1978 at St Mary’s Maternity Hospital, Rugby. Her evidence is that
she was offered two units of blood or iron tablets for six months. A midwife
advised her that it was better to stay overnight and have the transfusions. Her
haemoglobin levels were 8.9 gm/dL. She was not offered any information about

the risks of blood transfusion.

51. Professor Steer suggested that these misguided practices persist even in
contemporary blood transfusion medicine.’%®> This was demonstrated by his 2017
research, "Retrospective surveys of obstetric red cell transfusion practice in the UK and

USA". This research concludes that:

"Current transfusion practice deviates from evidence-based guidelines. Either by
default or longstanding tradition, more women receive two rather than one unit

despite similar [estimated blood loss]."

"Despite evidence demonstrating the clinical benefit of a restrictive transfusion

policy in most settings, current transfusion practice in maternity care continues to

1095 INQY1000186, pp30-31.
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deviate from recommended guidelines both in the two UK centres and in the US
centre studied. However, the unfounded belief that 'two units is better than one'

is not unique to obstetrics." 10%°

52. Professor Steer described a recent conference he had attended where colleagues in
the field clung to the notion of “two not one”, even where evidence clearly did not

support it; something that perplexed him:

“...it would almost need a psychologist to work out why they are not convinced by
the data. It's something which, as an academic, | have always been intrigued by,
why clinical practice sometimes seems at odds with what the scientific evidence

suggests to me is appropriate.”1997
53. We invite the Inquiry to conclude that:

a. Not only did inappropriate transfusion occur disproportionately in the

obstetrics/gynaecology context, and thus to women; but that,

b. Doctors are still operating in a culture characterised by inappropriate “clinical
freedom” to practise in an idiosyncratic way, dependent on their own biases and

preferences, even where such practices are contradicted by clinical evidence.

54. These ongoing systemic and cultural issues should be of real concern to the Inquiry.
Given that obstetrics and gynaecology are likely to be the most frequent place where
women under the age of 50 encounter hospital or specialist care, it is particularly
important to recognise the disproportionate impact transfusion transmitted
infections have had on women in this context and the absence of consideration or

focus upon this to date. (Please see also the submissions on “clinical freedom” more

generally below and suggested recommendations).

1096 WITN6977008.
1097 INQY1000186, pp30-31.
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A paradox: an increase in transfusions as more is known about non-

A non-B hepatitis/HCV

55. Another theme from our CPs’ evidence is that the “apex” of infectious blood
transfusions was 1981-1985, with large but growing numbers in the five-ten years
before, and large but declining numbers in the five-ten years following.1%%® This may
demonstrate that despite there being knowledge of hon-A non-B hepatitis, there was
an increase in infection-causing transfusions at a point in time where the risks of non-
A non-B hepatitis hepatitis/HCV were increasingly known. This may not reflect actual
infection, as the Statistics Expert Group identified it is simply impossible to know how
many infections may or may not have occurred, and of course this is a sample of those
transfused who would be young and healthy and so more likely to have survived to be
able to become our CPs to this Inquiry. Similarly, those transfused before 1980 may
not have had non-A non-B hepatitis diagnosed and/or not been aware of the link

between transfusion and their liver dysfunction (and sadly may have died).

56. We consider that there was a particular ethical imperative as more was known about
non-A non-B hepatitis/HCV, and testing technology was on the horizon, for
practitioners to consider whether transfusion could be avoided. At the very least, it
created a heightened duty to explain the risks, and, when testing was envisaged in the
near future, to offer a patient the chance to postpone elective surgery. There is no
evidence from our CPs that this occurred. To the contrary, Professor Steer could not

recall any advice or information being given to patients on this issue,0%°

A fear of innovation

57. The evidence to the Inquiry also shows a reluctance on the part of medical
practitioners to use innovative methods that would have reduced the risks of blood

transfusions and, therefore, led to fewer infections. Such technologies include using

1098 please see the chapter on Impact and Annex 6.
1099 INQY1000186, pp94-95.
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1100 cell salvage, pre-deposited

red cell concentrates rather than whole blood,
autologous blood,! or tranexamic acid in surgery (a medication that Professor lan
Roberts described as widely misunderstood and underused, notwithstanding a
sighificant body of evidence and guidelines supporting it).11°?2 Dr Thomas presented
evidence of autologous transfusion’s superior safety record in terms of TTls.11% Only
Dr Thomas spoke of this as routine in parts of his practice from 1989 onwards. But he

described it as an “uphill struggle to convince people” of the innovation.1%*

An emerging theme: clinical freedom over evidence

58. The areas of malpractice above are arguably united by a common overarching theme
—the ignorance of evidence, and the reliance on “what has always been done” without
oversight of practices by managers or hospitals. Patient interests were subsidiary to
the rights of doctors to do what they thought was best, even if it did not actually reflect

what was best, or even clinically appropriate.

59. There have also been systemic failings to educate doctors, to disseminate guidance
and to impose proper systems to ensure that blood and blood products were not over
or unnecessarily transfused/administered and that blood use was properly audited.
These failings are attributable to other governmental, NHS (or professional bodies)

and the NBTS and are discussed in other chapters.

60. However, even in the face of effective initiatives, almost all clinician witnesses
discussed a reluctance on the part of their colleagues to change their practice and a
resistance to better blood management. This cannot be solely attributed to a lack of
education but is reflective of a more pernicious culture in the NHS; a resistance to

change, even in the face of established scientific evidence that has been translated

1100 A paper by Professor Cash noted, “our clinical colleagues have on occasion been somewhat reluctant to use
this product": PRSEQ002637.
1101 Although it should be recognised that studies in autologous blood usage show that it was not widely taken
up (link to the blood services evidence about this).
1102 INQY1000259. His evidence as a whole.
1103 WITN6973006.
1104 INQY1000188, p93, 119.
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into digestible and accessible guidance. While it may be supportable to depart from
guidelines where there is a valid clinical justification and it is in an individual patient’s
best interests (the use of tranexamic acid where clinically appropriate and outside the
terms of its licence being one of them), it is not appropriate that a culture remains of
doctors continuing to operate based on their own whims and biases (often passed
down from doctor to doctor in entrenched hierarchies), even in the face of evidence

to the contrary.

61. Former CMO and sickle cell expert, Professor Dame Sally Davies, described the

problem as follows:

“But the big problem is not dissemination: you can email it, you can post it, you

can put it on the wall, but how do you change the hearts and minds so people do

things differently? And it is extraordinarily difficult.”11%> (emphasis added)

Professor Dame Sally Davies therefore suggested that there should be proper research
into how you initiate behavioural cultural change in organisations such as the NHS.
She proposed a three-pronged approach: to enhance the effect of “good practice”
standards with the weight of the law; to ensure adequate, high-quality training; and
to incentivise practitioners with empirical evidence, demonstrating how changed

practice benefits their patients.

Recommendation 1: Research regarding behavioural and cultural change in the NHS

a. Thelnquiry should recommend research is conducted on how to initiate cultural change

1106

in the NHS with regards to compliance with guidelines.

1105 INQY1000189, p63, 1116-25.

1106 There is significant overlap with this recommendation and our recommendation in the chapter on the Role
of Other NHS Bodies on creating a national guidance repository, which we hope will in and of itself create cultural
change. However, the Chair may consider that it is worth making a separate recommendation on research into
cultural change, given the widespread non-compliance with critical evidence-based guidelines demonstrated by
evidence to this Inquiry.
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Consent

62. Equal in significance to the issue of clinically unjustified blood transfusions is the
apparent universal failure of medical practitioners, throughout the Relevant Period,

to provide patients with adequate information about the risks of receiving blood.

63. Information is the cornerstone of consent; consent is the cornerstone of patient
autonomy; and patient autonomy is the cornerstone of medical ethics. Its importance

cannot be overstated.

64. Failure to provide information is not just a matter of form but has real life practical
consequences. As many of our CPs state clearly in their evidence, if the known risks of
BBVs had been explained to them before receiving blood (in accordance with the
knowledge of risk and guidance set out above), they may well have refused a
transfusion or decided not to proceed with the primary procedure. For those CPs for
whom a transfusion was unavoidable or lifesaving, receiving information about TTls
would have allowed them to self-monitor for symptoms, make lifestyle changes (such
as minimising alcohol intake), or seek medical assistance or attention at an earlier
stage. It may also have helped patients whose symptoms were dismissed (on which

see further below, particularly in relation to GPs), by arming them with the knowledge

that transmission of viruses was a proven risk of transfusion, empowering them to

self-advocate and ask for a specific test.

65. The “open futures” of our CPs were taken from them by choices wrongly made on their
behalf by medical practitioners. A decision by a doctor that it would be better for a
new mother to receive a transfusion so she could breast-feed her baby may have had
devastating consequences for her future, when she could not be the energetic mother,
or grandmother, that she wished to be because of the effects of her hepatitis. By not
warning patients about the risks and symptoms of viruses to look out for, our CPs were
denied the chance to mitigate that harm, or manage their illness more effectively, or

with greater dignity.
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66. The sad but incontrovertible truth is that the failure to give patients information peri-
operatively on the risks of transfusion caused avoidable deaths and avoidable
morbidity. The ripple effect of this suffering on everyone affected is explored in the

chapter on Impact.
The ethical basis for consent and information-giving

67. CTl's presentations to the Inquiry on the development of guidance to clinicians on
blood transfusion practice and medical ethics showed, undoubtedly, a progression
throughout the second half of the 20™ century in terms of how strongly and clearly

medical ethical principles were articulated, particularly in relation to patient consent.

68. However, a requirement for “mutual respect” — that is a model based on shared
decision-making rather than paternalism — has been a constant in medical ethics
throughout the Relevant Period. While the articulation of this principle may have
developed, it was set out in one form or another in ethical guidance from at least the

1970s onwards.1107

69. Moreover, the Medical Ethics Expert Group gave cogent evidence that there is a
fundamental ethical imperative to explain materially significant risks, and that the
discussion of risk, including viral infection, should have formed part of a consent

discussion and process for a blood transfusion, wherever possible.

70. Linked to that fundamental ethical imperative to inform, the experts identified various
principles and components of ethical behaviour, which the Inquiry should strongly

endorse:

a. Provision of information to patients is intrinsic to autonomy, and therefore

informed consent. This is because, without information a patient is denied a real

choice.1108

1107 INQY1000121, p49-50.
1108 INQY1000090, pp112-113.
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b. Ethics requires doctors to be able to identify what principles and values a patient
holds, to weigh them into decision making about what treatment is appropriate
for that individual patient in a reasoned and rational way. Those values, for
example whether a patient prioritises longevity over quality of life, are uniquely

known to the patient so the doctor must explore what values are at play.1%®

c. Patients should be told about “common risks, even of minor events, and
uncommon risks of major events, and thirdly, of things which would be of
particular value to them that don't fall into one of those two categories”. In the
same vein as above, ascertaining what is of value to patients, and thus what is a

material risk for them subjectively, involves reasonable enquiry.1%°

d. Arrisk of a blood borne infection, which may be life-limiting or fatal, we submit,

falls into one or another of those categories above.

e. Informed consent also necessitates the provision of information about reasonable
alternatives to the treatment recommended by the doctor. A “meaningful
choice”, however, also requires a doctor to make clear that an alternative to
treatment is “no treatment”, and that the patient has the freedom to decline any

form of medical intervention.111

f. By withholding information and denying the patient the chance to consent to
treatment on an informed basis, namely make a meaningful choice, a doctor may
be taking from the patient what is known as their “open future”. This is linked to
a failure to consider the patient’s subjective values and desires, discussed

above. 1112

71. Although the position of the Medical Ethics Expert Group is that the principles set out

above are objective, fundamental ethical principles, which govern how a doctor

1109 INQY1000090, pp17-18.
1110 |NQY1000090, pp195-196.
1111 |INQY 1000090, p205, 117-18. This has particular application for our CPs with mild and moderate bleeding
disorders, discussed in further detail in the chapter on Haemophilia Doctors and the UKHCDO.
1112 piscussed in particular by Professors Kerridge and Farsides: INQY1000090, pp61-62, 111-21.
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should behave, it is noted that guidance from as early as 19531113 3lso advised doctors
to carefully explain the risks of treatment and “what may ensue” in non-technical
language to obtain consent. CTI's presentation on ethical guidance is not repeated
but is relied upon and sets out many other examples of relevant guidance on consent

for practitioners.'14

CPs’ experiences of blood transfusion and consent

72. The evidence shows overwhelmingly that the risks of BBV transmission, particularly
viral hepatitis, were not clearly explained to patients — pre- or post-operatively — in

the Relevant Period.

73. This is consistent with the Royal College of Physicians’ "National Audit of the Clinical
Blood Transfusion Process", dated January 1998 which found that “no hospitals
required informed consent for blood transfusion”.1**> Further analysis of our CPs’

evidence demonstrates the following themes: 1116

a. Almost none of our CPs were given any explanation of the risks and benefits of

transfusion, as well as any clinically appropriate alternatives.

b. Where applicable, while some of our CPs consented, on the face of it, to a primary
procedure, it is rare that information about blood transfusion as a distinct

element of the treatment was explained to them and consent sought for it.

c. Some CPs recall signing a consent form, but there is no suggestion in our CPs’
evidence that signing such a form led to a greater or any understanding of the
risks of transfusion. For example, one CP, W2701 (WITN2701001), believed that

the consent form he sighed may have been a “waiver”.

1113 MOJUOO00001_013. Praised by the Medical Ethics Expert Group as broadly consist with the contemporary
legal concept of informed consent and a “pretty good” reflection of what is required ethically: INQY1000090,
p126, 118-24.

1114 1N QY0000249.
1115 NHBT0042247.
1116 Wwhich, we note, were very consistent with the broader IAP evidence as set out in INQY0000327 -

Presentation by Counsel to the Inquiry on blood transfusion on the perspectives of infected individuals and their
families.
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d. As well as failure to obtain informed consent, there are some rarer but
nonetheless significant examples of patients being proactively or negligently
misled into treatment, by being told that blood was safe or infection-free. For

example:

i.  W1987 (WITN1987001) — recalls asking if blood was safe and being told that

it had been treated with “gamma rays”.

iil. W1934 (WITN1934001) — was given two units of blood on 26 November 1985
at Staincliffe Hospital, Dewsbury, for a haemorrhage during labour. She
expressly recalls trying to refuse a blood transfusion because she was afraid
of contracting HIV, but that doctors “badgered” her into it and told her that
her fears were “groundless”. A junior doctor later misled her into believing

that the blood may have been heat treated.'1?”

iii. W1885 (WITN1885001) - was told that the blood he received was 100% safe,
there was “no chance” it could be contaminated, and that the doctor was so

sure of this that he would have “given it to his 7-year-old daughter.” 1118

iv. In terms of post-operative information, we cannot identify any CPs
represented by Leigh Day who were given post-operative information about
the risks of viral (particularly non-A non-B hepatitis/HCV) infection caused by
transfusion, including signs and symptoms to watch out for. Indeed, many
were unaware that they had been given a blood transfusion at all. This is the
case particularly where blood transfusion was given when the patient was

unconscious.

74. Clearly, therefore, the ethical principles identified by the Medical Ethics Expert Group,
and in contemporary guidance, were widely contravened and ignored by medical
practitioners. This was indeed the overwhelming evidence of all clinicians who gave

evidence on blood transfusion policy and practice.

1117 The Chair will recall that he raised this as a particularly egregious example on INQY1000185, p60-61, 1125-5.
1118 WITN 1885001 §6.
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75. Dr Bogod gave particularly instructive evidence, as an anaesthetist with the primary
responsibility to transfuse, on the issues of consent around a transfusion. In summary,

his evidence was:

a. |If there was a discussion pre-operatively, he did not normally mention a risk of
transmission of disease (i) because “the risk of transmission was very low” and (ii)
it would not be viable to get a patient to consent to every “drug” or treatment

(blood) that they might receive under anaesthesia.111?

b. Interms of the significance of HCV risk and the assessment he made, his evidence
was that, “Maybe because of the long-term nature of this complication, but it's
not something that was forefront in my mind and, | suspect, in the minds of other

21120

anaesthetists either , which demonstrates a paternalistic approach, and also

one based on a clinically incorrect judgment of the risks of non-A non-B/HCV.

Qi

c. In a conscious but “urgent” situation, a patient would be told, “‘you are losing a
lot of blood and we are going to have to give you a blood transfusion’ and | think

that would be about it.”11%!

d. He did not and does not know if another doctor followed up with them post-
operatively and told them that they had had a transfusion; indeed (in our
submission, worryingly) this had only occurred to him since participating in the

Inquiry.11??

e. Similarly, he does not know if a patient given a transfusion when unconscious

under general anaesthetic would have been “appropriately informed” 1123

76. Professor Steer’s evidence was that a blood transfusion would not involve a discussion

of risks, including viral hepatitis, unless perhaps a woman appeared nervous, worried,

1119 INQY 1000186, pp141-142.
1120 INQY1000186, p142, 114-7.
1121 |NQY1000186, p138, 1118-23.
1122 1NQY1000186, p139, 115-14.
1123 INQY1000186, p140, 1119-24.
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or raised an issue.'?* Unsurprisingly, therefore, he does not recall ever specifically
mentioning the risks of non-A non-B hepatitis/HCV (as distinct from viral hepatitis
more generally) to patients.’2> Nor could Dr Wallis.1*2® Dr Steer suggested that this

may not have been “particularly useful information for the women”.

77. For Professor Anthony Goldstone, in the context of malighant haematology
{particularly leukaemia) where treatment typically involved significant platelet
transfusion alongside chemotherapy, he frankly admitted that he formed a judgment
on the patient’s behalf as to what was best for them, and called the consent process

“ill-informed”:

“One might say the consent was ill-informed in that I'd made a judgment that
when they wanted the treatment it was better to go ahead with it than go into
too much statistical detail about that viral infection risk. And I will hold up my
hands to that. But that was a kind of clinical judgment of, "How do | deal with
you?" Which is not not giving information but trying to make life just about

bearable at the lowest possible moment. Does that make sense?”11%7

78. Overall, therefore, clinicians’ evidence demonstrated a woeful underappreciation of
the significance — objectively and subjectively — of the risks of viral hepatitis,
particularly non-A non-B hepatitis/HCV. Moreover, it showed a self-consciously
paternalistic approach to information giving, that deprived patients of the opportunity
to give informed consent to a transfusion based on knowledge of viral risk. It involved
a doctor substituting his own judgment (and his own values) for that of the patient
and deciding for them what would be in their best interests, particularly where they
were perceived to be vulnerable or likely to be distressed by relevant information.

Only the eloquent or well-informed patient, who pressed for information on viral

1124 INQY1000186, pp44-48.
1125 |NQY 1000186, pp76-77.
1126 INQY1000187, pp47-49.
1127 INQY1000188 p60, 117-15.
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hepatitis risks, appeared to have a chance of receiving it. However well-meaning, this

approach is plainly unethical.
Consent sub-issues

Testing without consent

79. The Medical Ethics Expert Group notes that “in the past, clinicians made a paternalistic
judgement about whether testing was appropriate but today the value of testing is
established as a part of a broad discussion about the goals of care” 1128 Consistent with
this, some of our CPs’ medical notes contain test results showing that they tested
positive for a TTI months or years before they were told of their diagnosis.!?° The only
logical conclusion is that they were tested without their consent. The expert report
makes very clear, however, that, “the need to respect the patient’s autonomy means
it should be up to the patient to determine whether they will accept or reject [a] test
[for a TT1]” 113% We strongly endorse this position and submit that such testing without

consent was completely unethical and wrong.
Emergency treatment

80. There is a particular issue around blood transfusions being given to patients in an
emergency setting and/or when they were unconscious and/or incapacitated. This
was the case for some of our CPs and, as set out above, there is no evidence that the
risks of transfusion were explained to them post-operatively, and many were unaware

that they had even had a transfusion.13!

81. Professor Steer gave concerning evidence of what he accepted was a paternalistic

attitude to post-operative information. He said that a “very paternalistic approach

1128 \NQY0000241, p61.

1129; GRO-D i WITN1901001 §11, 17, WITN3326001 §12, WITN1889001 [ANON] §8, WITN2642001
§11, WITN1825001 §11-12, WITN2643001 [ANON] §8. WITN1832001 §8; GRO-D

1130 |NQY0000241 p60. See also INQY1000091, pp10-15 in particular, where experts discussed how, “around the
1980s at the time of HIV, that expectation changed, and it no longer became reasonable to imply consent for
certain kinds of tests [including tests for hepatitis]”.

1131 please see the chapter on Impact, in particular §4.
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with clinicians deciding for a new mother that she didn't need to worry herself about
potentially distressing information about a transfusion” was a “common
approach.”'132 His evidence was that, certainly up until the late 80s, it was a matter of
clinical judgment for the individual clinicians on a ward round (who may not have been
in the treating team at the time of the transfusion) as to whether they would inform
the woman that she had had a transfusion, and the significance of that. An attempt
by Professor Steer to implement a form and procedure for post-operative

information-sharing was discontinued following patient and staff complaints.!133

82. The Medical Ethics Expert Group’s evidence was instructive on an ethical approach to

consent in an emergency treatment situation:

a. As a preliminary point, even if treatment is required urgently, unless there is a
genuine emergency, it is incumbent on a clinician to decide whether there is time
(adequate for the situation) to nonetheless get informed consent from a patient
for a transfusion or whether surgery could be put off, even for a period of hours,

to allow a proper consent process to occur.!134

b. Where treatment is required in a genuine emergency, and consent cannot be
taken, the least restrictive option of the patient’s future choices (minimum blood)

should be selected.'13*

c. Where a blood transfusion has been given in a genuine emergency, the full
informed consent process should still occur, just in a different way and after the
event. A practitioner is under an ethical obligation to ensure that the patient is
informed about the treatment they have received, what the risks of that
treatment are, and what that might mean for them in the future, so the patient

can make choices going forward at least.136

1132 INQY 1000186, p74, 1117-23.
1133 INQY 1000186, pp71-74.
1134 INQY1000091, ppl-2 and p4, 1112-24
1135 INQY1000091, p4, 113-12.
1136 INQY1000091, pp2-3 and pp4-5.
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d. The fact of the transfusion and the circumstances should be fully recorded in the

usual way in a patient’s medical records.!*3’

e. As an extra safeguard, where treatment is being given to a patient under
emergency circumstances, a member of the treating team can talk with surrogate
decision makers (such as family members, loved ones or carers)
contemporaneously, so that they can also inform the patient when they regain

consciousness.1138

83. As with consent more generally, these ethical principles appear to have been
honoured in the breach. There is no evidence on a practitioner, departmental, Trust
or systemic level of any functioning system in place to ensure that patients were made
aware of the fact that they had received a blood transfusion in emergency
circumstances, including when they temporarily lacked capacity, or the significance of
this. To the contrary, Professor Steer’s evidence was that his attempt to implement

one was actively rejected by fellow clinicians.

84. We suggest a recommendation on post-operative consent below.
Medical practitioners’ misunderstanding of consent

85. We note as a general theme the frequency with which the Chair had to put to clinicians
that “express consent” did not equate to “written consent” (such as by way of a
consent form), and to explore other misconceptions around consent.''3? |t was not
clear that this was just a matter of semantics. We consider that there may have been
confusion where a hospital did not require written consent as a matter of form for a
blood transfusion, that this somehow diminished the ethical requirement for the
patient to give informed consent. This confusion seems to be the most reasonable

explanation for the very strange discussion'#° in a note of the British Committee for

1137 INQY1000091, p6, 1l6-16.
1138 INQY1000091, p6-7.
1139 |INQY1000187, Dr Wallis for example.
1140 INQY1000185, pp143-147.
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Standards in Haematology, dated 13 July 1994, concerning “Consent for Transfusion”.
Its Task Force concluded that, “The risks associated with blood transfusion were not of
such magnitude that there should be a legal requirement for informed consent to
transfusion”'1%* — 3 conclusion that is on any view legally and ethically wrong.1*? In
any event, the evidence suggested an undue focus on formalistic, rather than
substantive, conceptions of patient consent, even to the present day. Entirely on this
point, we note the Chair’s challenge to Professor Derek Manas on the subtle but
important difference between the concepts of “giving” consent by and “taking”

consent from a patient.1*3

86. The evidence to the Inquiry has demonstrated that issues around blood transfusion
and consent (for transfusion and more generally) are not historic but continue to the
present day. Indeed, Dr Murphy’s evidence was that, even in 2021, consent for blood
transfusion was still not universal, and that 36% of patients received no verbal or
written information about blood transfusion.'** Audit shows that the majority of
patients are not being given the national resource leaflet drafted by NHSBT on blood

transfusion.1145

87. We therefore suggest the following recommendations for the Chair’s consideration.

Recommendation 2: Placing Montgomery on a statutory footing

a. The Montgomery duty in relation to patient consent should be placed on a statutory
footing, which will encourage compliance and/or heighten awareness of the duty
among both medical professionals and patients. This could be a similar mechanism to

the statutory duty of candour, which is now seen as a crucial, underpinning aspect of a

1141 pHSCO004486 097.
1142 |INQY1000090 pp 170-171.
1143 |NQY1000259, pp65-67.

1144 \NQY1000187, p164, 1117-23. This is also supported by the 2021 National Comparative Audit of the NICE
quality standards that were published in February 2022 [WITN7001061], similarly referred to by Professor lan
Roberts.

1145 INQY1000187, p165, 114-17.
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safe, open, and transparent culture in medicine. We suggest that there may be an added

benefit in formalising the Montgomery duty in the same way.14¢

Recommendation 3: Patient-focused consent campaign and questionnaires

a. There should be a consent campaign aimed at doctors and patients, similar to the
“choose wisely” campaign, referred to by Dr Murphy, which encourages patients to
ask their doctors five important questions, to avoid unnecessary medical intervention
where not supported by evidence.!'#’

b. Patient surveys should ask questions to determine whether patients gave informed
consent to treatment or procedures, for example by asking whether anyone spoke to

them about giving consent, or whether the risks, side effects, and alternative

treatments (including no treatment at all) were discussed with them. This information

should be proactively audited to determine if there are issues with particular

practitioners or departments.

Recommendation 4: Obstetric consent

a. Proactive discussions regarding transfusion should take place with all pregnant women
and those with gynaecological conditions which may require surgery to ensure that they
understand the risks associated with blood transfusion and that the clinical team
understand their attitude to transfusion. Patients must be given written information
setting out the risks discussed for consideration in their own time. The issues of
obtaining effective and informed consent discussed above are particularly important
for this group and should be emphasised throughout medical education and
information literature in this area. As this is a time when ongoing conversations take

place with midwives and obstetricians during ante natal care it would be possible to

1146 \Which was also the view of Dr Susan Hopkins: see INQY1000262, p59.
1147 \WITN7001029.
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obtain informed written consent to transfusion (or not) well in advance of labour in the

vast majority of cases following discussion and dialogue.

b. Practitioners should ensure that where a patient is of a minoritised ethnic group, biases
are actively acknowledged, and full information is obtained from the patient (especially
where this may be material to care and treatment choices) and provided by the

practitioner in a bespoke and sensitive manner.

Recommendation 5: Post-operative consent under the Mental Capacity Act 2005 Code of

Practice

a. The Mental Capacity Act Code of Practice!'*® stipulates that professionals should
support individuals to plan ahead for the possibility that they might lack capacity in the
future but does not discuss situations where decisions have been made on a best

interests basis in the past.

b. We therefore recommend that, in addition to the existing guidance in the Mental
Capacity Act Code of Practice, there should be a requirement for medical professionals
who make best interests decisions for their patients, such as a blood transfusion while
they are unconscious, to disclose those decisions in full and discuss the risks involved.
Such guidance must stipulate which healthcare professional is responsible for having
these conversations with patients. The Royal Colleges, NICE and other relevant bodies

such as the GMC should be requested to amend their guidance in the same terms.

Failures to record transfusions in medical records

88. The Inquiry will be acutely aware of the systemic problem with recording blood

transfusions in patient records. Among our CPs’ cases, the majority demonstrate poor

1148

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/921428/
Mental-capacity-act-code-of-practice.pdf
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1149 ;

record keeping practices, including failures to record the fact of a transfusion at

all. Other failures include:

a. An absence of batch numbers, even where a transfusion may otherwise be

recorded. Some examples among our CPs include:

i, W1972 {WITN1972001) -11 pints of blood and several units of plasma
transfused on 18 August 1979 at Great Yarmouth Hospital during a
thoracotomy following an assault by stabbing, but no batch numbers

recorded.

i. W2043 (WITN2043001) - records contain a note stating that she had a blood

transfusion but there is no batch number.
ii. W2645 (WITN2645001) — no records of batch numbers.

ili. W1888 (WITN1888001)- given blood transfusion in June 1989 at Orsett
Hospital in Essex as part of an operation for removal of spleen and gallbladder
— her records refer to 4 or 8 units of blood transfused but no batch numbers

are recorded.

b. “Filleted” records or missing pages or references to blood transfusions. Some

examples among our clients include:
i, W1967 (WITN1967001).

ii. W1818 (WITN1818001) - note in extant records that “notes missing”. Records

requested in 1976 and 1980 are missing.
iii. W2644 (WITN2644001)~- six years missing from records.

iv. W1921 (WITN1921001) - this client has obtained clinical notes for every day
of admission apart from the day of the transfusion. There are no nursing

notes at all and nothing in the records that confirms she had a transfusion.

1149 We submit, entirely consistently with the evidence the Inquiry has heard as a whole and has presented on
record keeping.
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Her discharge letter states that she did not have anaemia and she has
expressed concern that this was deliberate. The Trust has confirmed that no

other records can be found.

c. Many of our clients’ records have been confirmed destroyed by the extant NHS

Trusts because of record retention policies.

89. The Inquiry will be aware of a significant consequence of the absence of records,
which is that many clients missed out (for months, years or completely) in obtaining

financial assistance, discussed in the chapter on Trusts and Schemes.

90. Blood transfusion record keeping failures are discussed in further detail in the chapter

on the Role of Other NHS Bodies, given the systemic nature of this issue.

91. However, failure at a systems level does not exculpate individual clinicians entirely. As
set out above, there is a clear ethical imperative to record a blood transfusion in a
patient’s records, particularly where it was not possible to gain pre-operative patient

consent.

92. Moreover, like guidance on the clinical appropriateness of transfusion itself, the need
and rationale for good record keeping of blood transfusions was communicated to
clinicians from as early as the late 1940s. The 1949 edition of Notes on Transfusion set
out unequivocally the requirement to record not just the fact of a transfusion, but
serial numbers of bottles of blood and plasma, in a patient’s records.!*>® The 1958
updated edition clarified that it was “not always appreciated that the main reason for
accurate recording is protection of the patient”.1*>! The evidence is not repeated here,
but CTI's presentation to the Inquiry set out how that guidance was strengthened into

the 1970s and 80s.

93. Medical practitioners played a role in recording blood transfusions not merely on the

treating side, but on the supply side within a hospital too. Individual haematologists

1150 pHSC0200152 and see §4 of INQY0000328 - Presentation by CTl about the guidance available to clinicians
regarding the use of blood transfusions.

1151 WCAS0000008 and see §13 of INQYO000328 - Presentation by CTl about the guidance available to clinicians
regarding the use of blood transfusions.
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were ethically and professionally responsible for blood banks and good blood
management. Evidence suggests that many did not carry out these functions properly.

For example, a Report of the CMS in 1982 found that:

"127. The haematologists in charge of the blood banks were considered to be
responsible for the services offered. Some were actively concerned with good
management practice, most were not. They are best placed to influence usage of
blood and blood products and should be encouraged to pay more attention to the

economical management of the stock.

128. It is recommended that haematologists are reminded of their full

responsibilities in the management of blood." 1152

Diagnosis

94. After our CPs were infected, they faced new forms of malpractice on the part of
medical practitioners, starting with the failure of medical practitioners to diagnose
them. Of course, this failure is inextricably linked to the issue of consent, discussed
above; if practitioners had systematically warned patients of the signs and symptoms

to look out for, they would have been more empowered to seek their own diagnoses.

95. Instead, our CPs were faced with near universal lack of knowledge of the risk that
transfusions could transmit BBVs, particularly HBV and HCV, and the signs and
symptoms. Similarly, some of our CPs were faced with bias, based on their gender or

race.

96. Not only did this contribute to the delay many of our CPs encountered before being
diagnosed, but also to the poor experience they experienced at the point of diagnosis.

Those failures are explored below.

1152 pHsC0002221_011.
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Delay to diagnose

97. It is striking how many of our CPs’ infections went undiagnosed for many years and

sometimes for decades. Where it was possible to ascertain the gap between infection

by transfusion and diagnosis,'*>3 we have set out broad trends in the table below:

Number of years between Number of clients
transfusion and diagnosis

0-5 20
6-10 12
11-15 15
16-20 17
21-25 15
26-30 16
31-35 12
36-40 9
More than 40 2

98. The Inquiry will be aware of the serious and potentially fatal consequences for persons

whose HBV or HCV remains undiagnosed and untreated. The psychological

consequences of this delay in diagnosis also cannot be underestimated.'*>*

1153 This does not include most patients with thalassemia/sickle cell disease, who received transfusions

sometimes over decades, and also excludes some other complex cases characterised by multiple transfusion.

1154 These are explored in the Chapter on Impact.
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99. These delays are exacerbated by the fact that many of our CPs were treated at a point
where the risks of non-A non-B hepatitis were clearly known and, in some cases, even

after HCV was identified although not routinely tested for by the NBTS.

100. It took until the 2000s or 2010s before many of our CPs were finally diagnosed. It can
be inferred, therefore, that the national lookback programme, which took place in
1995, was largely unsuccessful in identifying potential infected blood cases.'1> We
consider that the only reasonable conclusion is that there are likely to be members of
the general public who are infected yet still unaware. This was indeed confirmed by
Dr Ben Hudson, Advanced Liver Disease (“ALD”) expert, who said that this was “not a
historical thing; this is seeing patients within the last few weeks of my practice who
have been -- who are presenting with advanced liver disease from blood transfusions

years ago. It's still an active issue, and these issues are still very live” 11>®

101. Our CP, Samantha May (on behalf of the Hepatitis C Trust) also confirmed in her oral
evidence that Between January 2018 and June 2021, the Trust had been contacted by
46 people who had only just been diagnosed with HCV where the only identifiable risk

factor was blood transfusion.%%7
Other failings around the diagnosis of TTls

102. We have identified the following themes and issues around the diagnosis of our CPs.
As the Inquiry is aware, these failings are most prevalent among GPs, who would have
been the first point of contact and “gatekeeper”’ of the diagnosis of a TT| for most of

our clients:

a. As stated above, our CPs were faced with a near universal ignorance on the part
of practitioners of the risk that transfusions could transmit BBVs, particularly HBV
and HCV, and the signs and symptoms of those diseases. This led to a reticence

(or complete refusal) on the part of many GPs to refer a patient for viral hepatitis

1155 The reasons for this failure are explored in the Chapter on the Role of the Blood Services.
1156 |NQY1000190, p12, 1I5-10.
1157 INQY1000190, p142, 1112-20.
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testing and missed opportunities for diagnosis. This was sometimes in spite of a
patient’s request for a test. That lack of knowledge is, we submit, the lynchpin of

all the failings set out below.

b. Notwithstanding the raised Liver Function Tests (“LFT”) results of many of our CPs,
GPs failed to refer them for tests for viral hepatitis. Moreover, many CPs were
accused of alcoholism or drug use as an explanation for their LFTs. This was plainly
wrong. Professor Dillon was clear in his oral evidence that “an abnormal liver test
should have an explanation, and that should trigger a series of investigations of
which hepatitis screening is one of them, to see if that's the cause of it.”''>8 Dr
Jamieson also made clear that an abnormal LFT should be accompanied by a
sensitive discussion around BBVs and routes of transmission, which should always
be accompanied by asking about a blood transfusion.**>® This did not occur in our

CPs’ experience.

c. Consistent with other inquiries such as the IMMDSR, there is a clear trend for our
female CPs to have been ignored or “fobbed off’ by GPs in particular. This was

also confirmed by Samantha May.1160

d. Thereis evidence that some GPs failed or delayed communicating a viral hepatitis
test result, including in cases where a patient was identified by a lookback
exercise, because they did not feel sufficiently competent or able to accept

responsibility for counselling a patient.

e. At the point where our CPs were finally diagnosed (and indeed into the future),
many experienced examples of extremely poor and insensitive communication

around their viral hepatitis diagnosis. In particular:

i. Samantha May described information being supplied to those who had

engaged with the Hepatitis C Trust in a “heavy-handed, judgmental and

1158 INQY1000052, p218, 111-5.
1159 INQY1000052, pp203-204.
1160 INQY1000190.
195

SUBS0000059_0195



frightening manner”’''%! and in oral evidence described infected people being

given “very little information or support” with “devastating” effects.116?

ii. There appears to have been a complete failure by GPs to understand the
sociological and/or cultural sensitivities that surround viral diseases such as
Hepatitis, as a heavily stigmatised disease — something that Professor
Farsides suggested was required as a matter of ethics.!' Instead, many of
our CPs report that their diagnosis was communicated to them in a “flippant”
or “matter of fact” way, sometimes by way of a letter or phone call, with no
consideration of the shock or distress this may cause a patient (who was not

necessarily aware that they had any risk factors for hepatitis).

ili. The precise circumstances of the cohort of patients contracting infections
through NHS blood or blood products meant that the usual manner of
diagnosis by way of a letter or phone call caused distress and trauma for many
of our CPs,

iv. Moreover, there is evidence that this casual manner of diagnosis (coupled
with insufficient information given by other means) led to a

misunderstanding among some of our CPs as to the severity of viral hepatitis.

v. Contrary to the ethical principle discussed by Professor Farsides, some |APs

were actively advised by their GP to hide their infection status.

vi. Many of our CPs were told that they had viral hepatitis but without a
corresponding explanation of the route of transmission. This left patients
confused, distressed, and in some cases led to significant consequences for
the family dynamic. All Medical Ethics Experts agreed that where medical
treatment is the cause of a patient’s infection, there is an ethical duty on the

part of the practitioner to make this clear to the patient.11%*

1161 WITN0912001, §45.
1162 INQY1000190, p. 141, 159.
1163 INQY1000091, p34, 117-15.
1164 INQY1000141, p38, 117-18.
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f.  Similarly, there is a near universal theme among our CPs of being given insufficient
information to understand and manage their condition (including prognosis and
treatment options) and to understand the risks to their close contacts and family
members. Almost none of our CPs were signposted to any helpful information or

patient groups, such as the Hepatitis C Trust.

g. There is a particular issue around the sexual and other general transmission risk
(for example on household objects) being poorly communicated to patients, such
that a number of our CPs became celibate, with obvious impacts on their
relationship, and lived in permanent fear they would infect their partner, child, or

another close contact.116°

h. There is evidence of widespread failure to signpost patients to the relevant
financial support schemes for infected blood, by GPs but also by hepatologists and

gastroenterologists,!16®

Treatment and care post diagnosis

103. Our CPs have experienced a litany of failings in terms of the care and treatment for
their hepatitis, once diagnosed. At the outset, however, we emphasise that there is a

worrying number of clients who have still not been offered treatment for their HCV.
Early treatments for HCV: interferon, pegylated interferon and
ribavirin

104. There were significant issues for our CPs around the early treatments for HCV -
interferon, pegylated interferon and ribavirin - and whether these treatments were

appropriately administered; whether appropriate advice was given about the risks and

1165 Avoidably, since the Hepatitis Experts confirmed that "Sexual transmission of HCV between heterosexual
couples is rare, estimated at 0.07% per year or one in 190,000 occurrences of intercourse.”: LL8-11, p47.
1166 Tryst and Schemes chapter.
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side effects; and whether adequate psychological care and treatment was offered to

alleviate the side effects.

105. The Inquiry has been provided with overwhelming evidence of the dreadful side
effects and secondary conditions caused by these treatments, from many IAPs as well
as the Hepatitis Expert Group. Nurse Emma Prescott event went so far as to describe
interferon as the “worst drug | have ever had to use on patients”, adding, “it can turn
a very mild mannered person into the most -- into -- spontaneous bouts of aggression,
through no control of their own. It causes severe depression. It makes you extremely
tired, very, very fatigued.”''®” This description is entirely consistent with the

experience of our CPs.1168

106. Moreover, the irreversibility of some side effects of interferon, particularly nervous
system disorders, was discussed by the Hepatitis experts in their oral evidence.'%° Our
CPs have found that many of the side effects of these early treatments did not, or did

not fully, subside. Some described the treatment as worse than the HCV itself!17°,

107. Crucially, Professor Dillon made clear in his oral evidence that interferon was not a
new drug by the time it was being used for HCV treatment — it had been used as a
chemotherapy drug for a decade — and so the psychiatric side effects (and their
prevalence) were well known and should have been part of the conversation with
patients. Moreover, as demonstrated by the chart showing SVR12 (sustained
virological response (cure) rate at 12 weeks) in the Hepatitis Expert Report,'7! early
interferon-treatment for HCV offered such low cure rates that there ought to have
been “a really difficult discussion/decision, about whether it was even worth having

treatment given the prolonged nature of treatment and the success rates.”*17?

1167 Emma Prescott, INQY1000189, p116, I16-16.

1168 see also the Hepatitis Expert Group Report, EXPG0000001, Side effects of interferon treatment: psychiatric
side effects, table 15.13, pp42-44.

1169 INQY1000052, p142, 1113-24.

1170 See sub-paragraphs of the Impact chapter entitled efficacy of treatment and side effects of treatment.
1171 EXPGO000001 Hepatitis Expert Report, p41, Figure 15.13b.

1172 INQY1000052, p126, 114-16.
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108. He admitted, however, that he could not guarantee that these “difficult”

conversations were always being had.!1”3

109. In our submission, it is clear that many of our CPs would not have consented to these
early treatments had they been given proper advice as to the cost-benefit ratio of poor
cure rates, side effects and potential irreversibility. Moreover, once on these

treatments, they were given inadequate psychological and psychosocial support.
Modern directly-acting antiviral (“DAA”) treatments

110. While the more modern DAAs undoubtedly changed the landscape of treatment for
HCV, many of our CPs experienced delays in obtaining access to these treatments.
There was an acknowledgement by one of the Hepatitis Experts, Professor Cooke, that
there was a “very big issue” around the cost of the drugs and the rationing of them.1174

His evidence was that there were patient access issues up to 2017.117°

111. In oursubmission, these drugs should have been made available for victims of infected
blood, whose infections by this stage had gone untreated (or untreated successfully)
for decades.’’® |n the absence of availability, we consider that there were serious
miscommunication problems, given the implicit rationing role undertaken by
practitioners, with many of our CPs made to feel they were not worthy of receiving
the drugs, or not given a sufficient understanding as to why they were not eligible.
Moreover, where these drugs were not available on the NHS, practitioners should
have had a more nuanced discussion with patients about alternative access routes (for

example private access). There is no evidence that this occurred at a systemic level.1177

112. We note in general that, given these drugs have only been in widespread use for less

than ten years, there will still be a developing knowledge base about their side effects,

1173 INQY1000052, pp140-141.
1174 Explored further in the Chapter on the Role of Other NHS Bodies.
1175 |1NQY1000052, pp130-132.

1176 The commissioning and guidance failures are discussed in the chapter on the Role of Other NHS Bodies.

1177 see evidence of Professor Kerridge on the ethical importance of these discussions: INQY1000090, pp87-88,
[113-7.
199

SUBS0000059_0199



both physical and psychological. We invite the Inquiry to be mindful of this,
particularly in view of the historic issues around interferon and ribavirin and the
burden experienced by IAP. It may wish to make a recommendation to ensure side

effects are being appropriately monitored and reported.
Follow up and monitoring

113. One of the mostimportant issues for our CPs in terms of their treatment is their ability
to access monitoring and follow up care for their HCV (and related symptoms and
conditions) after they achieve Sustained Virological Response (“SVR”). This is a matter
of utmost importance to them, given their very reasonable anxieties about the harm
long-untreated HCV may have done to their bodies and their increased risk of

developing end-stage liver disease or HCC.

114. The Hepatitis Experts accurately described these services as “patchy”*'’® across the
UK, which entirely reflects the experiences of our CPs, many of whom have simply
been discharged from any ongoing care or monitoring following achievement of SVR.
Currently there is no consistent clinical practice, and some patients receive no clinical

surveillance.1”?

115. The evidence available to the Inquiry, however, provides a clear and compelling case
for why ongoing and life-long monitoring should be available across the UK (on a

consistent basis) for all those who contracted HCV from NHS treatment:

a. First, the Hepatitis Experts confirmed that the natural progression of HCV is such

that a patient has a high chance of developing a chronic condition that progresses

to cirrhosis and HCC, particularly over time.*180

1178 |NQY1000052, p241, I5.
1179 gee Claire Foreman'’s evidence at WITN3953053, §§29-37, John Dillon’s evidence at WITN4062001_03 and
Chris Jones’ evidence at WITN4065001_0003.
1180 INQY1000052, pp61-65.
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b. The prognosis and progression to cirrhosis and HCC is highly variable between

patients,'®! which we submit has treatment and monitoring implications.

c. Although there is developing evidence that treatment intervention, even at the
late stages of fibrosis, will change the natural history of HCV, even successfully

treated patients will still carry risks of progressing to cirrhosis.1'®?

d. Moreover, evidence from Scotland showed that after successful treatment, the

risk of cancer fell but did not return to normal after a 3-year period.1183

e. The extent to which SVR is associated with a reduction {not eradication) in risk of
HCV-related damage depends on the time HCV was left to progress untreated and
to what extent fibrosis or cirrhosis had already occurred. There is therefore a long-
term risk of developing HCC in the group infected by NHS treatment (the vast
majority of whom were left untreated for years or decades), even for those who

have not reached liver failure.1184

f. The nature of HCC is such that surveillance is crucial for identifying it at an early
stage, but it is a “very variable tumour and some patients despite screening may

be diagnosed at a late stage, even though they've been undergoing tests” 1185

g. Professor Richard Tedder confirmed in his oral evidence that it was possible in
theory for HCV to “reactivate” following immunosuppression, for example
associated with cancer treatment, if the assumed SVR did not equate in actual

fact to full clearance of the virus: “You can think you have got rid of a virus

1181 INQY1000052, p66, 1113-21.
1182 \NQY1000052, pp96-97, 1124-19.
1183 |pid,
1184 Hepatitis Expert Report, EXPGO000001, p56 — this was also confirmed by Professor Dillon in oral evidence
to be a reflection of available evidence at that point in time; INQY1000052.
1185 INQY1000052, p119, 1112-19.
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infection in a human host and then you do something to them and if there's any

residual virus it may reactivate.”*

116. All of the above, and the state of scientific uncertainty described, causes
understandable distress and anxiety to our CPs about the progression of their HCV,
even when they have “cleared” the virus. We submit, therefore, that they should
receive regular (as frequent as possible) monitoring and screening, to mitigate their
continued risks of developing cirrhosis and HCC. To the extent required, a bespoke
policy should be in place that reflects the historic wrongdoing and failures to diagnose
victims of infected blood over decades, and the heightened risks and anxiety they
therefore face. We consider that the recommendation we suggest below is based on
what the Hepatitis Experts said all patients were entitled to expect as best practice.118”

Moreover, it would be likely to save costs overall.

Recommendation 6: HCV monitoring
a. All patients who have contracted hepatitis via a blood transfusion or blood products

should receive the following care:

b. Those who have been diagnosed with cirrhosis at any point should receive lifetime
monitoring by way of six-monthly fibroscans and annual clinical review, either nurse-

led, consultant-led or, where appropriate, by a GP with specialist interest in hepatitis.
c. Those who have fibrosis should receive the same care.

d. Where there is any uncertainty about whether a patient has fibrosis, they should

receive the same care.

e. Fibroscan technology should be used for liver imaging, rather than inferior ultrasound

technology, or other alternative tests such as advanced LFTs.

1186 |INQY1000256, p75, 113-17. The possibility of HCV “reactivating” has also been confirmed as a theoretical
possibility in the Expert Report to the Infected Blood Inquiry Virology (Hepatitis Supplementary), EXPGO000131,
pp8-9. It also confirms that there “is no perfect test to establish [complete eradication]” of HCV.

1187 INQY1000052, p173. See also pp212-214.
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f.  This care should be delivered throughout the United Kingdom on a consistent basis as

geographically close to the patient as possible.

g. There should be the possibility of additional ad hoc appointments, just as with other
areas where there is an elevated risk of cancer. This group should not be in a different

position to other groups at higher risk of serious disease.

h. In Ireland dedicated times / days have been set aside for treatment, follow up and
appointments of those who fell ill as a result of receiving infected blood. This has the
advantage of facilitating more effective, informed care. We invite the Inquiry to

consider the viability of such a recommendation.

117. The above recommendation of course only captures those patients who remain “in
the system”. There is evidence among our CPs of patients falling outside of the system
after successful or failed treatment, particularly with early interferon treatment, when
they might still be clinically entitled to monitoring, or indeed other services such as

palliative care.

Recommendation 7: Patients lost to the system

a. There should be conscious efforts (the most effective means for which we invite the
Inquiry to consider and/or recommend further study into) to recall patients who were
“lost to the system” and thus have not benefited from any monitoring (who may still
have cirrhosis or be at risk of HCC) or other treatment services they may be entitled to.
There should be a particular focus on those who received early interferon and/or

ribavirin treatment.

Inappropriate management of HCV as a multi-systemic disorder

118. Another overriding theme from our CPs’ evidence is the failure of their treating

medical practitioners to provide care and treatment for all the manifestations of their
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HCV in a joined up and integrated way. To the contrary, the experience of most of our
CPs was that clinicians were not even aware of basic information about HCV, nor the
latest research around its various extra hepatic manifestations and its nature as a
multi-systemic disorder. Some of our CPs have reported better experiences when
being treated by a doctor or nurse that specialises in HCV (rather than, for example,

gastroenterology or hepatology more generally).

119. The Hepatitis Expert Report sets out a vast number of hepatic and extra hepatic
manifestations of HCV. Moreover, the evidence of Professor Dillon was that the
evidence base is still developing and thus the anecdotal evidence of our clients is very
significant in contributing to that evidence basis - particularly constellations of
symptoms that are less cohesive and less tied together.1188118 Of particular
significance to our CPs, Professor Dillon gave the scientific basis for why HCV can lead
to brain inflammation, which may be a cause of the ongoing cognitive symptoms

(“brain fog”) experienced by the vast majority of our CPs with HCV.11%0

120. In the same vein as the above section, there are particular issues in terms of the
management of HCV as a multi-systemic disorder given the likelihood of patients
being discharged following achievement of SVR (what appears to be treated as a
surrogate end point for treatment for HCV). The Hepatitis C Post Treatment Survey
conducted by the Hepatitis C Trust demonstrates exactly why there is a need for

ongoing care and treatment following SVR.1°!

1188 INQY 1000052, pp153-15.

1189 please see Annex 2, where we set out the vast number of conditions suffered by our CPs, which overlaps
significantly with the Hepatitis Expert Group.

1190 |NQY1000052, p80, 115-15.

1191 WITN0912002.
1. 90% reported ongoing symptoms/side effects for longer than 12 months
2. Five most commonly reported symptoms were fatigue, joint aches or pains, brain fog, depression and
mood swings
Regardless of SVR, 40% of people felt worse after treatment than before and 31% felt better
For those who had attained SVR 37% felt better and 36% felt worse
For those who had not attained SVR 18% felt better and 50% felt worse
Survey noted that it was retrospective and that there was a potential for bias but that the results
indicated a requirement for more research
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121. We consider that the overwhelming evidence before the Inquiry is that the best way
our CPs can receive this care is through multi-disciplinary team working, a manner of

delivering care that was praised by multiple expert clinicians:

a. Professor Steer said, “we should have teams working together who have a
common ethos who work together to look at the guidelines and advise one

another and cross-check one another’s ability.”119?

b. Dr Bogod also extolled the virtues of multi-disciplinary working between

specialities, describing it as “extraordinarily helpful” 113

c¢. The ALD/Palliative Care Experts referred to the “immeasurable value” of a patient
being present in a multi-disciplinary team (“MDT”) meeting (crucially, should they

so wish) to reach “co-authored decisions” 1194

d. Professor Kerridge raised the important caveat to the issue of MDT working,
which is that there is a need for a “care coordinator” to ensure teamwork is

effective.11%°

e. Many expert witnesses described the benefits of MDT being nurse-led or
coordinated. Emma Prescott, who thought the model in general had “tremendous
benefits”119 described the significance of the nurse as a “point of access. I'm

always there, if you like.” %7

f. The ALD/Palliative Care Experts also extolled the benefits of MDT working, with
specialist nurses taking a leading/coordinating role, acting as a point of access for

the patient, and also between primary and secondary care. 1198

1192 |NQY1000186, p99, 1113-16.
1193 |INQY1000186, pl44, 19.
1194 |INQY1000190,p112.
1195 INQY1000090, pp53-54.
1196 INQY1000189, p132, 111.
1197 INQY1000189, p123-124, 1120-5.
1198 EXPG0000043, ppl5-16.
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122. We consider that a model of care specifically for people with HCV is necessary, which
ensures joined-up care and continuity of support. This should be managed on a multi-
disciplinary basiswhich embraces the patient’s entire physical and psychosocial needs.
This MDT model would benefit both patients and doctors, in the sense that it would
allow medical professionals to make more collaborative, patient-driven, supported
and evidence-based decisions. It would also allow for cross-fertilisation of knowledge,
including between specialities. While we submit this is good practice in medicine
generally, it is all the more vital for our clients, because of the multi-systemic nature
of their conditions and the tendency for them to “fall through the cracks” of the
system or have their multiple conditions and treatment for them mismanaged and

inappropriately coordinated.

Recommendation 8: MDT care for HCV as a multi-systemic disorder

The Inquiry should recommend:

a. Regional HCV “hubs” for commissioning care and ensuring joined-up working between
practitioners; at present, the elimination programme operated by NHS England has led
to the creation of these “hubs” (or Operational Delivery Networks “ODN”), and these

systems should continue after the elimination programme has ended (in 2030).
b. Integrated care by an MDT model with effective communication between practitioners.
c. Oversight and management of each individual’s care by a specialist HCV nurse.

d. Opportunities for patient involvement in decisions relating to their care and treatment,

for example at MDT meetings or by some other bespoke means.
e. Psychosocial support as described below.

f.  Regular and consistent follow-up for those not currently under active clinical care as

described above.
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g. Involvement of specialist HCV nurses to bridge the gap between hepatology and

palliative care, and between primary and secondary care.'®®

Inadequate psychological care and treatment

123. As explored in the Chapter on Trusts and Schemes (because of the English schemes’

(limited) involvement in funding counselling), our CPs have struggled, and in most
cases, failed to obtain psychological care and treatment, or counselling of any sort, to
address their HCV and its consequences, including the trauma occasioned by their
route of transmission. There has not been across the UK a dedicated service for blood
transfusion victims (as distinct from routine Improving Access to Psychological
Therapies (“IAPT”) services, which are known to be seriously under-resourced). By
contrast the Inquiry has heard and received evidence of HIV and haemophilia-specific
services. The limited services some of our CPs received through the Trusts and
Schemes were inappropriate, inadequate in the length of treatment, and not tailored

to infected blood.

124. Samantha May of the Hepatitis C Trust explained in her oral evidence that the cost of
counselling for infected people is often between £50 and £120 per session?® and so
it is unrealistic to expect this to be covered privately or for this to be met by the
current £900.00 grant provision through EIBSS, recently made available (by
application) to those for whom the general NHS IAPT programme is not appropriate

or who choose not to go through that route.

125. The justification for such a service has emerged from a vast range of evidence to the

Inquiry:

a. The evidence and recommendations of the Psychosocial Expert Group.12°1

1199 EXPG0000043, ppl5-16, 18-19.
1200 |NQY1000190, p180.

1201 | particular we note their supplementary report, EXPG0000042, p35.
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b. Diagnosis of, and living with, a chronic disease can have severe psychological
effects.’?%2 Our chapter on Impact explores the massive extent of psychological

consequences for our CPs.

c. Mental health disorders and other cognitive disorders, including depression are

recognised symptoms of HCV in and of themselves.1?%3

d. The ALD/Palliative Care experts confirmed that ALD is also associated with high

rates of depression and high rates of anxiety. This extends to caregivers.1204

e. Theyalso suggested that patients infected from NHS infected blood “may struggle
more with associated stigma, because of general perceptions around liver disease
globally” and assumptions made around alcohol or drug abuse, which are
untrue.'®® They also suggested that there might be an extra psychological burden

because of the injustice of the way that a patient their disease.120°

f. DrFinlay expanded moreover on why psychological and spiritual needs were such
an important part of ensuring the success of physical treatment and health in a

more holistic sense.120”

126. We therefore invite the chair to consider the following recommendation on

psychological care and treatment.

Recommendation 9: Psychological care and treatment
a. Specialist psychological input should be offered as routine upon diagnosis with HBV and
HCV (and available after diagnosis as well) as a result of receiving infected blood or

blood products. This should be funded and not limited to the usual NHS offer of 12

1

1
1
1
1
1

202 The expert report on psychosocial issues sets out the serious psychological impact on living with medical
onditions and long-term treatment. EXPG0000003.

203 Hepatitis Expert Group Report, EXPGO000001, p25.

204 INQY1000190,pp7-8.

205 INQY1000190, p11, 1119-25.

206 INQY1000190, p12, 112-5.

207 INQY1000190,p28.
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sessions of CBT in the first instance. It could also include support groups or where
appropriate family therapy, considered on a case-by-case basis. Family members of
those infected should be offered psychological support, as has been done successfully

in Ireland.

b. As Samantha May and many of our CPs have explained in their evidence to the

1208 nsychological support and/or counselling for those infected with viral

Inquiry,
hepatitis from infected blood should be targeted towards the needs of this group. It is
essential that professionals providing psychological support and/or counselling for this
group understand the history of NHS infected blood and therefore the nature of the
trauma, sense of injustice, or lack of trust in the NHS and medical professionals that
may be experienced by those infected by this route.’?%? We understand that there is
specialist counselling available in Wales, Scotland, and Northern Ireland, but not in

England. We recommend centralised commissioning through NHS England and delivery

via the regional HCV/ODN hubs in England.

c. Treatment should not be viewed as the end-point of psycho-social difficulties for those
suffering with HCV. Access to HCV support should not be time-limited and should be

provided on the basis of need, without unnecessary access hurdles.

d. Alongside psychological support, there is a need for day-to-day support via support
groups, help and information lines to assist people manage the impact of living with
infection. This should be commissioned in addition to any psychosocial service — there
is a great need to help people access relevant clinical care, and psychosocial care —
particularly given the lack of trust that the infection has engendered in NHS services.
The Hepatitis C Trust identifies that they provide a great deal of support through their
information lines without any form of government support at present, something
which may not be sustainable in the long term. The Inquiry may wish to consider if

such services should be funded through an NHS grant.

1208 see WITNO912001, §209. The psychosocial expert report also identified this need, as above, EXPGO000003.

1209 This was referred to by Dr Ben Hudson and Dr Fiona Finlay (of the Palliative Care in Advanced Liver Disease
Expert Group) in their evidence to the Inquiry on 4 March 2022: INQY1000190, pp128-129.
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e. Patients from minoritised ethnic groups, who have sickle cell disease and
thalassaemia, have faced stigma, inequality in care, and discrimination on grounds of
their race and ethnicity.’?° They therefore should be provided with specialist
psychosocial support that acknowledges and is informed by the unique obstacles they

have faced.

f.  Where appropriate, this support should be provided as part of properly commissioned

palliative care pathway (see below).

Failure to provide adequate palliative care

127. It is clear from expert and IAP evidence that good palliative care has a role in
empowering and providing greater autonomy and dignity to patients and their
families. In our CPs’ experience, very few of them received or are receiving any
palliative care at all — a phenomenon that the ALD/Palliative Care Experts implied was
common given its low prioritisation in the NHS. We therefore endorse the analysis and
conclusions of the Palliative Care Expert Group and do not intend to repeat them

here.12'1 We consider the key recommendations to be as follows.

Recommendation 10: Palliative care

Palliative care for those infected by NHS blood and blood products should:

a. Be provided at an earlier stage (Dr Hudson said at the point of diagnosis and/or at the

pre-cirrhotic stage) and as part of a MDT.
b. Be expressly commissioned as part of HCV/hepatitis pathway (Dr Hudson).

c. Be included within speciality-specific training curricula and treatment guidelines; this

should promote care planning and improve the standard and consistency of care.

1210 INQY1000189.
1211 EXPG0000043_0019. The experts’ recommendations pp14-20.
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d. These guidelines must be properly disseminated and emphasised as part of continuing
professional development. This should be done by mandating that hepatologists gain
accreditation under the Royal College of Physicians’ IQILS (Improving Quality in Liver
Services) programme and are funded to do so.'?'?> There are currently only four

accredited services in the UK.

e. Use the CQUIN (Commissioning for Quality and Innovation) payment framework to

incentivise multi-disciplinary working and integration of palliative care.

f. Include funding of high-quality, large-scale research studies into best practice in

palliative care.

g. Involve specialist hepatitis nurses to support palliative care, as part of the HCV hub
model we recommend above and ensure integrated working with palliative care best

practice.
h. Facilitate patient-led advocacy by:

i.  Using a diversity of information sources and media to convey information about

patients’ health, prognosis and treatment/care options;

ii. Incorporating healthcare advocates into care planning, both by including carers
where patients ask for this and employing independent advocates to support

patients who struggle to advocate for themselves.

Stigma, dignity and confidentiality

128. It goes without saying that it is unethical for a doctor to attach stigma to their own
patient (particularly where that condition is already societally stigmatised, such as HIV
or viral hepatitis), breach their patient’s confidentiality, or to refuse to treat a patient
(or someone associated with them) because they suffer from a medical condition.

Unfortunately, there are multiple examples of this occurring to our CPs:

1212 hitps: //www.igils.org/
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a. Many of our CPs suffered a general lack of compassion and dignity, with their viral
status being announced or disclosed, inadvertently or not, in a non-private setting

such as a ward or waiting room.

b. Many of our CPs report their confidentiality and dignity being compromised by
visible skull and crossbones stickers on their medical notes, or other non-discrete

means of identifying that they were an “infection risk”.

c. Similarly, many report being deprioritised for treatment, often put to the end of
a waiting list, or being refused treatment altogether, because of their viral status.
This appears to have been particularly common among dentists. This was wrong
— Hepatitis Expert, Dr Jeffrey confirmed that standard precautions for hygiene and
safety in hospitals should apply for those with hepatitis and HIV, apart from rare

and specific scenarios, such as in a renal dialysis setting.?13

d. Some of our CPs state in evidence that they were told that they were “lucky” to
receive treatment for viral hepatitis. Not only does this suggest a stigmatising
approach to treatment, singling out a patient group as somehow “unworthy” of
treatment that has been properly allocated to them, but also constitutes rationing
“at the bedside”, something Professor Savulescu warned was not appropriate in
circumstances where a doctor should be concerned instead with simply

promoting the best interests of their patient.1214

129. In many cases, we submit that a sort of inverse stigma operated which contributed to
the failure to diagnose our CPs, who were not perceived as “at risk” patients,

notwithstanding their history of blood transfusion.

1213 INQY1000090, p193, II5-14. EXPGO000001 pp78-80.
1214 \NQY1000090, p48, L6-15.
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Research

130. The biggest issue regarding research among our CPs relates to the HCV Register. This
Register appears to have been established in conjunction with the 1995 lookback
programme. Some of our CPs have discovered from their medical records that their
data was entered onto this register anonymously, but without their knowledge or
consent.’?® For some an update was provided to the HCV register by their GP several

years later, again without their knowledge or consent.

131. While we do not raise an issue as to the lawfulness of this research, we submit that
this approach was nonetheless unethical. Professor Farsides discussed the
requirement for similar database or research projects, such as biobanks, to have
“good ethical values at their outset” that allow research “subjects”’1?'® to become
“part of that enterprise” 1?17 |n the case of victims of infected blood, we submit that
the HCV Register and the failure to obtain consent from, or even inform, research
subjects was especially unethical given the failure to obtain consent in the first place
for the treatment that caused the infection, delays to diagnose, and the issues of

cover-up and lack of candour that permeate the entire infected blood scandal.

132. Crucially, however, there was also a missed opportunity to engage research subjects
to increase the effectiveness of the research project. For example, it would have been
a useful opportunity to develop a database of extra hepatic manifestations of HCV and

the “constellations of symptoms” referred to by Professor Dillon {discussed above).

1215 WITN2692001 - identified through lookback. Entered onto HCV register without his knowledge and/or
consent; WITN2043001- entered onto the HCV Register; WITN2702001—- Entered onto HCV register without her
knowledge and/or consent; WITNO065001 - entered onto HCV register without her knowledge and/or consent;
WITN1966001 (affected daughter) — entered onto HCV Register but unclear whether this was done with her
knowledge and/or consent.

1216 |n this case the term “subjects” is more factually accurate than the preferred term, “participant”.

1217 INQY1000141, pp54-54.
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People with blood disorders and health inequalities

133. Finally, we have a number of CPs who were infected via their treatment for blood
disorders, particularly thalassemia, sickle cell anaemia, aplastic anaemia, other
platelet disorders and leukaemia. In general, these conditions are likely to require
frequent transfusions with blood components of various kinds (for many throughout

their lives).

1218 referred to the National

134. The Expert Report on Bleeding and Blood Disorders
Haemoglobinopathy Registry which has been in place since 2009 and which collects
data on the numbers, geographical prevalence and treatments of such disorders. As
of September 2019, it is estimated that there were 1,921 patients with thalassaemia
in England, and 13,675 with sickle cell anaemia.'?!® The NHS estimates that sickle cell
anaemia is one of the most common genetic conditions in England. The expert report

identifies that those with sickle cell anaemia have a reduced life expectancy, living 20

years less than non-sickle individuals, with a mean age of 42 in a 2016 cohort study.1?%°

135. For those with beta thalassaemia, a significant majority require transfusions every 3-
6 weeks in order to survive during childhood and into adulthood, and this is the
“mainstay of treatment”. 1?2l For those with sickle cell anaemia, prior to the
development of drugs in the mid-1990s, blood transfusions were used to correct
anaemia or to reduce the proportion of circulating sickle cells, and were also used in
cases of acute anaemia, acute chest syndrome or to prevent stroke and other
complications of sickle cell disease.'?? Professor Dame Sally Davies indicated that a
transfusion would only be given to a sickle cell patient in her clinic if it was “/ifesaving”

because of the risks of raised blood viscosity through such transfusions, but that those

1218 EXPG0000002_0039.
1219 EXPG0O0O00002_0039.
1220 EXPG0O000002_0049
1221 EXPGO000002_0042.
1222 EXPG0000002_0048.
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severely affected would or could have regular transfusions by way of exchange

transfusions as lifesaving treatment.'??3

136. Given the frequency with which people with thalassaemia require transfusions, it is
striking that CPs with thalassemia appear to have been no more aware than our CP
cohort generally of the viral risks occasioned by blood transfusions. This suggests, in
our view, a particular failing on the part of clinicians to obtain consent and provide
information, and a paternalistic culture of making a cost-benefit analysis on patients’
behalf on the basis that the transfusions were life-preserving (entirely consistent with

the approach described generally above).

137. Similarly, Professor Davies remembers having discussions with patients about the
risk/benefit analysis of transfusion, but it does not appear from her evidence that the

risks of HIV or HCV were specifically mentioned. 1224

138. This failure to obtain consent and provide information, however, deprived these
patients of the knowledge that they may be infected, and the chance to make
consequential lifestyle amendments to mitigate their risk, or to be tested and treated
at the earliest opportunity. Emma Prescott, thalassaemia and HCV nurse, described
the impact of HCV on the livers of people with thalassaemia as a “double

whammy’ 1225

139. Once testing technologies came into existence in the late 1980s, there does not
appearto have been any systematic approach to testing patients with blood disorders.
For example, Professor Goldstone’s evidence about the interaction of the NBTS 1995
Lookback programme with University College London Hospital efforts to ascertain
which of its patients had been infected with BBVs because of their treatment for
leukaemia, suggests that there was no proper system in place to test every single
patient who had received blood components on a regular basis. Rather, there was

reliance on initial information from the NBTS as to who may have received infected

1223 1NQY1000189, ppl19-21.
1224 INQY1000189, pp32-39
1225 1NQY1000189, p117, 115.
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products, and even then the patients who were tested for HCV were those with
abnormal liver function tests. It is not clear whether there was a systematic testing
programme for every single patient. Professor Goldstone’s own evidence was that “it

was not systematic enough” .12%¢

140. Similarly, in the sickle cell field, Professor Dame Sally Davies said she did not, and was
not aware of any clinician who “set out to test their whole clinic [for HCV]”, because
“we had a group think that the blood was tested and therefore the risk was low” and
because “with the look-backs that were going on, if any were, at particular risk, that
we would pick them up”.*??7 It can be inferred, therefore, that no systematic testing
was conducted or advised on a national basis between 1989-1995 — a crucial missed

opportunity.

141. This failure to test similarly deprived patients of the knowledge that they may have
been suffering from a viral infection on top of their sickle cell anaemia. There is also
lack of epidemiological knowledge about the numbers of those with sickle cell
anaemia who were infected. Professor Dame Sally Davies was unaware of any of her

sickle cell patients who acquired HIV or HCV.1228

142. Given the significant number of individuals in the UK with sickle cell anaemia or
thalassaemis, it is likely that a number of these patients would have been infected
with HCV and HIV. The Statistics Expert Group was unable to break down the medical
reasons for blood transfusions in those who were infected with HCV or HIV, other than
to identify that more women than men aged 20 — 50 required transfusions because of

the use of this treatment during maternity care.

143. The Statistics Expert Group’s failure to assess the number of people with blood

disorders infected by NHS treatment, and the extent to which viral infection

1226 INQY1000188, pp52-53, 119-2.
1227 INQY1000189, p38, 115-19.
1228 INQY1000189, p36, 115-16.
216

SUBS0000059_0216



interacted with the already high mortality rate in this group, is, we consider, a missed

opportunity by the Inquiry.

144. Inresponse to a comment put to Professor Dame Sally Davies by CTl that “blood-borne
viruses were not really on the radar for this group of patients”, she referred to the
context of health inequalities suffered by her group of patients and the patchy services
they received. We submit that the fact that this condition is disproportionality
suffered by those from a sub-Saharan African or Afro-Caribbean ethnic heritage
contributed to and compounded these inequalities, and therefore contributed to the
lack of spotlight or understanding of the secondary issue of blood-borne viruses,
which, statistically it can be inferred would have affected this group

disproportionately.

145. Professor Davies indicated that during her time at the Middlesex Hospital there was
less research being undertaken into sickle cell anaemia than other forms of blood
cancers/disorders and she expressed her concern that this may well have been
because of what she termed “institutional racism”.*?>° She also identified that the
funding for sickle cell patients may have been influenced by their ethnic background

saying:

“| feared it might be, because if you looked at the money spent on haemophilia
patients and the numbers, the discrepancy was unfair. ... | was concerned about

the fairness of it”. 1230
146. Her concerns were reinforced by the Standing Advisory Committee on Sickle Cell,
Thalassaemia and other Haemoglobinopathies, which produced a report in 19931231
identifying that for patients with such disorders, the care was “not of the highest
quality”. Professor Davies said that many of the patients she saw who came from

other centres knew substantially more about their condition than any doctor who had

1229 INQY1000189, p40.
1230 INQY1000189, p41.
1231 5cGV0000267_152.
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ever treated them previously.?32 The fact that clinicians such as Professor Dame Sally
Davies were focusing on the “priority [of getting] decent services in place” as a
“starting base for these patients”1233 meant the issue of BBVs was (perhaps

understandably if not justifiably) overlooked.

147. We consider that a similarinference can be drawn for patients with thalassaemia, who
are disproportionately people of Mediterranean, south Asian, southeast Asian and

Middle Eastern origin.

148. We invite the Inquiry to conclude that, much like our female CP cohort, existing heath
inequalities (in this case arising from ethnic and sociocultural determinants of health)
intersected with the general failings outlined above, leading to disproportionately
worse outcomes for CPs with blood disorders. We suggest recommendations on
health inequalities regarding race and gender in our chapter on the Role of

Government.1234

CHAPTER 4: HAEMOPHILIA CENTRES, CLINICIANS, THE UKHCDO, AND
HAEMOPHILIA SOCIETY

“My trust in the medical treatment for Haemophilia has disappeared completely. | have

pulled some of my own teeth out to avoid having Haemophilia treatment and | would rather

rest swollen knees or other joints for extended periods than have clotting agents.”'?3

1232 INQY1000189, p45, 111-20
1233 1NQY1000189, p45, 1114-20.

1234 gee Recommendation 7 of the Government chapter regarding gender inequalities and Recommendation 8
of the Government chapter regarding race inequalities.
1235 WITN2053001, §19.
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Introduction

1. This chapter first focusses on treatment for those with bleeding disorders including at
haemophilia centres, the actions of haemophilia doctors and of the UKHCDO.1%3¢ We
then consider the distinct but interrelated topic of the Haemophilia Society. This

chapter repeats themes seen throughout our final submissions.

2. There were three key failings in the treatment of haemophiliacs during the period

under consideration by the Inquiry:

a. Patients were not informed about the risks associated with treatment, depriving
them of the opportunity to give informed consent, choose alternative treatments
or refuse treatment, especially mild and moderate haemophiliacs who had a

greater range of alternative treatment options;

b. The risks of treatment, in particular factor concentrates, were not adequately
recognised. When, belatedly, risks were recognised, they were not properly or

timeously reflected in guidance or communicated to patients; and
c. Appropriate risk reduction measures were not used, or not uniformly used.

3. These failings amounted to a breach of trust, leaving many of our clients feeling
betrayed by the professionals whom they depended on for ongoing treatment and

support.

4, The UKHCDO improperly delegated advisory duties to the Haemophilia Society, which
was not equipped to question the clinical consensus on the use of blood products. The
information provided to the Haemophilia Society by the UKHCDO, and Professor
Bloom in particular, was inaccurate and misleading, with the result that the Society

advised its members to pursue unsafe treatment options.

1236 \Most of our CPs who have bleeding disorders are haemophiliacs but this chapter concerns patients with all
bleeding disorders such as Von Willebrand’s disease, who were also treated in haemophilia centres. References
to haemophilia centres and their work are intended to refer to all bleeding disorders.
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Haemophilia centres and clinicians

5. Many haemophilia doctors, and the centres at which they worked, failed their patients
by exposing them to known or knowable risks of infection without proper information
on the risks being provided. This was an unacceptable failure to comply with
professional standards and led directly to many of the infections and deaths

considered by this Inquiry.
Failure to inform patients about risk

6. None of our CPs were informed of the risks associated with blood products. It was
presented to many of them as a ‘miracle cure’ which would make their lives much
better, without any downsides. Decisions about treatment were generally made by
clinicians without patients being given any choice. This failure to inform patients of
risk was a consistent feature of haemophilia treatment at the time and stemmed both
from a failure to recognise the risks associated with such products, particularly
imported and large pool products, and a preference for such products even when the

risks were acknowledged.

7. Clinicians were ethically obliged to obtain informed consent and to inform patients
about the risks of treatment. The ethical basis for consent and information-giving is

set out in detail in the Role of Medical Practitioners chapter. Dr Shirley accepted in

her evidence that information about risks should have been given as a standard part
of medical care at the time she was working in the early 1980s.1%37 However, her
confusion as to which professionals were responsible for informing patients about
risks and her assertion that most haemophiliacs would have been aware of the
problems associated with hepatitis reflect the fact that proper information about risks
was not given in practice. Patients required and were entitled to clear, up-to-date and

evidence-based information on the likelihood of infection from blood products as well

1237 INQY1000088, p22, 1110-12.
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as the likely harm posed by hepatitis. Most of our CPs simply received no information

at all.

8. Haemophilia clinicians, in particular Haemophilia Centre Directors, were well aware
that blood products posed health risks of both known viruses and emerging novel
infections. In 1971, the UKHCDO noted the existence of jaundice and Factor VIl
antibodies as “two most alarming complications” of treatment.!?3® |n 1972, Dr
Maycock at Blood Products Laboratory (“BPL”) expressed the view that viral hepatitis
was “the most serious complication of the use of blood and blood products”.***° By
January 1975, Dr Maycock was being informed about the high rates of non-A non-B
hepatitis in blood products, especially commercial products.'**° Professor Cash wrote
in the British Medical Journal in January 1976, expressing his view that “there’s no
doubt that the import into the UK of Factor Vill concentrates derived from external
sources, however well-screened for hepatitis viruses, represents an unequivocal
pathway by which the level of a potentially lethal virus into the whole community is
being deliberately increased”.'*** By 1979, the evidence suggested that 40% of non-A

non-B hepatitis sufferers progressed to chronic liver disease.?%?

9. The haemophilia clinical profession was therefore aware that blood products,
especially imported concentrates, posed a real risk of life-threatening illness, but
failed to act. Dr Colvin described this as an “unjustified but justifiable...feeling that it
would be all right” and agreed that this was “more of a hope than based in
evidence” 1**® Dr Franklin described this as “an atmosphere of denial in the UK over
the risks of non-A, non-B hepatitis”.*?** His view, which we invite the Inquiry to
endorse, is that “there wasn’t enough effort made to introduce heat-treated safe

products because there was a feeling that hepatitis was ... viewed as an acceptable

1238 pHSC0002173_048.
1239 RLITO0001689.
1240 cBLA00O00249.
1241 pRSE0004064.
1242 pRSE001960.
1243 INQY1000061, p42, 1122-24; p43, 111-2.
1244 \INQY1000068 p141, 1118-19.
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risk” 124> Dr Al-Ismail explained that Professor Bloom’s attitude, shared by many in the
profession at the time, was that “for the vast majority of patients non-A, non-B
hepatitis is probably not going to be a big issue” .12*® |t was unacceptable that — long
before the emergence of HIV/AIDS — a more precautionary approach was not taken,

and patients were not warned adequately, or at all, about risks.

10. A similarly dilatory response was seen in clinicians’ responses to the outbreak of
HIV/AIDS. The Department of Health and Social Security (“DHSS”) was aware, by at
least July 1982, that imported US commercial blood products may pose a risk of the
virus.1?*” The September 1982 UKHCDO meeting considered AIDS but concluded that
there was only “a remote possibility that commercial blood products had been
involved”12*® in infections in the US. We invite the Inquiry to find that this was an
unacceptable response which suggested an inappropriately lax attitude to emerging
viral threats, especially given the data reported that month was that the mortality rate
for AIDS could vastly exceed 41%.'?*° In practice, clinicians working with
haemophiliacs were aware of a real risk of infection associated with commercial blood

products by late 1982/early 1983,12°° but did not share that information with patients.

11. The role of the UKHCDO, and Professor Bloom in particular, in failing to warn patients
about risks and misrepresenting the evidence of risk is discussed further below. In our

chapter on Self-Sufficiency, Fractionation and Pharmaceutical Companies we explore

the impact which the lack of information given to patients had on demand and the

UK’s ability to become self-sufficient.

1245 |bid, pp. 158-159, II. 25-8.
1246 INQY1000074, p72, 15 — 23.
1247 DHSC0002219_009.
1248 cBLA00016189.
1249 OXUH0002848.
1250 WITN0047004. See further discussion below.
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Failure to consider alternative treatment options

12. These submissions have repeatedly endorsed the principle that “the safest blood is
the blood not given” *?°1 That is equally true in the context of blood products, even
though they may be life-saving for some patients. The precautionary principle should
have required that blood products (especially those imported from the US) were only
used where strictly necessary and where alternative treatments would not be an
adequate clinical alternative. We invite the Inquiry to find that the precautionary
principle was not followed during the Relevant Period. There were alternative
treatments available to clinicians at the time, which were suitable as an alternative for
many patients, including:

a. Bedrest;

b. Cancellation or postponement of elective surgery;12>2

c. Tranexamic Acid;

d. Topical haemostatic agents;

e. DDAVP;

f. Fresh frozen plasma;

g. Cryoprecipitate (especially that made from single blood donations);
h. NHS factor concentrate (again, ideally from small pools); and/or

i. Heat treated products, as they became available.

13. We recognise that this range of treatment options may not have been appropriate for
all those with bleeding disorders, especially severe bleeding disorders. Mild and
moderate haemophiliacs could have been effectively treated with most of the above

alternative treatments. Even severe haemophiliacs, for whom alternatives such as bed

1251 INQY1000168 p25,1111-12.

1252 This was a particularly significant option as heat-treatment developed and it became clear that safer
products would be available in the medium to short-term. In retrospect, Dr Colvin agrees this should have been
done: WITN3343007, pl7.
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rest may not have been safe, should have been offered advice and information about

the risks of their treatment and offered the possibility of reverting to cryoprecipitate.

14. We invite the Inquiry to find that most centres, from whom we have heard evidence,
did not use or recommend these alternatives. Professor Parapia correctly explained
that “...there is no doubt with hindsight that there would have been less transmission
of infections using cryoprecipitate and locally made NHS products.”'?> However,
hindsight was not a prerequisite to the identification of imported US concentrate as
the least safe option, or to ensure that patients were supported to make informed
decisions about the risks involved with their treatment. We invite the Inquiry to
conclude that the evidence it has heard shows that most centres were unnecessarily
overdependent upon concentrates, often commercial concentrates. Directors such as
Professor Parapia and Dr Mitchell were an exception to the rule seen elsewhere.
Professor Parapia’s approach was that “commercial products were avoided as much
as possible. The safest blood products and alternatives were already considered first
... Alternative treatments in order to avoid plasma derived concentrates were always
given priority.”1?>* Our CPs’ experience, like that of many CPs, was that they were
treated with imported commercial products as a first port of call. Alternative
treatment options were not discussed or explored. This made Professor Parapia’s
centre, the Bradford Haemophilia Centre, a notable exception, proving it was possible

to successfully offer alternatives, and avoid imported concentrate.

15. We endorse Professor Savidge’s analysis contained in the reports he prepared during
the course of the HIV litigation. As seen across our CP group, his reports considered
haemophiliacs who had been treated with US commercial factor VIl concentrates.
There was no evidence that they had been informed about alternative treatment or

that this had been considered by their treating clinicians. He concluded that:

“The lack of consideration and disregard of the then current therapeutic

recommendations for the treatment of children under the age of four years

1253 WITNO785003, §13.
1254 pid, §17.
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regarding the use of cryoprecipitate... was negligent. Any argument that
cryoprecipitate was in poor supply at the time is untenable since the material was
being used in significant amounts for home therapy. ... The overwhelming use of
commercial US concentrates in preference to cryoprecipitate or NHS factor Vil is

remarkable.” 1255

16. This analysis refers to the individual case Dr Savidge was analysing, and we also

endorse his criticism of the wider policy framework for that decision-making:

“The lack of a well-defined therapeutic policy regarding preferential use of

domestic plasma derivatives in children at this time was negligent.”125¢

17. Thelnquiry has heard evidence which demonstrated that alternative treatments could
and should have been offered to patients. There are examples of good practice at
some haemophilia centres, but the general national practice pointed to the use of
commercial factor concentres to the exclusion of alternative treatments, and failed to
discuss such alternatives with patients, despite this forming an essential part of proper

clinical care.
Unnecessary use of blood products

18. Much treatment for haemophilia and other bleeding disorders involved the
administration of blood products, including where such products were not clinically

necessary.
19. Some examples amongst our CPs include:

a. One of our CPs was treated with blood products despite the fact that he was able

to successfully manage his haemophilia with only one admission to hospital;%>?

1255 pHSC0043164_068, pp. 5 — 6.
1256 |pid, p. 6.
1257 WITN2004001.
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b. Being given blood products on a purely precautionary basis before a routine

procedure;1%>8

?

c. A mild haemophiliac who did not require blood products for injuries as a child but
in adulthood started to be given blood products for bruising. He expressly explains
that “/ did not even need any blood products [on the day | was given Factor VIll]. |
could have been given DDAVP tablets or Tranexamic Acid tablets. These methods
do not stop the bleed as quickly as if you have Factor VIii or cryoprecipitate but

they can be used instead. My condition that day was not life-threatening” ;12>

d. Another CP with mild haemophilia treated after routine operations and minor
injuries explains that “If | went without receiving blood, | believe | would have just
suffered for a longer period” ;*?%°

e. Yetanother mild haemophiliac was treated on a precautionary basis before minor

surgery and in the case of nosebleeds.'?%!

20. All patients should have been given information about alternative treatments. Those
patients who did not necessarily need any treatment, for example, mild and moderate
haemophiliacs, should have been advised of alternatives, including the option of no
treatment. As Professor Franklin put it, “the regular use of Factor VIl as a home
therapy was a quality of life, rather than a life-saving, approach. Most home therapy
was for incipient joint or soft tissue bleeds. These are not trivial, they are very
unpleasant, but in the main they are not life-threatening”.'*®> Many patients could
have ‘managed’ with alternative therapies until the advent of effective heat
treatment, or while other safer domestic products were supplied. The UKHCDO,

Professor Bloom, and many haemophilia clinicians, articulated a false paradigm

1258 WITN1996001.
1259 WITN 1938001, §8.

12600  GRO-D !
1261 WITN1111001.
1262 ARCHO000443.
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whereby any move away from factor concentrates would lead to loss of life.12%3 That
advice led to patients being treated unnecessarily and was highly influential on

government policy.

21. Robust clinical guidance was not only needed in haemophilia centres but also in A&E
and other sites where those with bleeding disorders might present. We are not aware

of any such guidance being issued in the 1970s and 1980s.
Feelings of betrayal

22. Our CPs, like all haemophilia centre patients, were dependent on their treating
clinicians for guidance, information and treatment. As bleeding disorders are generally
life-long, relationships developed between patients and their families and the
haemophilia centre clinicians and staff. Very few of our clients had any independent
medical knowledge. They therefore had a double vulnerability, both by reason of their
health and by reason of their dependence on their clinicians’ greater knowledge. The
widespread clinical practice of giving patients no information about their treatment,
exposing patients to life-threatening risks, and failing to apologise or give proper

information, contributed to the feelings of betrayal felt by our CPs.

23. One CP had a “very close doctor-patient relationship” with his treating clinicians and
the staff at the local haemophilia centre. His widow explains that she feels “betrayed
.... Because [we] had always regarded the Centre as a very important place in our
lives” 1264 Another CP explains: “fwje are meant to trust our doctors and our
government but they messed up royally without giving anyone a choice in the

matter” 125> Other CPs described feeling lied to and knowingly harmed.

24. It has taken time to rebuild the trust that was lost. Aileen Gibson explained that “jt

took some time to get the trust of ... families” who she had previously treated and who

1263 Thijs attitude is still prevalent amongst some clinicians, e.g. Professor Hay who viewed reversion to
cryoprecipitate as being “a matter of life or death” for at least some patients: INQY1000072 p.69, I.12-13.
1264 WITN2004001, §19.
1265 WITN1928001.
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had been infected.1?°®¢ We consider that the moral damage to IAP was compounded
by their dependence on the very institution which had injured them for lifelong

treatment and care.

25. This sense of betrayal was compounded by the wider failures in treatment, care,
information-sharing, timely diagnosis, and financial support, which are explored in the

impact and trusts and schemes chapters.

UKHCDO

26. The UKHCDO was formed in the late 1960s to collect and coordinate data on
haemophilia patients and their treatment. Its first meeting was in 1968 and organised
by Dr Biggs.'?%” It proved to be significant that this de facto leadership organisation
was a voluntary and unincorporated association, essentially dominated by the largest
and most influential haemophilia centres. Its role was to share and disseminate best

clinical practice.

27. The UKHCDO made serious failings in its response to the outbreak of HIV/AIDS. By late
1982 to early 1983, the UKHCDO was aware that AIDS was a real risk. At the Directors’
meeting on 14 February 1983 there was agreement that it was necessary to report on
cases emerging amongst patients but there was no discussion about taking steps to
inform patients of risk.'?®® This was in stark contrast to the approach taken by the
National Haemophilia Foundation in the US at that time, which concluded in
December 1982 that previously untreated patients should not be started on
concentrates and that patients and parents should be made aware of potential
risks.1?%® We invite the Inquiry to find that this is the approach which the UKHCDO and
DHSS should have taken in late 1982/early 1983.

1266 WITNAO46001.
1267 RLITO000022, p. 64.
1268 HCDOO000411.
1269 prSEQ002436.
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28. Instead, in an unacceptable act of risk-taking, the approach spearheaded by the chair
of UKHCDO (Professor Bloom) was that previously-untreated patients should be
treated with new imported factor concentrates to see whether this reduced the rates
of non-A non-B hepatitis.’?’ At this time, the UKHCDO, under Professor Bloom’s
leadership, was aware of increasing rates of AIDS in haemophilia patients, and noted
the analysis in the New England Journal of Medicine from Janet Desforges that there
should be reversion to cryoprecipitate.*?’! Leading haemophilia clinicians were clearly

aware of this recommendation but did not follow it.

29. The subsequent ({in)action of the UKHCDO in March 1983 was to ramp up monitoring
efforts in the hope of reporting symptoms and cases of AIDS. The UKHCDO’s approach
was explained on the basis that: “...it is most important that the extent of the problem
is quickly identified so that preventative measures can be instituted as soon as possible
to minimise numbers of cases occurring in the UK”.1?72 That approach was clearly
fallacious; preventative measures were needed in advance of an outbreak in order to
minimise the number of cases in the UK. It was wholly unacceptable that there was
no change — or apparently any discussion of a change — to clinical practice in any
respect, nor was information disseminated to patients. We invite the Inquiry to find
this failure to advocate any change in approach to treatment on behalf of UKHCDO

was unacceptable and caused preventable infections.

30. The UKHCDO did not change tack meaningfully even in May 1983,'%73 when its
recommendation was essentially to preserve the status quo. The UKHCDO encouraged
using domestic blood products for mild haemophiliacs and children, but did not
mandate it, which we invite the Inquiry to find was an error. It was only by June 1983
that the UKHCDO accepted that AIDS appeared to be transmitted through blood and

blood products.’?”* It subsequently issued guidelines in late June 1983 that mild

1270 HCDOO000252_042.
1271 HCDOO00O558.
1272 HCDOO000517_001.
1273 pHSC0001177.
1274 pRSE0002741.
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haemophiliacs and those with von Willebrand’s disease should be treated with
DDAVP, and that for children and mildly affected patients or patients who had not
previously received imported concentrates, it would be appropriate to use NHS
concentrates.?’> These recommendations still failed to raise the alarm about the use
of imported concentrates, in fact expressly noting, “there is as yet insufficient evidence
to warrant restriction of the use of imported concentrates in other patients in view of
the immense benefits of therapy”.*?’® Nor did it address the possibility of other
alternative treatments. Finally, it was merely a set of non-binding recommendations,
with no mention of informing patients of any of the risks or discussing alternative

treatments.

31. [t is significant to consider the UKHCDO's actions in June 1983 in light of the Council
of Europe’s recommendation of the same month. It recommended that Member

States:

“Take all necessary steps and measures with respect to AIDS and in particular to
avoid, wherever possible, the use of coagulation factor products prepared from
large plasma pools; especially important for those countries where self-sufficiency

has not yet been achieved.

To inform attending physicians and selected recipients, such as haemophiliacs, of
the potential health hazards of haemotherapy and the possibilities of minimising

these risks” 1277

32. This is the approach which we consider the UKHCDO should have been taking. It
appears that the body was not aware of the recommendation, 2’8 which reflects a
serious failure by the DHSS and its representative who attended UKHCDO meetings. It
is inexcusable that a major announcement such as this was apparently overlooked by

both the DHSS and the UKHCDO, and we invite the Inquiry to find accordingly. Had it

1275 HCDO0000270_004.
1276 |pid.
1277 pRSE0000372.
1278 INQY1000079 p73, 114-15.
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been formally considered it may have materially altered the UKHCDO's approach, as

Professor Ludlam acknowledged.1?”®

33. We do not suggest that the UKHCDO could have granted itself a power to make
binding clinical recommendations, but it could and should have (i} issued its
recommendations in more forceful terms, and (ii) petitioned the DHSS to place the
UKHCDO on a statutory footing to allow it to issue such guidance or for the
Department to issue such guidance itself. As a result of the non-binding nature of
these recommendations, most haemophilia centres failed to change their practice as
the pandemic unfolded. While most centres continued to treat patients with imported
blood products, it is significant that some haemophilia centres took diverging
approaches to treatment; for instance, the Birmingham Centre continued to use
commercial concentrates on children into 1985. However, the majority followed the

approach of the UKHCDO.

34. The UKHCDO, and particularly Professor Bloom, were uniquely placed to provide
specialist advice to the government about the appropriate response to the AIDS crisis.
Instead, the information received in July 1983 from Professor Bloom led to the
following conclusions by the Subcommittee on Biological Products of the Committee

on the Safety of Medicines:
a. The cause of AIDS was unknown but likely to be infectious;

b. The benefits of concentrates were justified even when balanced against the risks

of AIDS;

c. It was not feasible to replace concentrates with cryoprecipitate on grounds of

supply;*?%

1279 |pid.

1280 This is not reflected in other evidence (see e.g. PRSE0004440, §9 where in fact the opposite is described by
Dr Chisholm when she makes reference to ‘problems in getting large amounts of commercial concentrates
whereas she could get unlimited supplies of cryoprecipitate’) and is addressed further in our self-sufficiency
chapter.

231

SUBS0000059_0231



d. It was not feasible to stop using US concentrates on grounds of supply or risk.1281

35, Even in December 1983 the UKHCDQ's view was that “the aetiology of AIDS is yet to
be established, but current knowledge points to it being caused by a transmissible
agent” 1282 |n early 1984 its view was that “facts are in very short supply... there is no
reliable evidence that the disease is transmitted through blood products”.?® This was
not justified in light of the evidence before that body, including the Cardiff patient
under Professor Bloom’s care who clearly acquired AIDS through blood products. The
approach of the UKHCDO appeared to be that urgent action was not justified unless it
was certain. It was not clinically or ethically justified to impose what was in practice a
criminal standard of proof before taking any action at all to protect patients. As
Professor Franklin expressed it, this was the opposite of the precautionary
principle.??®* As Dr Bevan put it “they held the line to the point where it almost became

like denial” 1285

36. The UKHCDO finally began to recognise the depth of the crisis and address the need
for guidance in December 1984. It issued the AIDS Advisory Document,?®® which
acknowledged the need to explore alternative treatments. It did not recommend that
patients should be informed if found to be infected. This was a serious ethical failing,
both as regards an individual patient’s right to know about their own health and
because of the risk of infected individuals unintentionally spreading the disease. These
guidelines were an unacceptably late response to the unfolding pandemic. Such
hesitancy was not necessary, especially given the non-binding nature of the

recommendations.

1281 ARCH0001710.
1282 BSHA0000023_081.
1283 BpLLO001351_093.
1284 |NQY1000069 p65, 120.
1285 INQY1000086, p98, 1113-14.
1286 HCDOO000270_007.
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37. Dr Tuddenham rightly criticised the UKHCDO’s guidelines as “very gradual and
cautious”?®” and “vague” .*?%8 The UKHCDO’s gradual and vague approach directly led
to individual centres and clinicians taking an equally dilatory response: Professor
Ludlam confirmed that he did not take any proactive steps in 1983-1984 to advise his
patients about the possible risks of AIDS from factor concentrates, nor did he explore
alternatives with them;28° Dr Pettigrew of Yorkhill mainly used commercial blood
products;*?% Dr Jones of Newcastle was reluctant to abandon factor concentrates and

“go back ten years” 121

38. The UKHCDO could and should have done more than it did. It is no adequate defence
to characterise the UKHCDO as Professor Ludlam did, calling it “an informal
mechanism, part of developing people’s knowledge” .12°2 The UKHCDO was the leading
clinical body on haemophilia and blood disorders at the time. The UKHCDO should
have been aware that it was setting policy — both by issuing guidance and failing to do
so — for many haemophilia centres across the UK.1>®3 Dr Bevan explained that, in light
of the Bolam test,12°* “if you’d gone off, away from their advice, you would have
become vulnerable to claims of negligence” 2> The UKHCDO should have taken on its
leadership role more proactively. This would have involved issuing firm, precautionary
and clear guidance. Instead, its failure to act allowed unsafe practices to continue

across the UK.

39. The UKHCDO’s inappropriately sanguine attitude to risks associated with blood
products must be seen in the context of the close relationship between

pharmaceutical companies and haemophilia clinicians at this time, with lavish

1287INQY10000067 p112, 114.
1288 |bid, p113, I6.
1289NQY10000078, p59, 118 — 15.
12901NQY 1000081 p4, 1120-25.
1291 INQY1000180 p120, 1113-14.
1292 |INQY1000079 p62, 118-9.
1293 see Dr Bevan's evidence; INQY1000086, p67, I116-24.
1294 Bojam v Friern Hospital Management Committee [1957] 1 WLR 583, which required consideration of
whether a doctor’s practice was supported by a body of professional opinion.
1295 |pid, p. 68, Ii. 8-9.
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hospitality being provided by the industry to leading clinicians. This is explored in

greater detail in our self-sufficiency and pharmaceutical companies chapter.
Professor Bloom

40. Professor Bloom took a leading role in disseminating advice about the risks posed by
blood products. It is clear from the evidence before this Inquiry that he played an
enormously influential role in the UKHCDO in shaping government policy, and was also
seen as an influential figure internationally. In response to a request from the
Haemophilia Society regarding the risks posed by HIV/AIDS, he advised in January
1983 that “...at the present time the cause is quite unknown and neither has it been
proven that it is transmitted through contaminated blood products”.'2°¢ Professor
Bloom expressed unjustified confidence about the safety of blood products,
suggesting that he would have expected to see cases identified in the UK already if the
risks were as feared.'*®” He simply did not have sufficient data at the time to draft that
conclusion. He must be criticised for incorrectly asserting in this response that “there
is no evidence yet” to implicate blood products and that “...there is certainly no need
for the haemophiliac community to be unduly concerned about this new
syndrome...there is no doubt whatsoever that their advantages [i.e. of blood products]
far outweigh this disadvantage which, at the moment, seems to be potential rather
than real in the UK” .12%8 This is an unjustified and misleading claim which provided
false reassurance and demonstrates not only the UKHCDO's failure to advise patients
about risk, but its role in misrepresenting evidence on risk when information was

sought on behalf of patients.

41. Professor Bloom and Dr Moffatt also gave false hope to patients in the template letter
circulated in mid-February 1983, which stated that “there is no cause for alarm ... the

occurrence of these illnesses has been extremely uncommon ...” whilst asking patients

1296 HCDOV000003_066.
1297 |bid,

1298 |pigd.
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to engage in testing.’?® This is out of step with what many practitioners, including Dr
Craske, were saying at this time.’3% [t again gave false reassurance to a vulnerable
population. Professor Bloom was aware of the risks of imported factor concentrates
in particular, for instance he was informed in March 1983 about the “major impact”
which AIDS was having on the treatment of haemophiliacs in the US, where it was
growing at a “frightening pace” 13! Given his knowledge that the US was the major
source of blood products for the UK, this should have spurred him into immediate

action.

42. Professor Bloom did not take the outbreak of HIV/AIDS sufficiently seriously, in the
face of growing and alarming evidence about its virulence, transmission, and
mortality. In late March 1983 he described the US response as an “overreaction” 1392
In April of the same year he was either concealing or, at a minimum, underselling the
AIDS case in his care at a talk given at the Haemophilia Society’s Annual General
Meeting, where he claimed not to be aware of any AIDS cases in the UK.2*% He also
estimated in the same speech that there was likely only to be a single case in the UK,
which was not justified on the evidence before him. He provided a misleadingly
optimistic picture to the Haemophilia Society in early May 1983 despite being aware
that he had a patient suffering from AIDS. In October 1983 he was advising that there
was no need for patients to stop using commercial concentrates because of a lack of
proof that they caused AIDS.13%* In June 1984 he was writing that “the role of American
concentrates in the causation of AIDS in European haemophiliacs must be regarded as

unproven”, emphasising that AIDS only posed “hypothetical dangers” 13%5

1299 cYHBO0O00002_003.
1300 see Dr Craske’s research at HCDO0000557; HCDO0000273_079.
1301 BPLLO001351_021.

1302 cBLAO0O1691. It is not certain that this word is Professor Bloom’s own, but we consider it is a reasonable
inference to draw from the document.
1303 pRSE0000411. Professor Bloom carefully referred to being unaware of any “definite” cases of AIDS in British

haemophiliacs but in the subsequent question and answer session said that one of his patients “may have a mild
form of it”. He later reported in early May 1983 that his patient did have AIDS: PRSEQ000353.

1304 CBLAOOO0060_050.
1305 pRSE0003037.
235

SUBS0000059_0235



43. It is not unreasonable to speculate that Professor Bloom’s close relationship with US

1306 influenced

pharmaceutical companies, and the false reassurances they gave him,
his inappropriately sanguine attitude. His comments were echoed by pharmaceutical
companies seeking to persuade the Department of Health that their blood products

were still safe for use.13%”

44. Professor Bloom also appears to be responsible for the mass testing of UK
haemophiliacs for antibodies associated with AIDS in 1983/84 without their
knowledge or consent.’3 This was a serious ethical breach, which was compounded

by the extreme delays in informing many patients of their diagnosis.

45. Professor Bloom’s scepticism about the aetiology of AIDS continued well into the
pandemic. In 1985 he expressed the view that a patient who had been exposed to
HTLV-IIl was “extremely unlikely”3%? to develop AIDS. While we cannot speculate
about Professor Bloom’s understanding and actions in that case, placed against the
background of previous actions this suggests that he was probably giving his individual

patients unsafe and misleading medical advice.

46. Professor Bloom should also be criticised for his attitude towards hepatitis. While
under his leadership the UKHCDO did take steps to study and avoid hepatitis, he failed
to ensure that patients were given appropriate information about its risks or to advise
that alternative treatments be explored, despite his awareness of “increasing
evidence that more insidious signs of chronic inflammation of the liver are much more
common”.'31° He was in a key leadership role to promote clinical guidance and

treatment alternatives which minimise the risk of hepatitis, but did not take them.

47. We invite the Inquiry to find that the UKHCDO, in large part due to Professor Bloom’s

leadership, failed in its role to protect haemopbhiliacs and instead knowingly exposed

1306 £ g, CBLAOOOO060_067; BAYPOO00028_076; DHSC0001291.
1307 BAYP0O000002_183.
1308 H$OC0002735.
1309 WITN1275005.
1310 prSEQ000411.
236

SUBS0000059_0236



them to risks of HIV/AIDS as well as other blood-borne infections. The body, and
Professor Bloom in particular, spread false reassurance which it knew to be unjustified
in light of the evidence of risk before it. The UKHCDO was uniquely placed to set best
practice in haemophilia care and instead undermined it, resulting in a large number of

infections and deaths.
Relationship with government

48. The failures of the UKHCDO became a governmental failure, with the DHSS depending
on the expert advice it received from Professor Bloom and the UKHCDO more
generally, who were recognised as the leading experts amongst the UK’s haemophilia
clinicians.

49. The UKHCDO failed to advise the government sufficiently or at all regarding the risks
of hepatitis, and particularly about the severe risks posed by HIV/AIDS. In particular,
it did not inform the government about the different treatment options available,
including no treatment (for example, in the case of mild/moderate haemophiliacs) and
the implications that this could have on assisting the UK’s efforts to achieve self-
sufficiency, as set out in our chapter on that topic. Dr Goff rightly acknowledged that
the haematology community could have pushed harder than it did;*3!! though the
government retained final responsibility.

50. This was a two-way failure; the UKHCDO did not give sufficient warnings about the
unfolding AIDS crisis, but at the same time the government did not show leadership
in achieving self-sufficiency which would have mitigated that crisis. David Watters
explained that self-sufficiency “simply dropped way down the [government’s] priority
list, and hepatitis and HIV were the major part of the cost of that” 1312 The government
was not told by those best placed to advise it that blood products posed urgent, severe
health risks, and the government accordingly deprioritised the issue. This is not to
excuse the government’s actions: it had alternative sources of information which it

could and should have drawn on and was responsible for protecting public health

1311 WITN5423001, §36.1.
1312 \WITN3429001, §148.
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which it failed to do. The government could readily have asked clinicians to take a
more precautionary approach or liaised with the US government to emulate their

more proactive response to the illness.
Self-sufficiency

51. The UKHCDO had a leading role to play in supporting the national efforts to achieve
self-sufficiency. However, it’s failure to encourage minimisation of blood products,
discussed above and in our chapter on self-sufficiency, hampered those efforts.
Professor Bloom wrongly believed that UK concentrates were not necessarily safer

than imported US concentrates, which may have influenced this approach.

52. The UKHCDO and its leadership failed to explore with DHSS what role it could play in
helping the UK achieve self-sufficiency. Leading haemophilia clinicians could and
should have proactively taken steps to minimise blood use and inform DHSS that there
were alternative treatment options for mild/moderate haemophiliacs. It failed to do

SO.
Apology

53. We consider that a formal, public apology from the UKHCDO is appropriate in light of
the above failings. To the best of our knowledge, no such apology has been issued to
date. An apology is long overdue and should take full responsibility for the incomplete

and misleading information provided by the UKHCDO.

The Haemophilia Society

54. In 1950, the UK Haemophilia Society was established and acquired charitable status.
Its purpose was to provide information and support for haemophiliacs and those
suffering from bleeding disorders, as well as their family. It also developed an
important advocacy role, arguing on behalf of its members to government and

clinicians.
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55. While we recognise that there is much to praise the Haemophilia Society for,
particularly in more recent years, we cannot overlook the serious failures it has made
historically, especially around the outbreak of the AIDS epidemic. In early 1983, its
bulletin published an interview with Dr Kernoff of the Royal Free Hospital's
Haemophilia Centre, who described the links between AIDS and haemophilia as “very
tenuous” and characterised the idea of an “epidemic of AIDS amongst haemophiliacs”

as “ludicrous” .***®* The Haemophilia Society was not itself a clinical body and could

reasonably expect to rely on the views of leading haemophilia clinicians, particularly

Professor Bloom and the UKHCDO, however the contemporaneous evidence shows

the Society to be anxiously asking for further information.'31* The response received

was one of reassurance, as discussed above, but the Society could have been more

frank in publicising its concerns to the community it served.

56. On 4 May 1983 the Society published a response to recent press reports about the
risks of imported US concentrates, which included advice from Professor Bloom. It
referred to those reports as “alarmist” and quoted Professor Bloom’'s statement that
“the cause of AIDS is quite unknown and it has not been proven to result from
transmission of a specific infective agent in blood products ... We should avoid
precipitate action and give those experts who are responsible a chance continually to
assess the situation” 131> Again, this substantially understated the evidence. There was
strong evidence by this time linking AIDS to blood products and Professor Bloom’s
tone encouraged patients to continue concentrate treatment and again offered false
reassurance. May 1983 was not a time for assessment and reflection; it was already

too late to take urgent action in light of known, serious risks.

57. Acting on Professor Bloom’s advice, the Society advised it members to continue with
their pre-existing treatment programmes, thereby endorsing ongoing treatment with

imported factor concentrates.’®'® As late as October 1983, Professor Bloom was

1313 pRSE0004120.
1314 gpLLO001351_071.
1315 pHSC0001228.
1316 HsOC0029476_024.
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allaying “unfounded fears” and putting AIDS “into a helpful perspective” in a talk to
the Society.'3!” This was at a time in which arrangements were still being made to
assess the prevalence of AIDS amongst UK haemophiliacs,’3!8 so it could not be said
with any confidence that their concerns were unfounded. Even in late 1983, the
Society’s publication, Haemofact, was still conveying a very strong message that
members should continue to treat themselves with factor concentrates.'3° Like
Professor Bloom, the Society set an inappropriately high bar for recommending even
a temporary ban on the use of imported concentrates; requiring “definite” evidence
that it would be “necessary”.'*?° The Society appeared to give Professor Bloom a de
facto leadership role, with him directing them on matters including what advice to
circulate to its members, for instance.*?! This deference was not appropriate for an
independent charity and involved the inevitable risks of overdependence on one view
point. In the event, Professor Bloom’s view was shown to be fundamentally flawed in
many respects. Waiting until there was evidence to prove that blood products were
as unsafe as feared was wrong and deprived patients of an opportunity to explore

alternative treatments (or stopping treatment).

58. The Society failed to provide specific information for members who suffered from
milder or more moderate forms of bleeding disorder.1322 This should have been done
even before the risk of HIV/AIDS emerged for the reasons explored above. It is
submitted that the Society’s (and other organisation’s) failure in this respect is
reflective of a wider issue that was explored in Counsel to the Inquiry’s presentation
about self-sufficiency and the domestic production of blood products, namely there
was widespread adoption of the philosophy that haemophilia patients should lead a

‘perfectly normal’ life and linked inextricably to this was the demand for the

1317 CBLAOOO0060_050.
1318 5ee e.g. PRSEO003439.
1319 INQY1000095 p62, 1116 — 21.
1320 H$OC0020344.
1321 CBLAOOO0060_048.
1322 INQY1000097 p64, 121.
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immediate implementation of prophylaxis and home therapy regimes with factor

concentrates. On this basis, risk mitigation was deprioritised if not altogether ignored.

59. The Haemophilia Society recognised in early 1984 that it had not done enough to date
to campaign strongly for self-sufficiency in blood products.’32® Despite this
recognition, it decided not to push for self-sufficiency at that time on the basis of its
thinking that “now is not the time to ask that all our blood products eggs should be
placed in one basket... we should take Mr Asquith’s advice of ‘wait and see’.”132* That
reasoning was fallacious; as discussed in our chapter on this topic, self-sufficiency was
the essential route to improving blood safety and protecting against the risks posed
by imported factor concentrates. This reflected an attitude of undue caution and
hesitancy on the part of the Society. In the event, the Society took an even more
cautious approach than the UKHCDO and expressed a “firm conviction” even late in
1984 that “haemophilia, itself, is more dangerous than AIDS” 132> That statement was
not correct, given the known high mortality associated with AIDS, in the context of

alternative treatment options being available for bleeding disorders.

60. The Society could have looked further afield or been more robust in challenging the
information received from the UKHCDO. We appreciate that the Society had very
limited resources and was described by David Watters as “tiny, tiny, tiny, and certainly
not equipped to replace the medical advice of clinicians”.*>*® That said, the Irish
Haemophilia Society, with far fewer resources, proactively raised the risks of AIDS with
the Irish Blood Transfusion Service after the Daily Mail’s coverage in May 1983,13%7
With almost no resources to draw on, the Irish Haemophilia Society was willing and
able to undertake its own research into the risks of blood products.’328 |t was thus

possible even for a smaller charity to know further action was needed, but the

1323 gpL10001351_093.
1324 pid. In fairness, it should be noted that Professor Bloom did not fully endorse this view: BPLLO001351_094.
1325 pHSC0000684.
1326 INQY1000096 p60, 1110-14.
1327 WITN7418001, §6.
1328 INQY1000257, p5 — 6, 19 — 6.
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Haemophilia Society instead accepted the reassurance offered by the UKHCDO. A
representative of the Society would sit in on UKHCDO meetings and therefore could

have heard their discussions about risk and formed a more critical and objective view.

61. The Society also lobbied the UK government in favour of the continued importation of
commercial products from the US well into the pandemic.***° That decision was made
in the context of the falsely reassuring advice being received from the UKHCDO but
was still a significant mistake. By May 1983, there were substantial reasons for caution
but the Society’s actions in pushing for more US concentrates show a fundamental

failure to exercise caution.

62. We consider that the Society was seriously at fault for consulting Professor Bloom
regarding its advice given to members about proposed litigation for infection with HIV.
This was, in effect, consulting a potential defendant to litigation on what advice to give
to potential claimants. That error was compounded by the Society disclosing legal
advice on the prospects of litigation to the government, despite this concluding that
the proposed claims were unlikely to succeed.'® This was a serious breach of trust
and actively undermined haemophiliacs’ ability to litigate or negotiate for a better
financial outcome. This approach certainly did not assist to improve the financial
support arrangements which were finally provided. No adequate justification was put
forward for this decision in the evidence heard by the Inquiry. These were unnecessary
and damaging steps which the Society knowingly took against and in direct conflict

with the interests of its members.

63. We recognise that in subsequent decades the Society has acted as a dedicated
advocate for its members and has been instrumental in obtaining support for the IAP
community. The Society has professionalised and provides valuable advice and

support to its members today.

1329 BpLLO001351_076.
1330 HSOC0003459.
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64. We welcome the Society’s actions in issuing a public apology for their role in the
infected blood scandal.’®3! However, it is striking that this was not done until 2017 and
forms a small, final part of a statement which foregrounds the wrongdoing of other
bodies. The statement does not mention the dissemination of confidential legal advice
and appears to minimise the Society’s failings. In the interests of transparency and

lesson-learning, we suggest that the Society should make a further, fuller apology.

Treloar’s
65. Key failings at Treloar’s appear to be the following:

a. The heavy use of many different types of imported factor concentrates;

b. The failure to ensure consistency of treatment, with the result that children were
treated with a variety of concentrates;

c. The failure to reduce the use of imported factor concentrates as the AIDS

epidemic grew;
d. Failures to consult parents or ensure informed consent of children;
e. HTLV-lll testing without children’s knowledge or consent; and
f. Poor communication of diagnoses, including sharing test results in group settings.

66. One of our clients explains that “fw]hilst at Treloars | imagine | was originally one of
the previously untreated patients (‘PUPs’)— patients used as guinea pigs without
anybody knowing. It’s disgraceful that parents were not told about this.” This is
representative of the paternalistic culture at Treloar’s, in which patients were given
treatment and subjected to testing without consent.'33? Mr Macpherson, the school’s

former headmaster, expressed his view that “doctors are god, let’s face it, aren’t

1331WITN 1056184,
1332 see e.g. WITNO297001, §12; WITN1243001, §44.
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they?” 1333 Treloar's was over-enthusiastic about administering blood products,

including prophylactically, despite the known risks involved.

Recommendation 1: Haemophilia Centres, Clinicians, the UKHCDO, and the Haemophilia

Society

a. The UKHCDO and government offer an apology for their failures to prioritise patient
safety, in particular for the dilatory actions in responding to the unfolding HIV/AIDS
pandemic. They should also take responsibility for encouraging patients to remain on

life-threatening treatment without proper information on risk; and

b. The Haemophilia Society offer a fuller apology for its actions, which recognises its
serious errors in disclosing privileged legal advice and takes responsibility for its failure

to provide accurate advice to protect its members’ health.

1333NQY1000134 p77, I115.
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CHAPTER 5: THE ROLE OF OTHER NHS BODIES

“l feel that, in general, after | was diagnosed with HCV | was always battling with the
authorities and governmental and NHS officials to try and get the care and support | needed.

It was a very lonely battle indeed”*33*

Introduction

1. We have already explored the Role that Medical Practitioners played in the wrongs

and harm suffered by our CPs over decades. However, there are also various ways in
which NHS and other medical bodies!®3> - such as those clinicians’ employers,
regulators or professional bodies - have failed our CPs by omitting to implement
effective systems to protect them or provide them with safe and adequate care and

treatment to alleviate their suffering.

2. We note that these bodies did not generally act in an isolated fashion but were and
are often “plugged in” to broader structures. There are inextricable links, therefore,
not only with our submissions on medical practitioners but also on the actions of

Government and the Blood Services.

Summary
3. In summary, we make the following submissions in relation to the Role of Other NHS
Bodies:

a. NHS Bodies, particularly hospitals, failed in the Relevant Period to implement
systems to ensure that blood transfusions were recorded and then audited. This

allowed poor practice to continue without action being taken to correct it;

1334 \WITN1829001, §33.

1335 Thjs chapter addresses the actions of bodies such as NHS England, commissioners, Trusts, NICE, regulatory
bodies such as the GMC, as well as Royal Colleges and other professional medical societies that have an
educative function or role.
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They also failed to put in place systems, such as Hospital Transfusion Committees,
to ensure that clinicians were adequately trained in all aspects of blood

transfusion medicine, including the importance of patient informed consent;

While BBT has undoubtedly improved safety in the field of transfusion medicine,
a significant body of evidence before the Inquiry demonstrates that there are still

serious issues with patient safety and consent;

As well as failing to record transfusions in the first place, NHS bodies have
operated a chaotic and disorganised system of record keeping, which has been
compounded by disjointed attempts to move to a semi-digital system. The loss
and destruction, intentional or otherwise, of our CPs’ records has, very
reasonably, eroded their already diminished trust and confidence in the medical

institutions they are forced to rely on;

Other NHS Bodies with education and training functions have failed to ensure that
medical practitioners, particularly GPs, are aware of the significance of a blood
transfusion, and the risks of TTls. This has created a particular blind spot in terms
of diagnosis, and has also severely impacted the standard of care and treatment
given to our CPs;

The absence of a standardised, national guideline system, linked to GMC
regulation of medical practitioners, plays a particular role in allowing the
entrenched practices of clinical freedom and hierarchical learning between senior

and junior doctors to prevail over evidence-based medicine;

As well as failures to educate medical practitioners, Other NHS Bodies have failed
to ensure the public and patients are aware of the risks of blood transfusions and

blood products, and the signs and symptoms of TTls and BBV;

There have been a number of care and treatment commissioning failures

(explored primarily in the chapter on the Role of Medical Practitioners), including

the delayed and unequal roll-out of directly-acting antiviral treatment for HCV.
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A systemic failure to record and audit blood transfusion information

4, The other side of the coin to the issues explored in relation to Medical Practitioners —
over and unnecessary use of blood and the failure to properly record transfusions in
patient records — are the failings of Hospital Trusts (in particular their Blood Banks) to
implement a proper system to record and audit the use of blood in their hospital.133¢
There is overwhelming evidence before the Inquiry to demonstrate that there was
seriously poor management of blood in hospitals throughout the Relevant Period. By
and large steps taken to improve practice were triggered only by BBT, launched in

1998. BBT has not eliminated bad practice, however, and there is still a significant way

to go.

What went wrong?

5. There was clear guidance available to Trusts on how to create an effective system
around the use of blood in hospitals, such as the British Committee for Standardisation
in Haematology (of the British Society for Haematology)'s 1984 report, "Guidelines on
Hospital Blood Bank Documentation and Procedures”3%” and the various iterations of

Notes on Transfusion/the Handbook of Transfusion Medicine.

6. This guidance, however, we can infer from evidence to the Inquiry, was universally
breached. That this was the case was identified in reports such as the 1982 Report of
the Central Management Services for the DHSS, “Blood: Record Keeping and Stock
Control”, 33 which demonstrated that hospitals were operating defective blood

record keeping systems.

1336 Of course, a third “side of the coin” is the failure of the NBTS to trace blood and blood components once
they had left regional transfusion centres. This is explored in the chapter on the Role of the Blood Services, but
all of the failures below should be read in the broader context of RTCs failing to fulfil their own haemovigilance
functions.

1337 NHBT0111389_001.
1338 pHSC0002221_011.
247

SUBS0000059_0247



7. Instead, and notwithstanding the identification of the issue, hospitals routinely failed
to ensure the following basic tenets of blood management were systematically

followed:
a. That the fact of a blood transfusion occurring was recorded;

b. That the number of units transfused, and the batch or serial numbers of blood

components were recorded;
c. That the clinical justification for the transfusion was recorded;

d. That the ordering and use of blood by clinicians was controlled, monitored and (in
appropriate cases) limited or curtailed, to ensure that use of blood components

was clinically justified and evidence-based;

e. Thatthe use of blood and blood components was audited after the fact to ensure

the same;

f. That there were effective means to report and follow-up on post-transfusion

infection or signs and symptoms of that (such as jaundice);

g. That there was some kind of body or system to fulfil and coordinate these
functions, such as a hospital transfusion committee. The evidence before the
Inquiry shows that these were introduced too late and/or were ineffectual where

they were introduced, prior to BBT.
8. Clinicians gave first-hand evidence of these failings:

a. DrBogod said that there was no process for auditing the number of patients who

received a blood transfusion in the peri-partum period in his hospital.}33°

b. From a haematology perspective, Dr Wallis said that there was no formal system
for a clinician to report a case of post-transfusion jaundice to him.'3%° Similarly,

his evidence was that there was no formal process to follow if, following

1339 INQY1000186, ppl143-144, 1123-3.
1340 INQY1000187, pp33-34, 1118-24.
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discharge, a patient presented to their GP with jaundice or hepatitis. As such, he
cannot recall ever having received a report from a GP of a case of post-transfusion

hepatitis.134

c. DrMurphy described a system at St Bartholomew’s Hospital for recording a blood
transfusion that (until 1996) did not include the recording of a blood component
number in a patient’s clinical records, but instead in a “compatibility report”,
which would go separately in the back of the records.’®*? The evidence of
Professor Armstrong demonstrates that such a system would most likely have led
to the component information being destroyed or lost. This indeed appears to
have been the case at St Bartholomew’s, whose own audit in 1994 of transfusion
practice’3 demonstrated that “on the day after the transfusion, the
[compatibility] report was found in the notes in only 30% of cases”'3** and that
“there was some documentation of the blood transfusion in 72% of the medical
notes. This was usually a brief note such as 'transfuse 4 units of blood

tomorrow'."134>
What were the consequences?

9. The consequences of these systemic failures were grave for our CPs and other

patients:

a. Failures to control, monitor and audit blood use to ensure it was consistent with
best practice and evidence-based guidelines meant that malpractice was not
being recorded, and therefore addressed. It can be inferred, therefore, that

infections occurred that were avoidable;

b. It was impossible or very difficult to trace recipients of infected blood in the

context of any lookback exercise (this occurred, for example, in the 1995 national

1341 INQY1000187, pp34-35, 1125-16.
1342 INQY1000187, pp114-116, 1111-8.
1343 NHBT0135088.
1344 INQY1000187, p117, 118-9.
1345 |NQY1000187, p117, 1120-23.
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lookback programme where approximately a quarter of transfused components
could not be traced whatsoever)!3*®* meaning recipients were not aware of their

potential infections, with fatal consequences in some cases;

c. Potential TTIs were not reported to hospitals, and therefore RTCs, meaning
infectious donors may have remained in the system, leading to further avoidable

infections;

d. A true epidemiological picture of TTls was not being developed. This was
particularly significant for non-A non-B hepatitis prior to the identification of

HCV;1347

e. Ultimately, a substantial number of our CPs have been denied financial assistance
because they could not prove that they had received a blood transfusion by way

of documentary evidence.'38
What should have been done?

10. The UK CMOs convened seminars in 1998, 2002, and 2007 resulting in three BBT
Health Service Circulars.13*® These provided specific recommendations to improve
blood transfusion practice with action plans for hospitals and the blood service in
England. The development of Hospital Transfusion Committees and Hospital
Transfusion Teams incorporating clinicians, laboratory staff and transfusion
practitioners, and the establishment of the NBTC and Regional Transfusion

Committees in England have driven major improvements in transfusion practice.

11. Inshort, however, the BBT Initiative was implemented far too late.

1346 This is discussed in more depth in the chapter on the Role of the Blood Services. The English National Blood
Service HCV lookback collation collaborators, “Transfusion transmission of HCV infection before anti-HCV testing
of blood donations in England: results of the national HCV lookback program”, Transfusion, vol. 42, 2002, pp.
1146-1153 [NHBT0097156_004].

1347 This is discussed in more depth in the chapter on the Role of the Blood Services.

1348 This is discussed in more depth in the chapter on the Trusts and Schemes.
1349 set out in NHBT0083701_002; RLITO000848; NHBT0062177_001.
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12. Dr Wallis gave evidence of a post having been created in the 1990s in his hospital,
eventually occupied by a qualified nurse, whose role was to audit blood usage,
conduct research, follow up reactions, and train nurses and medical staff on the
ward.?3>0 Similarly, he described the development from the year 2000 onwards in his
hospital of a “more assertive laboratory policy to question requests for transfusion
components where these appeared to be inappropriate according to established
guidelines”'3*! for example where a clinician wanted to transfuse post-operatively
when a patient was haemodynamically stable but was relying on a haemoglobin

measure to justify transfusion.

13. These measures represented a positive a shift towards a safety-focused system, but
we submit that these clinical governance structures and positions, which played an
important function of allowing a clinician’s “freedom” or authority to be
challenged,**>2 should have been introduced earlier in time and consistently across all
hospitals. This would have meant that clinical decisions were more likely to have been
evidence-based and not based simply on the whim or idiosyncratic transfusion

practice of an individual doctor.13>3

14. Hospital Transfusion Committees were an important structure to achieve better blood
management. The evidence of clinicians demonstrates that they were introduced
patchily across the UK and too late. Having described the illogicality of a “two not one”
unit transfusion practice, Dr Thomas gave evidence of how easy it was to change this
practice in his hospital once the Hospital Transfusion Committee was formed. This was
because it carried out an audit function and thus, “...it was quite easy to identify the
ones that were offending. Repeat offenders, if you like. You then focus on those

individuals and see if you can persuade them to change their practice.”3>*

1350 INQY1000187, pp35-36, 1117-22.

1351 INQY1000187, pp43, 114-9.

1352 \What Professor Steer described as a kind of “flat hierarchy”: Transcript 23/02/2022, p103, 114.
1353 A phenomenon aptly described by Dr Wallis: INQY1000187, p46.

1354 INQY1000188, p112, I11-7.
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15. Finally, various clinicians discussed the benefits in terms of reduction of unnecessary
blood usage occasioned by the introduction of blood ordering schedules, whereby
standard "orders" for blood for certain kinds of procedures were pre-determined, with
more blood being available in an emergency. Dr Thomas described this as, “a sudden
change from cross-match transfusion, which was a retrospective, to a schedule that
was prospective” and as a kind of “safety blanket” for clinicians, who could refer to
such schedules and feel confident in the amount of blood they were using.'3*> There
was no evidence that these schedules were in place in the Relevant Period for the vast

majority of hospitals.

Blood use education failures

16. BBT!3*® has brought about a welcome emphasis on continued education and training
for clinicians involved in transfusion. This education is aimed at facilitating what is now
known as “Patient Blood Management” — a term used to describe a more particular
focus on appropriate clinical transfusion and use of alternatives to transfusion for

individual patients.

17. We explore in the chapter on the Role of the Blood Services the failure of the NBTS to

fulfil its own duty to provide this education to clinicians prior to the BBT era.

18. There was also, however, a woeful failure on the part of hospitals to ensure their
clinicians were adequately trained and educated on safe blood transfusion practice
(including the risk of transmission of BBVs, particularly non-A non-B hepatitis) and

provided with appropriate advice and guidance.

19. This education should have been provided to all staff who may have been involved in

the administering of blood transfusions, not just haematologists. It should have

1355 INQY1000188, p114, 1111-25.

1356 And associated structures such as the Joint United Kingdom (UK) Blood Transfusion and Tissue
Transplantation Services Professional Advisory Committee and the NBTC (as well as its associated regional
committees). NHSBT also plays an important role — discussed further below.
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addressed the safe use of blood, safe record keeping and, crucially, the patient
consent process and the importance of consent. How this manifested in terms of
individual practitioners’ treatment of patients is discussed fully in the chapter on the

Role of Medical Practitioners.

What went wrong?

20. The evidence of clinicians demonstrates a near universal omission by hospitals (and
other bodies involved in providing clinical education to doctors in training) to provide

adequate education and training on the risks of blood transfusions and BBVs'3>7;

a. Professor Steer cannot recall any education in his early career on the viral risks of
transfusion.'3>® Moreover, he said that his obstetrics and gynaecology training
would not have included anything about blood transfusion and viral risks, and this
was the responsibility of the haematologist.’3*° Having said that, he could
recollect “very little” interaction with hospital haematologists about safe blood

transfusion practice.3%0

b. Similarly, Dr Bogod suggested that, although he thinks he would have been made
aware of the viral risks of transfusion as part of his general medical school training,
“it certainly wasn’t a major part of the curriculum.”*3¢1 However, it is revealing
that he cannot recall being aware of non-A non-B hepatitis at the start of his

training as an anaesthetist in 1982.

c. Like Professor Steer, throughout his training as an anaesthetist, he did not have
any input from haematologists, either from the RTC or within the hospital.1362
d. Many clinicians whose practices involved administering blood transfusions could

not recall ever having seen the Notes on Transfusion/the Handbook of

1357 This is reflected in the evidence of clinicians as to their knowledge of risk, in the Role of Medical
Practitioners.

1358 INQY1000186, p10, 1122-25.
1359 INQY1000186, p12-13.
1360 INQY 1000186, p85, 118-11.
1361 INQY1000186, p111, I15-9.
1362 INQY1000186, p115, I11-5.
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Transfusion documents. This suggests a widespread failure on the part of
hospitals, as well as other education and training providers, bodies that set
curriculums and regulators, to ensure that clinicians were aware of and were
following the most fundamental and nationally accepted guidance on safe
transfusion practice from the NBTS.'363 This had real practical consequences: for
example, Dr Thomas, as an anaesthetist, said that he was not aware of up-to-date
guidelines on haemoglobin levels and the associated appropriateness of
transfusion set out in the Handbook of Transfusion.'3%* We submit that this lack

of knowledge would almost certainly have led to unnecessary transfusion.136>

e. Clinicians generally said that, in the Relevant Period, hospitals did not have
functioning transfusion committees, which could have performed an educative
function, or indeed other informal mechanisms to share best practice and

guidelines.

f. By way of exception, Dr Murphy referred to the hospital transfusion committee
at St Bartholomew’s Hospital, which was set up in the late 1980s and which acted
as means to distribute guidelines on transfusion to other specialities. He
attributed failures of hospitals to create hospital transfusion committees in the

1970s-90s to a “lack of leadership for transfusion in hospitals”, 1366

g. The discussion in the chapter on the Role of Medical Practitioners regarding
consent speaks for itself — there was plainly a failure to educate clinicians about
the importance and mechanics of patient consent for transfusion, including

informing patients of the risks of transfusion transmitted infections.

1363 For example Professor Steer: INQY1000186, p5, 1110-16. The same applied to Dr Bogod: INQY1000186, p116,
118-17. Similarly, Dr Thomas was “completely unaware that that was a book in existence at all”: INQY1000188,
p98, 1122-25. Professor Dame Sally Davies could not recall ever having been given the book either: p4, 1112-17.
C.f. to Blood Services chapter, as this is also a failing on their part to ensure that this important document was
adequately known about and followed.

1364 INQY1000188, pp98-101.
1365 See the Role of Medical Practitioners for a full discussion of how this manifested.
1366 INQY1000187, p126, 1115-22.
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What should have happened?

21. Safe blood transfusion practice should have been an integral part of clinicians’ medical
education and training, including continuing professional development. This should
have been constantly reinforced by an education system within the Hospital Trust

itself, which was updated as knowledge of risk developed.

22. Much like blood use audit discussed above, many clinicians gave evidence of the
hospital transfusion committee in more recent years fulfilling this important function.

There is no reason why this could not have occurred earlier.3%7

Blood transfusion practice in the present day

23. Notwithstanding the obvious improvements occasioned by BBT and a clear change of
direction to a more patient-safety focused approach by NHSBT and other
stakeholders, including NHS bodies, issues remain in the present day in terms of safe
blood transfusion practice. Dr Murphy suggested that “the leadership for transfusion
in hospitals and the resource for delivering really good transfusion practice in hospitals
is lacking.”*3%® Professor Mark Bellamy further suggests that “the mechanisms
required to support haemovigilance are not adequately resourced, and indeed, in
many trusts and health boards in the UK are prioritised significantly below other
clinical and safety initiatives”. This, he suggests, is leading to an increase in error rates
and incident reporting.’3%® There is therefore a significant risk, which Professor
Bellamy raises, that if this is not addressed, the type of harm suffered by our CPs is

and will continue to be suffered by others. In our chapter on the Role of Medical

Practitioners, we explored how this manifests in continued medical malpractice and

non-compliance with the most fundamental clinical guidelines. Professor Bellamy

1367 see for example, Dr Wallis: INQY1000187, pp13-16; Professor Steer, INQY1000186, pp87-88.
1368 INQY1000187, p136, 112-4.

1369 professor Mark Bellamy WS, §39-40 (WITN7312001_0013) and see also §62-63 (WITN7312001_0020). See
also INQY1000263, pp50-51, [112-20 and indeed throughout his oral evidence.
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described this as follows: “there’s still a huge amount of transfusion-related error
going on, a huge number of near misses” '3’ He also confirmed that the problem of
patients being given transfusions when incapacitated, and not being told of it when
they regain consciousness (or the potential risks of infection) makes it likely that
infection is being underreported. Professor Bellamy also attributed this to an

education “lacung” 1371

24. Moreover, Dr Murphy raised an important question about which body has the lead
duty to promote and oversee improvement in transfusion practice. He suggested that
in the most recent iteration of BBT, a document called “Transfusion 2024”,
recommendations fall to many different groups, such as NHSBT, NBTC, NHS England

and Improvement, Higher Education England, Royal Colleges, and individual Trusts.1372

25. NHSBT has various functions under the NHS Blood and Transplant (England) Directions
2005. Under Direction 2(2)(g), “In order to promote or secure the effective supply of
blood, stem cells and tissue for the purposes of the health service, the Secretary of
State directs NHSBT— to promote, through advice and guidance, the appropriate use
of blood, stem cells and tissue (having regard in particular to the need to promote the
effective use of blood) and, as it considers appropriate, to provide a reference

laboratory for donors and patients” 1373

26. NHSBT’s 5-year Service Strategy'37* cites “variable transfusion practice in hospitals in
a landscape of inconsistent education” as one of the eight major challenges to which
it must respond in the next five years and also cites the following as two of its priorities

to achieve by 2027:

1370 INQY1000263, p84, 1119-21.

1371 INQY1000263, p87-89. Please see also our associated recommendation in the Chapter on the Role of
Medical Practitioners, that the Mental Capacity Act Code of Practice be amended to cover this scenario.

1372 1NQY1000187, p171.

1373 NHS Blood and Transplant (Gwaed a Thrawsblaniadau’r GIG) (England) Directions 2005.

1374 https://nhsbtdbe.blob.core.windows.net/umbraco-assets-corp/26903/nhsbt-5-year-blood-service-
strategy-2022.pdf.
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a. 20% increase in adherence to NICE Transfusion Quality Standards'®’>; and
b. 20% increase in education to promote safe and appropriate use.

27. We query whether a 20% increase in education is sufficient, given its stark findings in

its own audit of NICE quality standards and the recent evidence of Professor Bellamy.

28. Moreover, in a section entitled, “What will be different for hospitals and patients?” it

refers to the following:
“From strong collaboration to excellence in Patient Blood Management
» A strengthened resource to support clinical transfusion practice in hospitals.

e Improved hospital practice delivered through National Blood Transfusion
Committee (NBTC) collaboration and benchmarked national quality improvement

systems such as NICE and the Model Hospital.”

29. It is clear, therefore, that NHSBT is best placed, and statutorily empowered and
arguably required, to take a lead role on blood transfusion education. We suggest the

following recommendations.

Recommendation 1: NHSBT’s responsibility for improving blood transfusion practice and
education
a. Transfusion 2024 should be amended to make clear that NHSBT has a statutory function

to promote appropriate use of blood.

b. NHSBT should revise its education increase target of 20% to a more ambitious level,

given the serious issues of non-compliance with NICE quality standards.

1375 professor lan Roberts and Dr Murphy gave evidence of how a recent NHSBT audit demonstrates serious
non-compliance with four important NICE Quality Statements for blood transfusion. RLITO001824_004. As
referred to in the chapter on the Role of Medical Practitioners, one of the most significant findings is that this
audit showed, even in the present day, “there was an absence of any documentation that any written or verbal
information was provided to 36% of patients, and fewer than 30% of patients received any written information”.
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c. NHSBT should be required to report each year to the Secretary of State and to the public
on its progress in promoting the appropriate use of blood and development of

educational activities to achieve this.

d. The issue of patient consent for transfusion should be explicitly mentioned in NHSBT’s
5-year Service Strategy and within the context of clinician education. It should include
the scenario where a patient has been given a transfusion while incapacitated and the
need to post-operatively engage in a dialogue with the patient about the transfusion

and its material significance in terms of risks.

e. The NHS Blood and Transplant (England) Directions 2005 should be amended to define
“appropriate use of blood” as including “that patients have given informed consent to a

blood transfusion where possible”.

f.  NHSBT should work with all relevant stakeholder bodies to develop an effective system
for auditing whether patients have given informed consent to transfusion, for example,
by the use of patient questionnaires and surveys to determine whether patients are

aware of the risks of transfusion.

g. NHSBT should conduct research to determine why there is such poor compliance with
the most important NICE Quality Guidelines (as per its 2021 audit) and how cultural

change could be established around blood transfusion.

h. NHSBT should spearhead an educational campaign for all doctors for whom blood
transfusion practice is a relevant part of their practice, using a mantra such as “the

safest blood is the blood that is not given”.'37% It should work with all relevant

stakeholder bodies, such as education providers and regulators such as the GMC, to
ensure this is adequately transposed into clinicians’ knowledge. This campaign should
stress the vital importance of informed consent, as well as recording blood transfusions
and including relevant details in discharge letters to GPs and other relevant clinicians.

It should stress the alternatives to transfusion and means of minimising blood use,

1376 The mantra of Dr George Galea. INQY1000168, p25, 1111-12.
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including specifically the use of tranexamic acid. This campaign should use the infected
blood scandal as a case study for learning.

i.  NHSBT should work with all relevant stakeholder bodies to develop an effective system
for auditing whether blood transfusions have been appropriately recorded in a patient’s
records and in discharge letters.

j. NHSBT should work with other stakeholders to collect data on the number of
transfusions on an annual basis and ensure there is adequate information to allow for
traceability. Analysis of transfusions should also take account of age, gender and

ethnicity (to identify if there is any disparity or differential use of transfusion).3””

Recommendation 2: Statutory requirement for Hospital Trusts to fulfil important

transfusion and laboratory roles

a. All Hospital Trusts and Foundation Trusts must have a named individual, who must
specialise in transfusion medicine, whose role is to report, monitor and audit adverse

incidents from blood transfusion.

b. There should be a statutory requirement that this role is always filled.

c. This role must be adequately resourced depending on individual hospital

circumstances.

d. This individual should report to the Trust’s Patient Safety Officer under the Patient

Safety Incident Response Framework when that comes into force.

e. Trusts should be legally mandated, via this individual, to report adverse incidents to

SHOT in accordance with SHOT’s reporting framework.

1377 Confidentiality should not have primacy, providing that data can be suitably anonymised and subject to
trusted research environment criteria as identified by the Goldacre review.
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Hospital Trust record keeping and retention

30. In addition to failures to make adequate records of blood transfusions in the first
place, there have been systemic failings by Hospital Trusts in the years and decades

thereafter in relation to record keeping, retention and destruction.

31. Professor Armstrong’s evidence painted a picture of widespread and longstanding
disorganisation and chaos, particularly around the retention and destruction of paper
records and their subsequent digitalisation.'3’® This is entirely reflective of the
experiences of our CPs.137° Professor Armstrong’s evidence is also consistent with

CTI’s presentation on record keeping.13%0

32. (Clinicians painted a similarly chaotic picture. For example, Dr Thomas gave evidence
of the disorganised and systemic issues with paper record keeping and recording of
blood transfusions. He referred to labels becoming loose and the loss of fluid balance

sheets (which might contain details of blood transfusions).1381

33. In summary, we consider that what went wrong was as follows:

a. Hospitals operated disorganised paper record keeping systems, which meant that
there were often multiple clinical record files for one patient and thus that

information was not all kept in one place;

b. There was frequent loss or destruction of paper records that may have contained
information about a blood transfusion, whether by accident, incompetence or

intentionally;1382

c. Loss and destruction of records was common in the context of hospital mergers;

1378 INQY1000240.

1379 please see the chapter on the Role of Medical Practitioners Chapter, where this is explored.
1380 INQYO000378 - Presentation on the Destruction and Retention of Medical Records.

1381 INQY1000188, pp121-122, 125-5.

1382 see the following paragraph for a discussion of how this has affected our CPs.
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d. In the case of purposeful destruction, this was often driven by retention and
destruction policies, which generally required the destruction of records six to
eight years after the last treatment;13%3

e. Moreover, records were lost through hospitals’ attempts to “prune down” records
based on relevance and importance. This may have increased the likelihood of
transfusion records detailed outside the main clinical notes, for example in fluid

1384 being destroyed. Further or

balance sheets or anaesthetic sheets,
alternatively, it was more likely that records of a blood transfusion would be
destroyed in this process, because of a failure to appreciate the significance and
risk of the long-term consequences of a blood transfusion and/or the absence of
any guidance advising the retention of blood transfusion records because of these

factors. Of course, this failing is inextricably linked to a lack of knowledge of

TTls;1385

f. There was potential for further loss and destruction as record systems were

progressively digitalised; and

g. Moreover, as patients gained increasing access to their own records, old records
may have been “sanitised”, as Professor Armstrong termed it, retrospectively, to
avoid embarrassment of clinicians who had referred to their own patients in

derogatory or inappropriate terms or for confidentiality reasons.

34. It is important to note that there are very real fears among our CPs that the
destruction of records containing details of blood transfusions was a deliberate act on
the part of some hospitals, in order to cover up evidence of avoidable infections or
malpractice. Because of the widespread and almost universal failings, there is a
reasonable perception among some CPs that there may have been a direction from

within the NHS or Government to destroy records. This is further compounded by the

1383 Although, as Professor Armstrong and CTI confirmed, even these policies themselves have been subject to
destruction in many cases.

1384 Or, for example, a “compatibility report” as referred to by Dr Wallis — see above.

1385 something that is discussed above and below and in the Role of Medical Practitioners chapter.
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lack of candour, transparency, and accountability that our CPs have experienced from
medical practitioners, Government and various public bodies over decades. A
perception that their former or current health care provider has destroyed important
medical records creates further obstacles and strains on the already fractured trust
that many of our CPs have in these providers and medical practitioners. This has had
a lasting impact on their ability and confidence to access NHS services in general. We
invite the Inquiry to acknowledge this deleterious impact, as well as these reasonable

fears and concerns.

35. As evidence from Professors Bellamy and James Neuberger demonstrates, there are
many ongoing problems with patient records. Professor Bellamy even stated that in
his own Trust, “blood transfusion does not feature in the electronic patient record. It
is still prescribed, administered and recorded on paper, which then sort of disappears
into some giant library somewhere and, in theory, gets scanned and put on the

71386

system. It is clear that urgent reform and digitalisation is required to ensure

patient safety in the field of transfusion and more generally.

Recommendation 3: A truly interoperable and accessible patient record
a. NHS England and Improvement and/or NHS Digital (and/or any other NHS body or
agency charged with the reform and digitisation of NHS patient records) should

prioritise the development and roll out of a digital patient record.38”

b. This digital patient record should be truly “interoperable” between different health care
providers and settings to allow for effective multi-disciplinary care and treatment — it

should include records from secondary care, primary care, as well as other health and

1386)NQY1000263, p93, 1116-20.
1387 This is completely consistent with the NHS Long Term Plan: https://www.longtermplan.nhs.uk/areas-of-
work/digital-transformation/ [accessed: 01/11/2022].

262

SUBS0000059_0262



social care settings, such as hospices, mental and community health services, and even

clinical research organisations.!388

c. With this in mind, it should contain a repository of all medications a patient is on, or has
been on recently, so that a clinician managing a patient with multiple morbidities has

the information to make a judgment on drug interactions.

d. It should provide means for easy and quick digital communication between different

clinicians and providers.

e. Any digital infrastructure required to support this digital patient record should be

prioritised for investment and development by the NHS and Government.

f.  Patients should have unfettered access to this record, and it should be available as an
app, like the existing NHS App (which currently only includes primary care records and

some other test results where there has been a referral from a GP).138°

g. Significant opportunities for patient involvement and interaction through this digital
record should be grasped and explored, with a particular view to improving the quality
of the patient consent process. This would also assist doctors in fulfilling the subjective
element of their Montgomery v Lanarkshire Health Board [2015] UKSC 11 duty of care.
For example, we invite the Inquiry to consider recommending that the app should allow

for:

i.  An area to write notes after or before a consultation, as an aide-memoire for the

patient, which could also be visible to practitioners if the patient elected;

ii. A means of answering a pre-consultation questionnaire, or posing questions to a

clinician in advance of a consultation;

1388 sybject to strict confidentiality and consent processes. Please note the evidence of Professor Mark Bellamy,
who highlighted the benefits of an interoperable system in terms of passing transfusion records onto GPs, and
also in the case of “shared care” for patients with conditions such as sickle cell disease: at §58 of his witness
statement: WITN7312001_0018.

1389 The ALD/Palliative Care Experts extolled the virtues of patient “ownership” of their records. They described
this as a “hugely important step” that would be “empowering” and “a good way for patients to advocate for
themselves”: INQY1000190, pp121-124.
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iii. A feature allowing a patient to input some basic details about themselves. This
could be by way of prompts such as “Who am 17", “What is my job or occupation”,
“How do | like to spend my free time”, “What are my religious beliefs or other
cultural or spiritual values?”, “What is my ethnic and cultural heritage and how does
this impact on my choices around care and treatment”, “What is my personal pain
threshold”, “What particularly concerns me about my care and treatment”, or
“What is important to me in life?”. This would allow doctors to gain a snapshot of
a patient’s lifestyle, values and preferences in a manner that is consistent with
Montgomery as well as GMC guidance on informed consent3*° and is potentially a
solution to the fact that clinicians have very little time to conduct these
conversations in person during appointments, which may be further exacerbated
when a patient requires any form of adjustments because they have a disability, or

if English is not their spoken language.
iv. Opportunities for advanced planning of palliative and end of life care.

v. Opportunities for advanced planning before surgery, for example by indicating

preferences around transfusion.

vi. The digital record should allow for a tickbox for the medical practitioner to say
whether a patient has had a blood transfusion, which should trigger access to a link

within the app to information about the risks of blood transfusion.

Recommendation 4: Lifelong hospital records for all patients

a.

b. This has been made possible by the progression towards full digitalisation and there is

Secondary care records should no longer be kept for eight years after the last treatment.
They should be brought in line with primary care records and should be retained for ten

years after the patient’s death. This should be ensured by way of legislation.

no longer any justification for more premature destruction when modern medical

consent/the-dialogue-leading-to-a-decision#iparagraph-16 [accessed 01/11/2022].
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practices demand MDT working and integrated care and treatment, nor where there is
increasing treatment for chronic disorders and interrelated morbidities. A failure to
retain records could lead to vital missed opportunities to “join up the dots” in patient

symptoms, which has occurred for our CPs with viral hepatitis.'3°?

c. Further or alternatively, there should be a process by which a patient is notified and

given the chance to object to and/or receive a digital or paper copy of their records in

the event that a Hospital Trust intends to destroy them.

Recommendation 5: Retention of hospital policies (on record keeping)
a. Trusts should be statutorily required to retain copies of their policies on record keeping,

retention and destruction for fifty years.

Recommendation 6: Flagging blood transfusions on patient record
a. GP records should include a “flag” or some form of mechanism to alert the GP that a

patient has had (or is suspected of having had) a blood transfusion.

b. To the extent that that this system is being trialled and/or developed in pilot studies
coordinated by NHS England, this system should be fully implemented across the United

Kingdom after lessons have been learnt from the trial results.

c. However, it should also be a mandatory requirement that every patient is asked when
they join a surgery if they have or suspect that they have had a blood transfusion at any

time in the past and an affirmative answer should translate into a “flag” on the system.

1391 gee the discussion in the chapter on the Role of Medical Practitioners chapter regarding “constellations” of
symptoms.

265

SUBS0000059_0265



d. Many records omit details of transfusions (even in the present day). The absence of any
such record should not be seen as conclusive proof that a transfusion has not taken

place, particularly prior to the 215t century.1392

Recommendation 7: Infected blood record task force
a. NHS England and/or NHS Digital should create a targeted infected blood record task
force, with a brief to find historic records of blood transfusions and add them to patient

records.13%3

b. Such work would complement the GP “flagging” system discussed above, because it

would identify “missing” patients who do not know they are infected.

c. It would be of value to CPs whose records of a transfusion are missing, both because of
the trusts and schemes’ approach to documentary evidence (which is still ongoing in
the case of EIBSS etc)'3%* and because of the likelihood that an individual will be
advantaged in any future compensation scheme if they have records of their

transfusion.

d. It would also have a cathartic function for patients whose doctors did not believe that
their hepatitis was caused by a TTl and who have faced the trauma of finding that there

was a gap in their records with regards to transfusion history.

e. Particular attention should be paid to examining hospital blood bank records3?> for this

missing information and correlating with patient records.

f. This task force should also identify as far as possible where records have been

destroyed, and by whom, when and for what purpose, or in what circumstances.

1392 Indeed, the evidence of Professors Neuberger and Bellamy demonstrates that this occurs even in the
present day.

1393 We note Dr Hewitt’s similar recommendation that, if practicable, a database should be compiled of all those
who had received blood transfusions and those listed on it should be notified of their right to be tested:
INQY1000171, p140.

1394 sych approach is the subject of criticism and discussion in our chapter on Trusts and Schemes.

1395 Which, as far as we are aware, are a separate system of records to patient medical records.
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Other education and guidance failures

36. As well as the specific issues around Patient Blood Management and the lack of
education and guidance given to clinicians on transfusion by hospitals, we consider
that there have been failures across the board from various other bodies tasked with
providing adequate and correct education and guidance to clinicians on matters
relevant to the Inquiry. These bodies include NHS England, Royal Colleges, medical

professional societies, regulators (such as the GMC) and NICE.

37. The evidence of our CPs and the evidence before the Inquiry suggests that, in the
Relevant Period, clinicians were not properly educated by these bodies on the

following pertinent matters:13%

a. BBVs in general, but especially HCV and HBV (and, previously, non-A non-B
hepatitis) and their signs and symptoms (both hepatic and extra hepatic

manifestations);

b. The risks of blood transfusions, including TTls, and the significance of a patient

having had a historical blood transfusion;

c. The clinical triggers for referrals for tests for BBVs and the clinical pathways for
care and treatment, including signposting to other relevant clinical and non-
clinical services such as palliative care, counselling and psychological services and

patient representative groups.
d. Informed consent and the need for this to be bespoke and patient-centred;
e. Candour, honesty and transparency with patients;

f. Communication skills and how to ensure patient dignity and confidentiality.

1396 The evidence for this in terms of clinical practice is set out in the Chapter on the Role of Medical
Practitioners.

267

SUBS0000059_0267



38. Of particular note, given the disproportionate level of transfusion in this field, was the
fact that the first edition of a guideline from the Royal College of Obstetricians and
Gynaecologists on blood transfusion in obstetrics was published as late as February

2007_1397

39. Coupled with this lack of education and guidance was a lack of oversight by these
bodies of compliance with any guidance that was available. Instead, a concept of
“clinical freedom” — addressed above in the context of idiosyncratic transfusion
practice — was allowed to predominate. Professor Steer articulated this in his
evidence, as he described his experience as a junior doctor in the 1970s and 80s, when
teaching was largely verbal and by apprenticeship rather than by reading guidance
documents and/or policies.’3®® This was reinforced by a strict hierarchy between
senior and junior doctors, rather than the “flat hierarchy” Professor Steer suggested

was needed.13%°
Education and guidance problems in the present day

40. Unfortunately, we consider that there remain a number of serious problems with the
education and guidance available to clinicians on matters relevant to the Inquiry, even

in the present day.
Lack of national guidance system

41. First, there remains no formal system for making guidelines and the latest best
practice information easily available across the entire NHS system. Nor is there any
formal requirement (beyond the GMC-regulated appraisal and re-validation
processes) to demonstrate knowledge of best practice. In our submission, the current

system is insufficient to ensure that doctors have the requisite knowledge to fulfil their

1397 presentation by Counsel to the Inquiry about the guidance available to clinicians about the use of blood
transfusions: INQY1000185, pp166-167.
1398 INQY1000186, pp8-9.
1399 INQY1000186, p103, 114.
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ethical duties to their patients. This was explored by various clinicians in their evidence

to the Inquiry:

a. Professor Steer explained that there was a lack of formalised training for junior
doctors (namely all doctors below consultant level), particularly concerning the

latest knowledge of best practice from guidelines and papers.4®

b. Linked to this, he said that “there isn't a generalised system for promulgating
these sort of policies or decisions within the NHS. It is still very ad hoc and left to

people sort of reading about it in the BMJ or something.”**°!

c. This has also been confirmed by Professor Roger Kirby from the Royal Society of
Medicine: “Currently there is no overarching system for ensuring that clinicians

are kept up to date with guidelines, guidance and best practice.”'%?

d. One relevant example of this is the BBT guidance and policies, which Professor

Steer had no knowledge of.1403

e. Dr Thomas also made the pertinent point that specialist doctors do not usually
read guidelines primarily published for other specialists ({for example,
“anaesthetists don’t read haematological guidelines on platelet transfusion.”)
Instead, he suggested that a system was required whereby “they need to be fed
that information in a specific, digestible way so that what you really want to do is
to have a change in behaviour. You don’t necessarily want them to read all the
documents. And so they have to have a trusted individual, a conduit of that
information, to give them best guidance.”%%*

f. In the absence of a standardised, national system, Professor Bellamy suggested

that the hierarchical culture described by Professor Steer remains the dominant

1400 |NQY1000186, pp80-81.
1401 INQY1000186, p8&6, 118-11.
1402 wITN7255001_0001, §6.

1403 |NQY1000186, p91, 118-16. Another example is Dr Bogod, who had no recollection of guidelines for
transfusion for massive blood loss - NHBTO000037_013 — published by the British Society of Haematology in
1988, nor of the Better Blood Transfusion Initiative (INQY1000186, p147, 114).

1404 \INQY1000188, p101, 118-15.
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means for training and passing information between senior and junior doctors: “a
culture in medicine of beliefs handed down from generation to generation to
generation and ‘I do it because that's how | was taught to do it’ without ever

looking at things critically” 1405

42. Professor Cave gave evidence of how harms and wrongs can occur not just to patients
but also to clinicians when “they aren't given sufficient guidance or resources to be
able to make the patient their first concern”.14% We consider that creating a proper,
national guideline repository for all doctors against which they could be assessed

would protect doctors, and thereby, crucially, their patients.

43. We therefore invite the Inquiry to make the following recommendation, which we
note is complementary to an “Action for Improvement” in the Report of the

IMMDSR. 1407

Recommendation 8: National guidance system
a. NHS England, NICE, the CMO or another appropriate body should be charged with
creating a national guideline system, available digitally, for all doctors. This system

should:
i. Actas a central repository for all relevant guidelines;

ii. Allow practitioners to easily access, view and understand the significance of
guidelines in other areas of practice (for example by way of “important flags” or

summaries);

1405 |NQY1000263, p164, 1121-25.
1406 INQY1000090, p57, |16-14.

1407 “Annual appraisal of doctors should include providing evidence of awareness of relevant guidance in the
doctor’s area of practice. Colleagues should report failure to follow guidance which is detrimental to patient
safety. This should apply in the private or independent sector as well as in the NHS”. Please see the Government
esponse at §9.32, which accepts this Action, although appears to merely cite the current regulatory framework.
This does not address the fact that the current regulatory framework is not working, and so we consider that it
remains appropriate for this Inquiry to make similar recommendations.
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iii. Crucially, include guidance statements of best practice relevant to blood
transfusion medicine, and these should be flagged for all specialities of medicine,

but particularly those where surgery is more likely;
iv. Should cross-refer between relevant guidelines.

b. This system should be tied to the GMC-regulated revalidation and appraisal process for
all doctors. This could be by way of some kind of test, which utilises information in the
national guidance system, or through a declaration by an individual doctor when

confirming that they have complied with their CPD requirements.4%®

c. There should be consideration of integrating this guidance system with a national

system for electronic prescribing, to ensure that prescriptions are based on best

practice and evidence-based guidelines.'*%

d. Dr Finlay, consultant in palliative medicine, made a recommendation, which we

endorse, that high level guidance should be disseminated not only to clinicians but also

to charities and other advocacy groups (we suggest, like the Hepatitis C Trust).41°

Viral hepatitis-specific education and guidance issues

44, Current medical education and information on HCV in the UK is focused heavily on
current or former intravenous drug users and other at-risk groups, such as MSM, sex
workers, and those who have had tattoos. While NICE guidance on “Who should | test
for hepatitis C?” suggests clinicians should “Offer hepatitis screening to asymptomatic
people who are at high risk of hepatitis C virus (HCV) infection”, including “People who

received a blood transfusion before 1991 or blood products before 1986”, there is a

1408 As well as the IMMDSR, this was also suggested as potential mechanism for improvement by the
ALD/Palliative Care Experts: INQY1000190, pp104-105, 1118-11. We consider that the existence of a national
system, which makes guidelines easily accessible, makes the IMMDSR Action for Improvement fairer and more
workable for doctors.

1409 see, for example, the suggestion of Professor Neuberger at INQY1000263, p170.
1410 NQY1000190, pp101-102, 1122-1.
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significant weight of evidence from our CPs and the Hepatitis C Trust that this is not

adequately transposed into medical practitioners’ knowledge or practice.

45. This needs to be corrected by emphasising the risk of hepatitis due to transfusion and
giving doctors (i) better education; and (ii) information to identify and support those

infected with HCV or HBV as a result of infected blood and blood products.

46. As referred to above, and in the chapter on the Role of Medical Practitioners, there is

a blind spot in GPs’ knowledge of viral hepatitis and the risk of it being transmitted by
blood transfusion. This is particularly important to address given GPs’ front-line role
in finding, diagnosing and managing the care of patients whose infections are caused

by treatment with NHS infected blood.

47. Samantha May on behalf of the Hepatitis C Trust aptly described GPs, and their lack
of knowledge, as the “sticking point”.**11 Dr Scott Jamieson, the GP expert within the
Hepatitis Expert Group, was not aware of any standardised information about HCV
that a GP could refer to, and said the closest thing was a RCGP liver toolkit.}*1?> He
explained why this was particularly important given GPs in many localities will not
often come across a patient with HCV and why there therefore need to be “systems
to support patients” that GPs have access to.1*13 Dr Hudson, in the context of ALD
more broadly, referred to a Scottish study of GPs that highlighted widespread gaps in
knowledge and confidence in terms of understanding the prognosis for ALD and

managing its complications.#1

48. In addition, the NICE guidance referred to above fails entirely to identify the cohort of
patients who have received a blood transfusion or blood products as at risk of HBV

infection, notwithstanding the evidence that the Inquiry has heard of the

technological shortcomings of HBV screening tests.

1411 \NQY1000190, p162, 115.

1412 INQY1000052, p205-206, 1124-7. As Dr Mary Ramsay from the UKHSA confirms in her written evidence, the
RCGP HCV course is not a freely accessible resource and is only available to members of the RCGP:
WITN7375001, §2.10(b).

1413 |NQY1000052, pp205-210.
1414 1NQY1000190, p77, 1115-22.
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49. Moreover, we consider that the guidance that is available regarding the clinical
appropriateness of testing when there is a history of blood transfusion is unduly
restrictive when it comes to the “at risk” time periods. It does not accurately reflect
the evidence which the Inquiry has heard about (i) the technological shortcomings of
early generation HCV screening tests meaning that infected blood donations “slipped
through the net” or (ii) the possibility of untested blood remaining available for

transfusion after routine screening was introduced. In particular:

a. DrBoulton accepted that there might have been some untested blood left in the

1415

system in Wessex and he had concerns about it at the time, accepting that he

could not exclude the possibility of untested blood being issued.41®

b. Dr Wagstaff accepted that there was a very small chance of untested blood being

in circulation after September 1991,1417

c. DrMcClelland recognised that it was a ‘judgment call’ whether stocks were tested

for HIV.

d. Professor Contreras accepted that in some parts of the country materials which
had not been tested for HIV may have been supplied for use in patients after 14
October 1985.1412 She also accepted that untested fresh warm blood was being
used in Harefield Hospital as late as March 1999;1%%° and that untested blood and
blood components possibly remained in the NHS system in the weeks or months
after 1 September 1991, sometimes for up to ten years (in the case of frozen red

cell concentrates) and would not necessarily have been tested before use.'4?°

1415 INQY1000190, p157.
1416 |pid, p177.
1417 INQY1000175, p126.
1418 INQY1000166, pp37-45.
1419 |pid, p131.
1420 bid, p144.
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e. NHS England has recognised that Factor VIl was not safe in Scotland before April

1987.1421

50. Screening of blood and viral inactivation were not panaceas. Moreover, the JPAC's
transfusion handbook accepts that, even with modern screening methods, blood
transfusions are not completely safe, and this was also the evidence given to this
Inquiry by a number of clinicians.1#?? Therefore, the limitation on the NICE Guidance
HCV testing recommendation to those who received blood products before 1986 and

blood before September 1991 should be amended.

51. To addressthese education and guidance failures outlined above, we invite the Inquiry

to make the following recommendations:

Recommendation 9: HCV medical education generally
a. Even against the backdrop of aiming for elimination by 2030, HCV should be re-

emphasised within the current medical curriculum alongside other TTls.

b. All specialists whose practice involves (i) blood transfusion, (ii) obstetrics and

gynaecology, (iii) anaesthetics, and (iv) surgery should be required to undertake CPD on

the topic of HCV and other viral and non-viral risks associated with blood transfusion.

This should be assessed as part of their revalidation/appraisal process.

Recommendation 10: Accuracy around the risk period for receiving a transfusion in

clinical information and education

a. We consider that there should be no temporal limitation within the NICE Guidance. The
Guidance should recommend testing for HCV and HBV (not currently included) for: “All
people who have received blood transfusions. People who received blood transfusions

before [any more reasonable longstop date to be determined by the Inquiry based on

1421 see Hepatitis C: guidance for GPs, dated 25 November 2020.
1422 Transfusion Handbook, §5.3.
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accurate evidence about when testing was no longer fallible] in the UK may be at

particular risk”.

b. Theinformation on testing on the NHS website should be amended in the same manner.
Furthermore, the risk of transmission related to blood transfusions should be included
on the first page — known as the “landing” page — on the Hepatitis C and Hepatitis B

websites, and not solely on the page specifically related to risk factors.

c¢. The UKHSA Hepatitis in England 2022 Report refers to the same risk period and this
report, and associated UKHSA risk assessments for the purposes of the elimination

campaign, should be amended similarly.

Recommendation 11: GP education

a. An education and awareness campaign (involving, if required, the issuing of CMO
letters/guidance to all clinicians following the conclusion of the Inquiry) should be run
to remind GPs about the signs and symptoms of viral hepatitis, its prevalence in groups
outside the “at risk” groups identified above, and the need to investigate whether a
patient may have a history of blood transfusion (noting that some patients may not be

aware that they have received blood or blood products).4%3

b. The ideal outcome would be for each GP to undertake a course of learning such as the
RCGP Hepatitis B & C course,'*** however, this should be alongside bespoke information
about the risks attributable to infected blood. NHS England, or another appropriate
body, should ensure that all GPs have access to this course and to bespoke training.

¢. Any GP educational or training resource should:

1423 5 ch training must emphasise that even where there is no record of a blood transfusion, where an individual
has had obstetrics or gynaecological interventions, or surgery before (for example) 1995 and presents with
symptoms of HCV, they must be offered a test. The onus must be shifted onto the service provider to proactively
explore and exclude the diagnosis of TTIl from blood transfusion, rather than leaving patients to self-advocate.
1424 Available here. We endorse the UKHSA’s recommendation that “All stakeholders should work to improve
awareness of HCV and national guidance on testing for HCV among health care professionals, for example by
encouraging participation in, and audit of RCGP e-learning” but it must be made freely available.
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i. include guidance on using clear, simple language to explain both the disease, the
treatment available, and what tests involve. This should be supported by clear and

accessible guidance provided in leaflets/online.

ii. ensure GPs ask questions to identify those infected through blood transfusion.
Doctor-facing guidance should include a “tick box” or similar feature reminding GPs
to explore histories of blood transfusion. This could be done, for example, at the
NHS health check currently offered to all 44-year-olds, or any other form of routine

discussion (for example when registering with a new surgery).

iii. include training on how to communicate an HCV diagnosis to patients, signpost

patients to support schemes, and to ensure their cases are appropriately followed-

up.

d. There should be at least one GP in every large practice and/or several GPs in every
commissioning area with this expertise and with a particular knowledge of the history
of infected blood. This could be ensured by way of a contractual mechanism (supported

by a financial incentive), which may require legislative change.

i. This GP or practice should link with the current HCV “hub” (ODNs)42> to facilitate
the creation of a clinical pathway from GPs to appropriate HCV care for each patient

within the hub.

ii. GPs must be made aware of the specialist lead HCV nurse in their area and be able

to refer patients on to the hub easily.

e. The Inquiry should consider that any GP database or sources of information
promulgated or required to be accessed by GPs should provide information about the
position of those infected by way of blood or blood products, the payment schemes,

and any future compensation framework.

f.  We endorse the current Public Health England Guidance: “Whenever a liver function

test is returned with unexplained raised transaminase levels, consider testing for HCV as

1425 please see the recommendation on HCV commissioning in the chapter on the Role of Medical Practitioners.
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part of further investigation, even when there are no overt risk factors”.1**® However,
the experience of our CPs suggests that this is often overlooked in practice and should

be re-emphasised as part of GP education.

g. The NHS HCV pages'*?” should contain a link to the Hepatitis C Trust in a similar way
that organisations are linked which help and provide support for patients diagnosed

with other conditions (such as HIV).

h. All medical training and GP education should focus on the up-to-date clinical
understanding of HCV as a multi-system disease and not simply a disease affecting the
liver. This should include an emphasis of the disease’s extrahepatic manifestations,
including rheumatoid arthritis, thyroid problems and type 2 diabetes, autoimmune
disorders, musculoskeletal problems and mental health problems (as set out in the
Inquiry’s Hepatitis Expert Group Report, pp58-61). This should be for the purposes of

testing (namely identifying symptoms) and ongoing management of the condition.

i.  GPs should be “spot-checked” for HCV CPD and for compliance with national guidelines
on HCV, as part of any routine inspection process. The Inquiry should consider whether
this should be part of a GPs’ contractual requirements and/or their appraisal and re-

validation.

j. NHS England should consider how they might incentivise GPs to ensure that adequate
HCV treatment and follow up is undertaken. This must be maintained beyond the
current elimination programme end date (2030). This could be by way of the Quality

and Outcomes Framework.4%8

1426 NB — this guidance is still promulgated under PHE name, notwithstanding its dissolution and replacement
with UKHSA and OHID: Hepatitis C: information for GPs, updated 25 November 2020 (accessed 10 November
2022).

1427 |n particular this page.
1428 As Dr Mary Ramsay from the UKHSA suggests in her written evidence: WITN7375001, §2.10(d).
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Failures to inform and educate the public and patients

52. A substantial amount of evidence before the Inquiry has demonstrated the
importance not only of communication with and education of doctors, but with

patients and the public too.1#%°

53. Inrelation to the risks of blood transfusion and BBVs such as hepatitis, however, there
has been an absence of any specific targeted campaign and indeed patient-friendly
resources.'*3° Patient representative groups, such as the Hepatitis C Trust, have been

left to fill this gap.

54, Many of our CPs report relying on google and the internet (often with distressing
consequences) because of an absence of patient information and signposting from
clinicians. Many CPs contrast this situation with other areas of medicine, such as

cancer, where resources and signposting routes are more established and plentiful.

55. This lack of information has also led to an associated problem around accessing tests.
Emma Prescott, HCV Nurse, said that testing was needed “nowadays even more so
than ever because we have all these treatments... looking at the prevention of long-
term problems, it’s vital.”1*31 While the need for testing should (as discussed above)
primarily be for clinicians to recognise, the lack of knowledge among GPs creates a
need for patients to self-advocate. Our CPs’ experience demonstrates that many
individuals may lack the information or ability to advocate for testing and, when they
do so, they may be refused. It is essential the NHS be responsible for identifying this
cohort via a public information campaign and/or other means, and proactively offer

testing, to complement clinician educational efforts.

56. NICE has recommended for a number of years that commissioners and providers of

public health such as the UKHSA and Office for Health Improvement and Disparities

1429 The importance of candour and transparency about known and emerging health and medical risks with
patients and the public is something, we submit, that has been reinforced by all expert groups to the Inquiry
with a clinical or public health remit.

1430 That are published by the Other NHS Bodies we address in this chapter.
1431 Emma Prescott, INQY1000189, p133, 119-18.
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should conduct awareness-raising campaigns about HBV and HCV.*32 This campaign

should squarely highlight the risks for those who received infected blood.1433

57. We therefore invite the Inquiry to make the following recommendations:

Recommendation 12: Public information campaign

1434

a. A targeted public education campaign is necessary to enable infected but

undiagnosed people to identify themselves and come forward.

b. The campaign should highlight the variety of symptoms associated with viral hepatitis

and emphasise the possibility of contracting HBV or HCV as a result of a transfusion.

c. We recommend undertaking a one-off publicity exercise in a range of media, including

social media, with a focus on addressing those aged 50 and over.

d. Patient representatives, such the Hepatitis C Trust, should be invited to advise on the
most effective and value for money means of targeting the cohort of people most likely
to be affected by infected blood.'** If the Inquiry considers that it is more appropriate
for an organisation like the Hepatitis C Trust to run such a campaign, it is essential that

it is fully funded by NHS England or by the Government.

e. Leaflets and information posters regarding HBV and HCV, encouraging patients to ask
their doctor for a test, should be prominently displayed at GP surgeries or in material
used by patients to access appointments and the doctor (such as patient access

apps/the NHS app).

1432 gee Hepatitis B and C testing: people at risk of infection, Public health guidance PH43. Published 12

pece pe U < A e el O O o U < AS DI Iviary a ay O e URHASA alsO SUgge el W
evidence: WITN7375001, §2.10(a)-(b).

1433 This would also be a useful opportunity to address the concern raised by the Palliative Care Expert Group,
namely that “increased public awareness of the burden of liver disease in the UK is vital”.

1434 consistent with the evidence of the experts on HCV elimination.

1435 see Dr Ramsay: WITN7375001, §2.17, who suggests that any media campaign would likely be co-
developed with input from The Hepatitis C Trust and other target audience patient representative groups to
ensure appropriate and impactful messaging and channels were used.
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f.  Issues with lost records and inadequate reporting from hospitals to GPs also means that
GPs are often unaware that their patients have had a blood transfusion. Given this, any
awareness campaign (and associated materials) should alert individuals that their GP
may well not know this and will need to be told about this in order to be able to consider

the issue of transmission of infection by blood.

Recommendation 13: Finding undiagnosed patients - testing'43°

a. All those who meet the amended (as per our recommendation above) guidance for
testing for patients who have previously received blood or blood products should be
offered HCV and HBV tests.'47

b. Moreover, all those with potential HCV symptoms (including chronic extrahepatic

symptoms) should be offered an HCV test.

c. The non-specific symptoms of HCV (for example, fatigue, digestive problems, joint pain
and brain fog) can easily be dismissed or misdiagnosed, particularly given the ageing
nature of the infected population, menopause and more recently the rise of long Covid.
HCV testing should be part of the standard battery of tests for patients presenting with
these symptoms. We are aware that some of the NICE guidance does recognise this, but

not all of it.

d. In the USA, all adults born between 1945 - 1965 have a chance to have “one off HCV
testing” because of the higher rates of transmission in that group. The Inquiry should
carefully consider if this type of screening programme would be beneficial to ensure

that all those who may possibly have HCV are identified and can access treatment upon

1438

diagnosis.

1436 please note this is additional to our endorsement of the existing NHS England algorithmic flagging pilot, and
our recommendation that it is fully rolled out.
1437 This also intends to build on the recommendation of the Penrose Inquiry, which has not been satisfactorily
implemented and which does not fully address the position of those who continued to receive infected blood
after September 1991, including some CPs.
1438 Hepatitis Expert Group Report, EXPGO000001, p21.
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e. If our primary recommendation is not practicable, we recommend that all women aged
45 or older who have given birth before the longstop date/a date to be determined by

the Inquiry, should be offered a test.

f.  We understand that NHS England has tendered for the development of a “web portal”
so that individuals can order a test online in a discreet and private manner. We
understand that this is due to be implemented /come into force at some point in
2023.1432 We consider that this may well provide a quick and easy mechanism to ensure
or roll out widespread testing: and that the experience of Covid has made the

population more willing to access and use online mechanisms for the ordering of tests.

g. This testing programme should be publicised through the media campaign discussed

above.

Care and treatment commissioning failures

58. The inability of our CPs to access proper care and treatment for their TTIs — including
integrated care for their HCV as a multi-systemic disorder, adequate monitoring and
follow-up, psychological services and palliative care is dealt with in the Chapter on the

Role of Medical Practitioners. Similarly, that chapter contains recommendations to

remedy the situation. It is mentioned here again to emphasise the role of NHS Bodies

in failing to commission and provide these services.
DAA Treatment for HCV: NICE and NHS England failures

59. Finally, however, we address one discrete issue here: the problems our CPs faced in
the mid-2010s in accessing DAA treatments for their HCV and the role played by NHS

England and NICE. As set out in the chapter on the Role of Medical Practitioners, many

of our CPs experienced delays in obtaining access to these treatments.

60. In summary we consider that:

1439 https://www.contractfinder.service.gov.uk/Notice/348b567-ebef-4122-b8f6-005bdc8b2031.
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a. There were serious problems in terms of patient access to these drugs until

approximately 2017;144°

b. There were serious ethical issues around the fact that many of our CPs were not
granted early access under the initial NHS England programme because they were
not considered to be close enough to death, when many of their lives had been

ruined by the physical and mental health impact of their infection;

c. There were similarly serious ethical issues around the fact that the NICE guidance,
once implemented following an NHS England requested delay, left clinicians to
implicitly ration the drugs, depending on who was most at need based on
perceived physical and mental harm. We submit that this led to unfairness and

inconsistency in treatment provision around the country;

d. Many of our CPs felt a profound sense of injustice at this inability to access the
DAAs because of the way they had contracted their infections resulting from NHS
treatment, and the delays many had experienced in getting diagnosed because of

the lack of candour around their transfusion and its risks;

e. There should have been consideration given, and early access granted, to victims

of infected blood; and

f.  NHS England’s request to delay the mandatory implementation period of the NICE
technology appraisal guidance, even where it recognised its cost effectiveness, is
an example of the perverse effect of the NHS annual financial planning cycle, and

further disadvantaged our CPs.

1440 A5 acknowledged by Professor Cooke — see Role of Medical Practitioners chapter where his evidence cited.
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CHAPTER 6: SELF-SUFFICIENCY, FRACTIONATION AND
PHARMACEUTICAL COMPANIES

“Qur life together was destroyed not by his haemophilia, but by the poisonous drugs that

were administered to him by the NHS.”1441

Introduction

1. This chapter seeks to address the three distinct but overlapping topics of (a) the UK’s
self-sufficiency in blood and blood products, (b) its domestic fractionation efforts, and
(c) the role of pharmaceutical companies in supplying the demand for imported factor
concentrates which arose in particular in late 1970s and early to mid-1980s. We

consider these issues compendiously given their substantial degree of overlap.
25 We make four key submissions:

a. Imported factor concentrates were widely known from at least May 1975 to be
substantially more dangerous than domestically-sourced blood products. While
the emergence of HIV/AIDS drew attention to the risks of imported concentrate,
the UK authorities ignored the risks of HCV or considered that they were not
significant and so failed to provide adequate information to patients, or to the
public/government (please see the Government chapter and also the chapter on

Haemophilia Centres and Clinicians).

b. England and Wales were unnecessarily (over)dependent on imported concentrate

due to:
i.  Afailure to maximise domestic blood (and in particular plasma) supply;

ii. The limited capacity of BPL, and its delayed redevelopment, caused by under-

investment;

1441 W|TN2004001, §59.
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The growing demand for factor concentrate, which was not recognised by the
Department of Health and unnecessarily inflated by its prescription where
not clinically essential, without proper warnings as to risk. Alternative
treatments were not adequately explored, and patients were not given an

informed choice.

The failure to work with the Scottish Government and blood authorities
and/or to seek to use the availability of a newer facility in Edinburgh to
expand this supply: there was too much “territorial” possession of blood and
not sufficient consideration of a UK wide blood policy. The failure to
maximise domestic supply was a governmental failure of control, direction
and oversight, and a failure to provide adequate monies from the late 1970s
—mid 1980s, largely because there had been insufficient planning of the scale
and nature of demand for concentrate by the UK government and its clinical
and scientific advisers. Once HIV / AIDS was faced as a significant issue, this
approach did change, but the length of time it took to properly redevelop BPL
was caused by the factors set out above.

The government’s preference for the short-term financial cost-saving option
of commercially purchased products which were also more readily available
despite it being widely known by 1976 that the domestic production of blood

products was the lower-cost option in the long-term.

The government failed to adopt a sufficiently precautionary approach to the use

of blood products, or to promote a policy of minimising the use of blood and blood

products.

The government’s decision to licence and its approach to licensing unsafe

imported factor concentrate and the aggressive marketing by pharmaceutical

companies encouraged an unquestioning approach to the real risks associated

with imported factor concentrate. This was unacceptable, naive and clinically very

risky, given the sources of blood used by pharmaceutical companies. The lack of

curiosity and/or “turning a blind eye” to the practices of commercial providers
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and the clinical autonomy and “freedom” enshrined in the approach to
prescription at this time were inimical to the type of rigorous review and oversight

in the interests of patient safety.

3. As a result of these factors, the UK failed to achieve self-sufficiency in factor
concentrates and exposed users of such products (primarily haemophiliacs) to
avoidable but life-threatening health risks. While the risk of viral transmission may not

have been completely avoidable, it could and should have been materially reduced.

4, That failure was compounded by the failure of both pharmaceutical companies and
clinicians to provide adequate warnings regarding the risks of blood products, in
particular imported factor concentrates. Package labelling by pharmaceutical
companies was poor and sub-standard, while clinicians consistently failed to ensure
informed consent was taken from patients.'**? This made a material difference to
patients’ outcomes as, had the risks been properly explained, it is likely that
mild/moderate haemophiliacs, children and others who required smaller amounts of
blood products in particular would have used less product, diminishing the use of
imported concentrates. Had patients been warned of the risks regarding imported
products and offered alternatives, the evidence before the Inquiry is that many

patients would have opted for an alternative.

5. This chapter draws on and adopts the helpful presentations prepared by counsel to

the Inquiry on these issues, which we do not intend to repeat.

Risks associated with blood products

6. Blood and blood products have always been known to pose a risk of blood-borne
infection, including the risk of novel viruses. The risk of haemophiliacs dying from

hepatitis transmitted by blood products was clear from at least 1969.%%*3 From 1982

1442 The requirement to inform patients of relevant risks, subject only to the therapeutic exception, was
expected from at least the early 1950s: see MOJUO000001_014.
1443 WITN6914005.
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the government was aware of clinically compelling material and evidence that blood
products could carry AIDS, even though this was not finally confirmed until the end of
1983.144 (Clinicians were aware from at least the 1970s that imported factor
concentrate products posed a greater risk of infection than cryoprecipitate. Lord
Owen was aware by at least 1971 that imported blood products posed greater risks to
health and failed in terms of economic efficiency.1** However, it appears that the
Department of Health did not identify and act on concerns over the safety of imported

blood products until 1978.1446

7. This awareness of the risks of imported factor concentrate should have informed the
UK’s self-sufficiency efforts. Much of the focus of the evidence which the Inquiry has
heard has naturally been on the UK’s failure to achieve self-sufficiency by the time of
the outbreak of HIV/AIDS in the US. We consider that this failure was largely avoidable
and it is beyond dispute that the dependence upon imported factor concentrate led
directly to the death and / or serious illness of many patients. Scotland provides a
template which shows that self-sufficiency could have been achieved, or very largely
achieved, before the outbreak of the HIV/AIDS epidemic. However, evidence to the
Inquiry illustrates clearly that the recognition of the symbiotic importance of blood
and blood product safety, and self-sufficiency pre-dates the emergence of HIV/AIDS.
Lord Owen recognised that the UK should become self-sufficient in light of the known

and future risks associated with blood products.

8.  This included all forms of hepatitis, which should have featured more prominently in
the thinking around self-sufficiency and should have been sufficient by itself to elicit a
UK-wide commitment to ensuring the safety of blood and blood products. Civil
servants and decision-makers within relevant government departments responsible

for formulating policy on self-sufficiency were not properly confronted with the risks

1444 pHSS circular from Deputy CMO, ‘British Plasma-Derived Vaccine against Hepatitis B', pp. 5-6,
DHSC0002321_035.
1445 | DOW0000343.
1446 pHSCO200111_0019, 2006 Department of Health Report ‘Self-sufficiency in Blood Products in England and
Wales: A chronology from 1973 to 1991°.
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of hepatitis, 144’

nor the inherent risks of viral transmission posed by blood and blood
products. As early as the mid-1970s, a new site was being planned at Liberton to meet
demand for albumin, which posed a lower hepatitis risk than freeze-dried plasma. This
reflects a recognition that hepatitis was a real and significant risk, but this attitude

sadly was not sufficiently prevalent.

Why self-sufficiency was not achieved

9. The evidence heard by the Inquiry demonstrates that efforts to achieve self-

sufficiency in the UK were inherently flawed due to:
a. Persistent organisational and funding failures;

b. The lack of any agreed definition of self-sufficiency and understanding about the

appropriate targets for the production of domestic blood products;

c. The failure to commit to and coordinate a UK-wide response to achieve self-

sufficiency;

d. The failure to minimise demand by informing patients appropriately about risk

and exploring alternative treatment options; and

e. The actions of pharmaceutical companies and shortcomings of the domestic
licensing regime, which left the UK dependent upon unsafe blood products. This

is dealt with at the end of this chapter.

10. The outcome of these failures was that the UK’s self-sufficiency drive did not succeed
in time to reduce the risks of blood products prior to the introduction of other safety

measures; principally testing and heat-treatment.

1447 INQY1000197, p142, 113-10.
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Persistent organisational and funding failures

11. The UK’s efforts to achieve self-sufficiency in blood products began with a recognition
of the dangers of imported concentrate but also accepted a role for imported
concentrate. The Expert Group on the Treatment of Haemophilia met for the first time

on 20 March 1973 and made recommendations that:1448

a. The UK should aim to become self-sufficient in factor concentrates as soon as

possible;

b. The UK reduce and as soon as possible end the purchase of imported factor

concentrates; but

c. The DHSS should give early consideration to purchasing commercial concentrates

from Immuno and Hyland, which had been licensed for this purpose.

12. The recommendations were based on evidence that the lack of factor concentrates
led to a “dangerous selection between more or less urgent cases” ***? Cryoprecipitate
was seen as a poor substitute for reasons including the volume required, the variable
activity of a dose, and the requirement for storage at very low temperatures. It was
not considered that freeze-dried concentrates posed a great risk of hepatitis to
severely affected patients, although mild sufferers who received very little treatment
had a high incidence if large pool fractions were used. Dr Biggs concluded that “[s]ince
the majority of patients are in the multi-transfused category the increased risk of
exposure to hepatitis would not seem to be an important disadvantage to the use of

concentrates from pooled material” . 14>°

13. These recommendations were broadly accepted by DHSS, which anticipated that

commercial concentrates would only be needed for approximately two years until

1448 pRSE0004706_0004.
1449 pRSE0002553_0003.
1450 pid, p. 9. This is a slightly more optimistic view than that taken in Hepatitis and Clotting Factor Concentrates,
Kasper, C.K. and Kipnis, S.A. Journal of American Medical Association (1972) 221, 510, who concluded that there
was a high risk of hepatitis for minimally-treated patients and single donor products were preferable for them,

but that concentrates should not be denied to appropriate cases of severe haemophilia. See further the
discussions of pool sizes below.
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domestic production could meet demand.?*! That expectation proved to be wildly
optimistic, largely due to DHSS’s unwillingness to provide adequate funds for it to be
realised and their failure to anticipate the substantial growth in demand for factor
concentrates. That unwarranted optimism was supported by expert advice; Dr
Maycock considered that the Elstree and Liberton plants would have capacity to meet
UK demand for concentrate “provided that the necessary additional funding could be
made available” **>? This resulted in the long-term use of commercial factor
concentrates in England and Wales despite the initial intention to pursue this only as
a short-term measure. The Scottish Health and Home Department (“SHHD”),
conversely, was much more proactive, with Dr Macdonald — apparently motivated by
the risks of commercial concentrates — taking the view that the transfusion service
should be “self-sufficient in all respects”.1*>3 In practice, Scotland achieved self-
sufficiency far before other parts of the UK. This was driven by the premise that any
risk of contaminating the country’s blood supply was sufficient to justify action being

taken.

14. By lJanuary 1974 it was clear, in light of the Medical Research Council’s report, 14> that
demand had been substantially underestimated and that up to 720,000 blood
donations would be needed to allow for “on demand” treatment. There was strong
demand for the products amongst both patients and clinicians, which showed no sign
of abating. This required substantial investment, which was already long overdue from
DHSS. However, DHSS was facing “severe” cuts at the time which led to this funding
being deprioritised.1*>> As with many other decisions about blood examined by this
Inquiry, the issue of funding for transfusion and blood products was never sufficiently
high on the political agenda, nor viewed as sufficiently compelling to go to the top of

the priority list. The Inquiry may wish to consider that this was a surprising and gross

1451 pHSC0100005_012; DHSCO100005_011; DHSCO100005_010.

1452 pHSCO100005_022. It was noted in the same document that it was “most unlikely” that further Treasury

funding would be forthcoming.
1453 |pid,

1454 pRSE0002350.
1455 pHSC0003616_026.
289

SUBS0000059_0289



error as (a) it was one of the most common clinical treatments for a wide variety of
different conditions and was used on a very large humber of patients, (b) it was a
treatment where patient safety could have been improved and this was known by
both clinicians and officials, and (c) there was at least some political will at some stages

to prioritise it.

15. The drive for domestic self-sufficiency was boosted by the World Health
Organisation’s (“WHO”) May 1975 resolution>® which stated that each country
should be able to supply sufficient quantities of its own blood and blood products to
meet clinical need. Further international support for this principle was later found in
the Council of Europe’s recommendation R(80)5**7 that member states should
pursue the goal of self-sufficiency in anti-haemophilia products and plasma for their
preparation. Whilst neither international body provides binding directions, the UK
government and public health experts who have given evidence have made it clear
that they would wish, as far as possible, to follow their guidelines and to be seen in
the forefront of nations in respect of public health.!*® The UK government’s
staghancy and failure to embed these guidelines into policy and practice constitutes a
significant missed opportunity to protect patients from a known, prevailing and future
risk. This is reflected in Dr Biggs’s predictions in 19671%° and occurred against the
backdrop of the UK government extolling the virtues and the importance of actively
defending and protecting altruistic, voluntary blood donations in the UK, while

simultaneously catering to commerce.

16. At a domestic level, Lord Owen had endorsed the WHO’s guidelines and accepted on
22 January 1975 that it was “vitally important that the NHS should become self-
sufficient as soon as practicable in the production of Factor VI, including AHG

concentrate.”'*%0 He recognised that this would ensure that haemophiliacs received

1456 pRSE0003476, Resolution 28.72 “Utilization and Supply of Human Blood and Blood Products”.
1457 pPRSE0002575.
1458 EXPG0000045_0034-35
1459 DHSC0100025_062.
1460 | pOW0000032_0001. See also LDOWO000045.
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the “best-known treatment”. Lord Owen had recognised since at least 1971 that the
private blood market was “seriously deficient in quality ... fails in terms of economic
efficiency, [and] involves considerable consumer exploitation” . **¢1 This attitude should
have informed later decision-making. We invite the Inquiry to find that Lord Owen’s

clarity of vision46?

and the guiding principles set out by the Expert Group in 1973 were
not pursued energetically by subsequent government ministers and leading clinicians,
resulting in an unnecessary overreliance on harmful commercial blood products,
which in turn caused or contributed to an increase in the number of people who were

infected.

17. In December 1974 £500,000 was earmarked by the Department of Health to improve
domestic Factor VI supply.1®3 This cost was warranted in light of the high actual and
anticipated costs of imported factor concentrates. Lord Owen brought genuine
enthusiasm and application to the task of achieving self-sufficiency,#®* committing
the UK in January 1975 to self-sufficiency in two to three years, and he was assured
that self-sufficiency targets could be met.#%> The increase in funding provided during
Lord Owen’s tenure resulted in the increased targets for domestic fractionation being
achieved in 1977. We invite the Inquiry to find that Lord Owen’s proactive approach,
represented best practice and should have been adopted by his predecessors!#® and
successors. Lord Owen, his officials and clinical advisers may however fairly be
criticised for failing to recognise the exponential growth in demand and the structural

barriers to increasing domestic production.*®” That failure was reflected in the fact

14611 pOW0000343.
1462 He described government policy as being “to make the NHS self-sufficient in the production of Factor VIl as
soon as practicable”: DHSC0000281.
1463 CBLAG000239.
1464 DOWO0000015; LDOWO0000016; LDOWO000017; LDOWO0000018; LDOWO000019; LDOWO0000020;
LDOW0000021; LDOWO0000022; LDOW0000023; LDOWO0000024.
1465 | POW0000023.
1466 | ord Owen recognised in oral evidence that “you could ideally have made the decision a lot earlier to go for
self-sufficiency”: INQY1000055, p173, li1-2.
1467 see DHSC0002181_045, p. 2ff.
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that England and Wales continued to import substantial quantities of concentrate,

with as much concentrate being imported in 1977 as was produced domestically.1468

18. The shortcomings of financing were widely recognised, as is reflected in the DHSS's
note prepared in September 1986 entitled “Problems facing the National Blood
Transfusion Service — particularly with regard to the provision of blood

components.”*%° This reported that:

“The customary method of financing the NBTS is not conducive to the development
of such a partnership and it was probably this more than any other single factor
which led to the delay in mounting the AHG (Factor VIII) Concentrate production

programme.”

19. After Lord Owen’s departure, the department’s efforts towards self-sufficiency
dropped off considerably, as reflected by his successor’s Parliamentary answers,
which showed far more money being allocated to the purchase of commercial
concentrates (£1,180,000) than to increasing domestic supply (£145,000).147° This
reflected the de-prioritisation of self-sufficiency which took place at this time. That
de-prioritisation was particularly inappropriate as demand for these products
continued to rise rapidly, causing criticism of the Department of Health.1¥’! The
Department of Health also failed to achieve a consensus about the appropriate target

1472

for Factor VIl production, resulting in its targets being set inappropriately low. Dr

Walford described the delay at this time as being “unconscionable” 1473

20. The Inquiry has also heard evidence that supply targets did not shift, but in fact were
misinterpreted and that the DHSS did nothing to intervene, clarify and promote
decisive action. Dr Snape confirmed these issues in his evidence and expressed the

view that despite BPL and PFL achieving a great deal and working tirelessly towards

1468 DHSCO000291.
1469 DHSC0002181_045.
1470 pHSC0000291.
1471 pHSC0100006_033; DHSCO100006_036; OXUH0000838_003; PRSE0002133.
1472 pRSEQ002268
1473 INQY1000137, pp29-30, 72, 84.
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the goal of self-sufficiency, due to influences external, they achieved “too little too

late” 1474

21. We endorse Dr Lane’s analysis that, despite the impressive efforts of Lord Owen, his
approach consolidated the demand for Factor Vil in the UK and, after his departure,
“there was no sequel to the first financial initiative and therefore no on-going DHSS
provision for the inevitable increase in use of Factor VIl which ensued” **’> The impact
of this was described by Dr Maycock in September 1977, who noted that BPL’s
“stretched” capacity would be reached by the end of the year and there was “an
atmosphere of uncertainty about future development. There are no means at present
of matching future fractionation potential with the potential availability of plasma
collected by the RTCs and of relating both to therapeutic demand” .1#7¢ Dr Lane further
emphasised that the atmosphere of uncertainty would be improved if DHSS were able

to commit to further funding.

22. By the end of the 1970s BPL had a number of major drawbacks which interfered with
its ability to support domestic efforts to achieve self-sufficiency and rendered the
plant fundamentally incapable of meeting demand for fractionated products.’*”7
While Dr Vaughan approved spending £1.3 million on the redevelopment in July
1980,1478 this was still far short of the sums needed for a full development. There were
lengthy and unnecessary delays thereafter.’*’”® In the event, funds for a full
redevelopment were approved in September 1982 and a figure of £22.6 million
allocated in November 1982.148° Construction did not begin until the following May,

despite its “fast track” designation.'*®' Costs increased substantially, as did the

1474 INQY1000200, p174, 115-7.
1475 BPLLO001508, p. 7.
1476 CBLA0000664.

1477 CBLAO000938; CBLAOO00952, p. 4; CBLAOOO000S_002, p. 81; DHSC0001812. See also Dr Lane’s 1979 paper,
BPLLO001508.

1478 \WITN4461036; DHSC0002397_023.
1479 CBLA00023398, p. 4, CBLAOO00005_002, pp. 115-116.
1480 pHSC0002309_017; CBLAOC01696; DHSC0002319_013.
1481 pHSC0002309_047.
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anticipated length of the project.’*®? The redeveloped site eventually opened in April
1987, with self-sufficiency anticipated to be “completely achieved” by 1989.1%%3 This
was due to both a failure to act expeditiously enough, and the mismanagement of the

redevelopment project.48*

23. Safety had emerged as an additional reason to promote self-sufficiency in the UK by
at least 1976, alongside the widely known fact that the domestic production of blood
products was cheaper in the long-term than commercially purchased products (which
might cost less in the short term and were more readily available). Despite these
findings and the UK government extolling the virtues and the importance of actively
defending and protecting altruistic, voluntary blood donations in the UK, this did not
translate into earlier, meaningful financial investment by the DHSS in order to increase
the output of safe NHS products; to invest in research and development; and to
establish a centralised, cohesive National Blood Service. Initial DHSS investment was

minimal, ineffectual and hard fought.
Lack of agreed definition of self-sufficiency; unclear targets

24. There was no commonly agreed definition for self-sufficiency which would have
allowed for a concerted nation-wide effort. Forecasts of future demand were far too
low, leading to fractionators chasing an ever-rising target. The data on actual levels of
demand was poor and out of date. No long-term principled or evidenced view of

demand was ever identified over a sustained period.

25. In the mid-1970s the UK seriously underestimated likely future demand for factor
concentrate in its move towards self-sufficiency. Factor VIII was a life-changing
treatment for severe haemophiliacs and therefore highly popular amongst both
patients and doctors. The failure to appreciate demand, which could and should have
been anticipated by officials and clinicians, was exacerbated by the UKHCDO delay in

processing data on Factor VIl usage, which was so extreme that by the time data was

1482 DHSC0002309_047; DHSC0002309_114; DHSC0002309_113; WITN0O771058; HSOC0003411; WITNO771066.
1483 DHSC0101068.
1484 50 e.g. WITNO771060 and WITNO771061.
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available it was already 18 months or even two years out of date.*®> The Inquiry might
query whether the CMO or other officials within the Department of Health could have
liaised with the UKHCDO to ask for swifter analysis and/or to design a more effective
system for data collection. The lack of clear data on current and future demand for
factor concentrate meant that any self-sufficiency efforts would fall short of their

goal.1486

26.  On 20 October 1976 the DHSS held a meeting during which the need to identify the
likely clinical demand for blood and blood products over the next five to ten years was
highlighted.1*®” This meeting recognised that the Department lacked a clear picture of
realistic future demand. The Inquiry should conclude that adequate modelling and
data should have been obtained at that stage to provide a clear evidential basis for
treatment recommendations and clinical guidance. The meeting also recognised that
any assessment of the need for Factor Vil would be complicated by the “readiness”
with which haemopbhilia centres purchased concentrate from commercial sources.
This closeness stemmed from a combination of the friendly relationship between
pharmaceutical companies and haemophilia doctors and, what flowed from that, a
failure by some of those clinicians to recognise and communicate to patients the risks

of imported factor products.

27. The Inquiry repeatedly heard evidence from transfusion directors and others working
in blood services that they could have increased the supply of blood, plasma and
plasma-derived products such as cryoprecipitate.'*® Professor Cash in fact offered to
produce more cryoprecipitate in 1984 but was declined.'®® It is clear from this
evidence that there was not any absolute obstacle to increasing the supply of

domestic plasma. A working group was established to look at trends in the next 5-10

1485 peter Foster, INQY1000197, pp95-96, 1122 — 5.
1486 There has been some discussion about the correct definition of ‘self-sufficiency’ in this context. We suggest
that the only workable definition is the UK’s ability to meet the actual clinical demand for blood products. While
we are critical of the failure to reduce that demand, we consider it to be the relevant metric.
1487 DHSC0003738_023.
1488 E g INQY1000175, p39, 119-14; p45-46, 1120 - 8; INQY1000198, pl4.
1489 INQY1000198, p33, 1113-20.
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years on the demand for blood products in January 1977. Their second report dated
17 October 19771%°° emphasised the need for additional major investment to increase
further blood collection and the output of concentrates. Although self-sufficiency
efforts ramped up in the 1980s, they were occasionally hindered by the lack of
domestic plasma. In the late 1970s the supply of plasma dedicated to Factor VIil began
to tail off after the initial £500,000 injection from central funds. Dr Lane proposed a
system to incentivise regions to produce more high-quality plasma, by returning
plasma derived from that region so that the excess could be sold to other regions at

NHS prices, well below the commercial cost. This approach was not taken up.

28. The capacity of domestic fractionation facilities was always going to be at the heart of
any self-sufficiency campaign. This was initially overestimated, both as a result of
incorrect estimates of future demand and due to unduly optimistic assessments of
BPL’s capacity. In June 1973 it was considered that BPL would likely have sufficient
capacity by 1975,1%° an attitude which appears to have led to the failure to redevelop
BPL at this time. We suggest this was a fundamental error on the part of government,
its advisors and blood services. By the end of the 1970s, Dr Lane was correctly
criticising what he described as “...the pattern in the past of always aiming for the

lowest current usage as a target with the inevitable consequences” 1422

29. In January 1984 Dr Gunson provided a report to the Central Blood Laboratories
Authority (“CBLA”) entitled “Plasma Supply for self-sufficiency”,***> which noted that
the expectation in 1983 that new techniques would allow the RTDs to meet their
plasma targets had not been realised. Only three of the RTDs he contacted were
confident that they would be supported by their Regional Health Authority (“RHA”) to
increase the plasma supply, largely due to cost. Dr Gunson identified two factors as

being of particular significance:

1490 CBLAD000672.
1491 PRSEQ004359.
1492 CBLAOOO000S_002, p. 82.
1493 cBLA0001800.
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a. Many RHAs were unwilling to consider proposals on more than a year-by-year
basis, whereas plans for long-term self-sufficiency required a plan over three to

five years;

b. “The most economical way to achieve self-sufficiency” had been identified as

encompassing the purchase of additional Factor VIII where required.

30. The lack of funding for self-sufficiency led directly to RTCs being unable to provide
additional plasma for fractionation: see, for example, Dr Collins’ correspondence to
DHSS in May 1985, where he explained that he was not able to increase his region’s
plasma supply because funding was not forthcoming.'#®* This was also Dr Lloyd’s
experience.’® This lack of funding meant that, by the time BPL’s capacity had

increased substantially, it ran into plasma supply issues.

31. While plasma formed part of the picture in which the UK failed to achieve self-
sufficiency, it is clear that sufficient plasma likely could have been sourced
domestically to meet demand and the insuperable hurdle was the lack of domestic

fractionation facilities.
Lack of a coordinated response

32. As explored in other chapters, the precautionary principle should have been at the
heart of the UK’s blood policy from its inception. However, this was not seen in its
drive for self-sufficiency. Instead, there was a localised, fragmented and piecemeal
response without any unifying force behind it. There was no united approach to
achieving self-sufficiency, with Scotland embracing the principle much more

enthusiastically than England and Wales.

33. The management of England and Wales’ blood supply on a regional basis through
RHAs was an error. It led to a scattergun approach to funding; it prevented coherence

and direction and led to tension between regions. The fragmentation of the NBTS into

1494 DHSC0002269_021.
1495 INQY1000182, p143, 118-19.
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14 regional centres led to a lack of effective decision-making. The lack of a formal
structure led to inefficiencies and inconsistent approaches. Blood was a national issue
and should have been treated as such during the 1970s and 1980s. If that was not
politically practical, there should, at the very least, have been a circular and/or
directions to the RHAs to ensure that sufficient funding was given to the RTC for these

purposes given their political priority within central government.

34. Scotland did not face similar issues, due to Protein Fractionation Centre (“PFC”) sitting
within SNBTS. Peter Foster referred to this as a “huge advantage...there were systems
in place to ensure we could get the raw material we needed and have a dialogue” 14%°
While there were examples of good practice in England and Wales, this proximity
between the blood service and fractionators was missing. We suggest that a UK-wide

body which brought fractionators and haematologists together would have been of

great benefit to patient safety and product development.

35. PFChad capacity to fractionate up to a third of the plasma from England and Wales,14%7

but this was not used. Dr Lane advised against this in 1977 on the basis that it would
lead to spare capacity at the Elstree plant.1#%¢ Dr Lane’s mistaken view is also evident
two years later when, in late 1979, he expressed the view that “PFC was not in a
position to provide any significant help with BPL problems” 1%%° This was not simply Dr
Lane’s individual view, but reflects a broader failure at governmental level to plan self-
sufficiency efforts on a UK-wide basis, stemming from a belief that PFC could not
meaningfully add to national fractionation capacity. That view is clearly unjustified and
reflected the failure to anticipate future demand for blood products. Furthermore, it
was unjustified as the evidence shows that Scotland offered on several occasions to
provide assistance and made attempts to integrate PFC and BPL into more of a “UK-
system”. Regrettably these efforts were met with a “dead end”. It is not clear why, in

the late 1970s and early 1980s, steps were not taken by the Secretary of State for

1496 INQY1000187, p87, 113-8.
1497 peter Foster, INQY1000197, ppl44-145, 1121-12.
1498 WITN6914043.
1499 CBLAO001005, p. 4.
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Scotland and the Secretary of State for Health to work together on this issue. It is
suspected that this is because it was not brought to their attention. Personality
conflicts inhibited collaboration north and south of the border,1*% with John Watt
being excluded from meetings of the Fractionation Working Party.'*°! The failure to
collaborate effectively and maximise use of PFC for UK-wide fractionation efforts was
a missed opportunity which could have substantially increased domestic fractionation
efforts. We appreciate that the difficulties in achieving and agreeing shift-working at
Liberton created a barrier to this being rolled out initially, but these were not
insuperable and would have freed up capacity at BPL.13%2 PFC also benefitted from its

continuous flow small volume mixing, which maximised capacity.

36. This disjointed approach also led to a failure to develop virally-inactivated NHS blood
products. PFC and BPL should have coordinated to achieve this but failed to do so, no

doubt in part due to the lack of any responsible body with oversight of these issues.
Failure to minimise demand

37. As discussed above, in the mid-1970s the UK seriously underestimated likely future
demand for factor concentrate in its move towards self-sufficiency. Factor VIII was a
life-changing treatment for severe haemophiliacs and therefore highly popular
treatment amongst both patients and doctors. Demand for commercial concentrate
was also unnecessarily high throughout the 1970s and 1980s, due to a failure to warn
patients appropriately about risk or to explore alternative treatments. This became an
ethical issue for some clinicians, who considered that withdrawing established
treatment in the absence of a viable domestically produced alternative would not be

ethical 1303

38. Some clinicians often preferred imported concentrate, which they considered to be

easier to use, without proper consideration of the relevant risks of imported and

1500 See e.g. CBLAO0D01181.
1501 cBLAO001138.
1502 peter Foster, INQY1000197, p133, I11 — 12.
1503 oXUH0000673.
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domestic concentrate. While some guidance was initially given in the late 1970s about
using cryoprecipitate in mild cases,’>%* the government subsequently complied with
the demands of clinicians for imported factor concentrate. Had Dr Lane’s view that
the UK should start producing small pool freeze-dried cryoprecipitate been taken up

more widely and used in appropriate cases,*%

on the balance of probabilities it is
likely that far fewer infections would have resulted. One can understand the view of
clinicians that they wanted to provide their patients with the easiest product for them
to use - and it is undoubtedly the case that the invention of factor products was a
genuine and significant breakthrough in haemophilia care — but this blinded the
clinicians to the adverse consequences. The “precautionary” principle was absent.
The correct approach should have been as described by Dr Tedder: “/ would have
recalled, prevented or very strictly controlled the use of imported commercial blood
products, especially those from the USA, which were known to have a significant risk
over and above the expected [...] we would only have used such products if it was the

only option to avoid serious harm to a patient” 130

39. Most importantly, had patients been properly informed, or informed at all, about the
risks posed by blood products, demand for them would have fallen. Doctors should
have been informing patients of risks and alternative treatment options as part of
obtaining informed consent. Few of our clients were given any information about the
risks posed by blood products or the comparative risks of imported and domestic
factor concentrate. Many of them would not have agreed to take this treatment had
they been aware of the risks it posed, especially patients with mild/moderate
haemophilia and previously untreated patients. Some of our CPs were given blood

products unnecessarily, such as in the case of a nosebleed or before minor surgery.*>%7

1504 |NQY1000055, p42, 1113-21. It is also worth noting the view of Dr Carmichael of the North-east Thames
Haemophilia Working Party in 1979 that haemophilia centres should be making “best use of available resources”,
including using cryoprecipitate wherever possible and avoiding elective surgery: BART0000683.
1505 CBLAGOO0005_002.
1506 WITN3436003_0132, §440.
1507 see statements of WITN1111001 §3-4, 22 and WITN1938001 §9.
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This should not have been done. Instead, Factor VIl was often viewed as a “miracle

cure”.

40. The Inquiry has heard evidence regarding the tension between some clinicians
favouring the immediate implementation of home treatment in order for their
patients to achieve “a normal life”, and others who took the more precautionary
approach, believing that their patients should be treated, but otherwise learn to live
with their condition. There was widespread public demand for factor concentrates to
be made more widely available. The treatment was — wrongly — seen as only bringing
benefits to haemophiliacs. This demand has been characterised by SNBTS as
“propaganda... along two main lines — a demand for immediate implementation of
home therapy regimes ... and a philosophy that the haemophilia patient should lead a
perfectly normal life” 1>° While the desire for those outcomes was understandable,
clinicians should have pushed back against this demand by providing accurate
information about risks and alternatives. The risks of and demand for these products
were exacerbated by increasing pool sizes and the lack of clear labelling as to risk,

which are addressed further below.

41. Politicians had an important leadership role here but did not ensure the risks were
publicised. Similarly, pharmaceutical companies failed to ensure there were adequate
warnings included on their products. As Lord Owen put it, “if they were of age then
they should have been told and the parents should have been told and I’m sure the

medical profession failed them a little on this as we as politicians have failed them”.1>%°

42. Had proper risk warnings been given, they would have in all likelihood led to mild or
moderate haemophiliacs choosing alternative treatments, including Fresh Frozen
Plasma (“FFP”), cryoprecipitate, DDVAP, bedrest and desmopressin.’>® The risk

assessment was relevant for all haemophiliacs, but was particularly stark for mild to

1508 pRSE0002133.
1509 INQY1000055, p. 167, II. 9-13.

1510 Desmopressin began to be used in the UK in the late 1970s but had been in use in {taly since 1975 and its
use was not widespread in the UK until 1985-1991.
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moderate haemophiliacs: in 1977 — 1984 death rates in this category were 4 in 10,000
but rose to 85 in 10,000 thereafter, with 85% of those deaths attributable to AIDS or
AIDS-related conditions.’®1! Had demand for factor products fallen, this would have
left greater quantities of domestic factor available for severe haemophiliacs. We
appreciate that the need for factor concentrates was much more acute and
unavoidable amongst severe haemophiliacs but, at a minimum, we consider that all
haemophiliacs (especially previously untreated patients) should have been allowed
the opportunity to make an informed risk/benefit analysis in determining what
treatment they wanted. The demands for widespread use of imported factor
products, including home treatment and prophylactic use should properly have been

met by an informed public dialogue about their risks and benefits.
Pool sizes

43. Clinicians also failed to minimise demand by warning about the risks posed by pool
sizes. The pool sizes used in England and Wales increased substantially over time, from
fewer than 200 in the early 1970s,*>1 to over 800 by the late 1970513 and over 5,000
by the early 1980s.>* From the late 1980s no donation limit was imposed.®?>
Increasing pool sizes was part of the UK’s efforts to increase domestic production of
factor concentrates>'® but inevitably increased the risk of infection. Dr Maycock
justified the increasing pool sizes by reference to the fact that they were tested for
hepatitis B surface antigen,™” but this wholly ignored the risks of non-A non-B

hepatitis the existence of which was known to clinicians from at least the late 1970s.

44, Whilst there is evidence that many clinicians considered that non-A non-B hepatitis

was “not serious”, this was on the basis of limited and uninformed views. In particular,

1511 EXPGO000002, p. 70.
1512 HCcDO0000581.
1513 BpLLO003721.
1514 CBLA0009269.
1515 BPLLO002039.
1516 See e.g. CBLAO000149; BPLLOO0O3721.
1517 gpLLO003721.
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the risks of chronic liver damage and severe illness were not adequately

appreciated.’>18

45.  When, belatedly, the risks of non-A non-B hepatitis were appreciated, the continuing
use of large pools was justified on the basis that any pool over the size of 100-200kg
would pose the same risk of infection, assuming a 1% non-A non-B virus carrier
rate.’>1® We accept, as Dr Foster did, that an increase in pool sizes was inevitably
necessary to achieve self-sufficiency and that this carried with it an effectively
unavoidable risk of non-A non-B hepatitis. However, the Department of Health and
clinicians can be criticised for failing to recognise the seriousness of this disease and
providing appropriate advice, including about alternatives to concentrate. The
authorities should also have considered whether it was feasible to create small-pool
products for particularly vulnerable patients or those who did not require regular

treatment.
Labelling and warnings

46. In our impact chapter we have addressed the fact that clinicians woefully failed to
advise their patients about the risks of blood and blood products. The labelling and
written warnings included with products therefore became particularly important,
especially as many patients would be using these products at home without clinical
supervision and therefore dependent on labelling and packaging for information

about the risks they posed.

47. By 1980 products were being labelled with a warning that they “cannot be assumed
to be free of hepatitis virus”.1>° A warning about hepatitis in clearer, more forceful
language should have been included at a much earlier stage given the longstanding
awareness of the presence of hepatitis in blood products. By 1985 domestic factor
products carried a warning that they “had been subjected to heat treatment in the vial

to reduce the risk of infection by viral agents including hepatitis and AIDS viruses but

1518 See e.g. WITNA461001_0154, §63.5.
1519 CBLAOOO0005_002, §511.
1520 cBLA0009269.
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cannot be assumed to be free from risk of infection”.*>?! There was no specific
reference to non-A non-B hepatitis until late 1985,%°?2 and even at that stage the risks
were not clearly stated. The overarching impression given by the warning labels was
of a very slight risk of transmission of hepatitis, without any articulation of the risks of
non-A non-B hepatitis. The label should have expressly stated that these products
were likely to transmit hepatitis,’®?® which was known to be fatal in at least some
cases. Similarly, there was no meaningful articulation of the level of risk of HIV/AIDS
which these products posed well into the mid-1980s,52* nor does it appear that there

were any discussions as HIV/AIDS emerged about warning users of this novel risk.*>%

48. The labelling, in particular package inserts, were principally designed for doctors and
pharmacists'®2® rather than aimed at ensuring patients could make an informed
decision about the risks they posed. The labelling and licensing process assumed that
doctors would discuss risk and support patients in weighing comparative risks and
benefits of treatment, but this was not carried through to practice and patients were
left without adequate guidance. Labels did not give clear advice to laypeople and were

often liable to fall off or be ignored by users.

49. The Inquiry is aware that labelling of medicines has become more “lay person” friendly
since the mid-1980s, but it should be stressed in any report and recommendations
that where treatments will be used by patients themselves, licences should not be
provided without adequate warnings which a lay person can understand. In
comparison to the early 1980s, the pressures on the NHS mean that staff may well not
have time to have a nuanced discussion about risk/benefit on a face-to-face basis. The

packing insert or label warning is therefore essential.

1521 gp1 10002039.

1522 1NQY1000198, p31, 114-10.

1523 INQY1000117 pp37-39, 119 - 16.

1524 BpL10002039, INQY1000200, p64, 114 — 16.
1525 |bid, p42, 16 - 9.

1526 pr Perry, INQY1000201, pl77, lI6-7. He also explained in his evidence to the Penrose Enquiry that the
warnings were targeted to “expert and experienced prescribers of the product”: PRSE0002620, p. 2.
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50. This problem was exacerbated in warnings given by pharmaceutical companies, as

discussed further below.

When was self-sufficiency achieved?

51. Scotland achieved self-sufficiency before England and Wales. Northern Ireland did not

have its own fractionation capacity and so could never achieve self-sufficiency.

52. SNBTS showed clear leadership on this issue, with fractionation increasing steadily
over time, in particular from 1979 when Professor Cash came into post. In early 1981
he identified that: “[t/he aim of the SNBTS is to eliminate the necessity for the purchase
of factor Vill concentrates from commercial concerns”.*>?’ He identified ambitious
fractionation targets, which were substantially higher than those being set in England
at the time. That early vision and commitment was not matched by his colleagues in
England and Wales, who were in any event hampered by the facilities at Elstree. By
1985 Scotland was not using commercial concentrates'>?® and it had consistently been
using much lower rates compared to than NHS factor Vil since the mid-1970s.%°%°

Scotland had spare fractionation capacity by 1981133 and was almost exclusively using

domestic factor products by 1983/1984, by which time the use of commercial

concentrate was at such minimal levels that it appears to reflect clinical preference
rather than an inability to meet domestic demand. As Terry Snape identified, the fact
that England and Wales did not get close to self-sufficiency in the late 1970s and early
1980s meant that it was inevitable that clinicians who wanted to use factor
concentrates would become reliant upon them and would be reluctant to abandon a

treatment with which they were familiar.1>31

1527 CBLA0001252. This approach is also reflected by others working in Scotland at the time: see e.g.
PRSEQQ06011.
1528 1t did re-start using commercial concentrates from 1988, at which time heat treatment rendered them
adequately safe for use.
1529 INQY0000344_0002.
1530 SBTS0000053_055.
1531 INQY1000199, p128-129, II5 — 13.
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53. Self-sufficiency in England and Wales was delayed principally by the slow and
piecemeal redevelopment of BPL, discussed above. By the late 1980s, when BPL’s
capacity had meaningfully improved, there were still issues around the shortage of
plasma. It could fairly be said that England and Wales never achieved meaningful self-
sufficiency as these parts of the UK continued to use commercial concentrates
throughout the 1970s and 1980s. That outcome was the direct result of the failures
outlined above. By the time the UK became largely self-sufficient in blood products,
the need for them on the basis of patient safety had been substantially reduced by

the introduction of heat treatment.

How could self-sufficiency have been achieved?

54, In principle, the shift to factor concentrates for all haemophiliacs was a positive and
beneficial move that, for severe haemophiliacs, was both life-changing and life-
extending. Those benefits inevitably resulted in a high demand for concentrate,
including in cases where concentrates were prescribed and used in the absence of a
clear clinical need; it was promoted as a ‘wonder product’ to the detriment of sound
judgment. The UK was unable to meet that demand, leading to heavy reliance on
commercial imports. The demand was also undoubtedly encouraged by the lack of
appropriate warnings from pharmaceutical companies, clinicians, and the
government about the higher risks of these imports. While imported concentrate was
likely essential to provide life-saving treatment to some patients, for many
haemophiliacs, especially mild to moderate sufferers and previously untreated
patients, the blanket approach to treatment was a calculated risk of which they were
not informed. This both stimulated demand and deprived patients of their right to give

informed consent to treatment.

55. This issue could have been substantially avoided had the UK government been willing
to allocate substantial funds and efforts to redeveloping BPL and increasing domestic
blood supply. The UK was willing and able to bear the very substantial cost of

importing blood products and knew that domestic products would be safer and
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cheaper in the long term. Evidence heard by the Inquiry in reliance on the constraints
on public funds during the relevant period is logically indefensible as the UK was
willing and able to bear the substantial cost of importing blood products. This was a
political choice, not a financial necessity. The Department of Health and Treasury did
not adequately engage with the fact that it would be more cost-effective in the longer
term to redevelop BPL urgently.®32 |n addition, costs could have been saved by
reducing demand and using PFC’s spare capacity. Most importantly, the lives lost as a
result of the use of unsafe imported products simply cannot be justified on a

cost/benefit analysis.

56. There were also other alternatives open to the government and blood services which
were not taken. PFC had spare capacity which was not used to fractionate English and
Welsh plasma, in part on the unrealistic basis that this might cost jobs at Elstree.
Professor Cash rightly urged the government to adopt a broad nation-wide strategy
for UK plasma fractionation, describing the current situation as “fragmented,
uncoordinated and unproductive”. >3 It is our submission that, had the UK
government approached the issue of fractionation through a national gaze at the
outset or indeed at any point during the Relevant Period, this would have ensured that
PFC and the facilities in England were able to meet the requirements for patients in
the UK. In addition, we consider that a more joined up approach in general would have
assisted across the issues such as treatment options, patient knowledge and consent,
research and development, pool sizing, batch dedication, testing, and viral
inactivation programmes. In the context of a cementing knowledge of risk, a
concerted and coordinated approach to the elimination and mitigation of patient risk

was what was required.

57. Today, the UK is largely self-sufficient in blood products. Recent reports from NBTS

show that approximately 10% of plasma in the UK is imported.’>3* While testing has

1532 cBLAO001004_004 and Diana Walford, INQY1000136, p178, 116-13.
1533 sBTS0000611_034.

1534 ttps: //www.bbc.co.uk/news/health-45641186; https://www.pharmaceutical-
technology.com/analysis/blood-plasma-production-ok-for-the-uk/
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substantially improved, the UK cannot claim to have achieved self-sufficiency.
Imported blood products today come largely from the EU and are currently subject to
retained EU law?3% incorporating the EU’s regulatory and safety standard for blood
products. As the government has proposed removing all retained EU law in the near
future, we invite the Inquiry to recommend that those regulatory standards be

maintained and that the UK continue to mirror any future EU safety standards.

58. We also invite the Inquiry to recommend that the UK should finally achieve complete
self-sufficiency in blood products, given the difficulties of ensuring quality and tracing

of products created non-domestically.

Pharmaceutical companies, Licensing and Regulatory Oversight

59. Academics have recently characterised the pharmaceutical industry’s attitudes as
being that “patients may die..., but the business model must come first”.'>3® Written
several decades after the events described in this chapter, those words accurately
capture the attitude which pervaded many of the companies selling blood products to

the UK at this time.
60. The key failures by pharmaceutical companies were:

a. Obtaining blood from paid donors in notoriously high-risk environments such as

prisons;1%37

b. Failing to provide proper labelling and warnings with their products (as discussed

above);

c. Promoting widespread use of these products, including in cases where there were

adequate alternatives; and

1535 pg set out here: https://www.gov.uk/guidance/quality-and-safety-of-human-blood-and-blood-products.
1536 That high design of purest gold: A crucial History of the Pharmaceutical Industry 1880-2020, Graham Dufield
(2020), World Scientific, p. 2.

1537 WITN0838001; WITNO838014; CGRAO000291.
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d. Failing to ensure their representatives communicated the risks posed by their

products.

61. Each of these decisions was motivated by the commercial drive to maximise profit and
shareholder value, rather than acting in the public interest. In this section we also
consider the failures by domestic bodies to prevent abuse by the pharmaceutical

industry via rigorous licensing and regulatory oversight.

Decisions and actions of pharmaceutical companies; what should

have been done differently

62. The blood products supplied by pharmaceutical companies posed a near-universal risk

of non-A non-B hepatitis>3®

and pharmaceutical companies had reason to be aware
from the early days of the pandemic that their products posed a risk of HIV/AIDS.1>3°
It was widely known that blood was being sourced from dangerous locations such as
prisons or from individuals who were homeless,'>*® which had been identified as
unsafe from the 1970s.1%! The industry had also explicitly targeted the gay community
for blood donor recruitment. Whilst it could not be known that this community had
HIV/AIDS in the late 1970s, pharmaceutical companies would have been aware that
the rates of HBV transmission in these groups were high and therefore should have
exercised greater caution.’>*? Despite this, pharmaceutical companies continued to

sell commercial factor products to the UK in large numbers throughout the 1970s and

1980s before the advent of heat treatment.

63. Pharmaceutical companies were aware that their products posed a risk of blood-
borne infection and did on occasion recommend that patients with mild bleeding

disorders should use single donor products whenever possible.1>*3 However, this was

1538 INQY1000136, p108, 1112-16; WITN0O282008.
1539 )REE0000019, p. 279.
1540 WITNO838001.
1541 see CGRAO000495.
1542 yCSFO000058.
1543 WITN4514001, §3.
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not industry standard and was not rectified by licensing requirements or clinical advice
to patients. Indeed, pharmaceutical companies’ submissions to licensing authorities
lacked candour, in particular about donor screening processes.'®* In many cases,
pharmaceutical companies failed to ensure their products were appropriately labelled
to identify the risks they posed.'>® These companies also made “unjustified claims
concerning the safety of heat-treated Factor VII".1>* They included reassuring
language on warning labels, which implied that there was nothing to worry about. >
This reflects a greater interest in maximising sales and usage rather than ensuring

appropriate risk/benefit assessment and risk minimisation.

64. This attitude can also be seen in the way in which pharmaceutical companies
marketed their products, including to the UK licensing authorities. Speywood claimed
that their Hyate:C posed only a “small degree of risk” which was “amply justified” by

its benefits, 148

whereas the clinical supporting evidence referred to the existence of
a “relatively high risk of adverse effects [which] is acceptable only because of the
inherently serious nature of the disorder and the lack of reliably effective
alternatives” .1>*° Alpha made the unsustainable claim that it had “never used plasma
from homosexuals, intravenous drug abusers or recent Haitian emigrees”.*>° In May
1983 Armour made the false claim to haemophilia centre directors that there was
“little evidence to associate plasma component therapy with the transmission of
AIDS” 1351 despite the Food and Drug Administration (“FDA”) having recommended in
March 1983 that products should not be made from high-risk donors due to the risks

of AIDS. Consistently, the evidence the Inquiry has seen demonstrates that

1544 \IHRA0033322_060_0013.

1545 INQY1000158, p170, I11-5.

1546 ARCH0001710_003.

1547 \HRA0033320_006; SHPLO000197_078; SHPLOO00071_181.
1548 1pSNO000007_001.

1549 |pSNO000005_019.

1550 cGRA0000262. The Chair of the Inquiry very fairly noted that “there were a number of potentially high risk
groups the blood banks weren’t prepared to ask and find out”, INQY1000153, p36, 1116-17.
1551 BART0000863.
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pharmaceutical companies were willing to understate the risk of their products and

present them without objectivity or candour.

65. Demand for imported commercial product was stimulated by the reckless actions of
pharmaceutical companies, which ran successful marketing campaigns to haemophilia
doctors that purposefully underplayed the greater risks their products posed.*>>? They
also offered clinicians who used their products excessive inducements by the way of
“lavish entertainment”, >3 in what Dr Parapia described “extravagant hospitality”
being provided to Centres using large amounts of their products (among other
inducements) part of “normal practice”, explaining that pharmaceutical companies
had bigger marketing budgets than the entire budget for BPL.»>>* Dr Parapia also
explained that pharmaceutical companies “largely educated clinicians about
haemophilia treatments” as a result of their large marketing budgets.’>>> These
financial incentives were regularly offered and accepted despite professional
guidance at the time which said that such inducements should not be accepted. That

marketing targeted senior clinicians who were advising government.155¢

66. The industry’s response to the outbreak of AIDS can rightly be criticised as dilatory
and reckless. It was only in December 1982 that pharmaceutical companies, apart
from Cutter, agreed to exclude plasma collected from prisons and took some steps to
improve donor self-exclusion. This was a serious failure by pharmaceutical companies
and reflected the more serious failure of the FDA to regulate, instead leaving it to
individual companies to decide whether they wanted to continue to source blood
from high-risk locations.’>7’ Even after they agreed to stop using prison-sourced
blood, they were willing to export such products overseas.'>>® The companies were

also unacceptably slow in obtaining approval for and selling heat-treated concentrate,

1552 |NQY1000158, p119 11-14; p177-178, lI1 - 6.
1553 INQY1000067, p133, 1121-2; pp 134-135, 11 - 7.
1554 WITN0785003_0004; INQY1000070, pp162-167, 1115-13.
1555 WITNO785003_0004, §4
1556 INQY1000070, pp16.5, l19-14.
1557 WITNO785003_0004, §131.
1558 |pid, §133.
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during which time they continued to sell untreated products. There was every
opportunity for pharmaceutical companies to make their products safer, which they

failed to take, as to do so would reduce their profits.

67. We suggest that the obvious explanation for the pharmaceutical industry’s
downplaying of risk and harm associated with their products was due to a desire to
maximise profits. The culture of these firms, as presented across the evidence the
Inquiry has seen and heard, is one of dismissing and minimising the risks their products
posed. This attitude is reflected in the speech given by the president of Alpha in
February 1980, who characterised concerns about paid donors and the risks they
might pose as a “phony moral issue”.’>>* We invite the Inquiry to find that
pharmaceutical companies, either recklessly or knowingly, concealed evidence of the
risks of their products. This was reflected in Mr Bishop’s evidence which confirmed
that Armour was aware of strong evidence of risks of hepatitis and HIV/AIDS in its

products which it failed to disclose.>®°

68. Even when the UK was unwilling to purchase US blood products, pharmaceutical
companies continued to sell non-heat-treated products to markets in Asia and Latin
America, causing further HIV and AIDS infections. Their conduct has been described

as involving “violations of basic principles of medical and business ethics” 1°%1

69. Christopher Bishop, Armour’s sales and marketing manager, who oversaw the largest
importation of factor products by a single pharmaceutical company, rejected any
wrongdoing even with the benefit of hindsight, arguing that “we did everything we
could with the information that we had ... I’'m very proud of the fact that we did do
everything the right way”.1>®> He confirmed that no specific lessons had been

learned.’>%3 This encapsulates the ongoing failure of the industry to recognise fault or

1559 |pSN0000328_008, p. 3.
1560 |NQY1000158, pp29, 1116-25; p30, 111-24, p82, 110, p83 lI1 - 25.
1561 pgeHenry L, Khoshnood M. Blood money: Bayer's inventory of HIV-contaminated blood products and third
world haemophiliacs. Account Res. 2014;21(6):389-400. doi: 10.1080/08989621.2014.882780. PMID: 24785997.
1562 |NQY1000158, p170, 111-5.
1563 |bid, p170, l16-11.

312

SUBS0000059_0312



learn lessons. We would invite the Inquiry to send copies of its report to the
commercial successors of the contemporary pharmaceutical companies and invite

them to offer apologies to the IAP communities.

70. This approach to patient safety has been seen in other cases involving the
pharmaceutical industry over the past twenty years (for example the use of opiate
pain killers and the lack of candid information given to regulators about their long-
term addictive qualities). The regulatory oversight of the pharmaceutical industry in
this country, and around the world, and the licensing of products must not assume
that the pharmaceutical industry has “laid all its cards on the table”. There needs to
be a system (whether that is developed on a national or a supranational basis)
equipped with the skills, resources and capacity to undertake a rigorous independent
assessment of products requiring licences. Too often in the story of infected blood,
there was limited oversight or ability of national or supranational licensing bodies to
match the “behemoth” of research and development of the pharmaceutical
companies. Even if they cannot replicate the data created by these companies, it
needs to be carefully interrogated, analysed and probed. The need for candour must

apply to these bodies as much as to government, clinicians and others.

Domestic response: decision-making of the Committee on Safety of

Medicine and its Biological Sub-Committee

71. The licensing authorities existed to avoid the type of problems caused by imported
factor concentrate. There were substantial flaws in their work, including the ‘nodding
through’ of the Committee on Safety of Medicine’s Biological subcommittee’s
(“CSM(B)”) recommendations by the Committee on Safety of Medicines (“CSM”);1>64
the licensing process was slow and inefficient;'>®> and difficulties recruiting properly
qualified staff for these specialised roles.1>®® This lack of oversight and rigour in the

licensing process led to high-risk decisions being made without adequate scrutiny. The

1564 INQY1000146, p38, 112-4.
1565 |bid, p42, 118-11.
1566 WITNO771006_0005, §5.
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‘rubber-stamping’**®” of CSM(B) advice by the CSM was particularly problematic. For
instance, the CSM(B)’s conclusion made serious errors in July 1983 when authorising
the continued use of imported factor concentrate, which were not overturned by the

CSM or Licensing Authority. The CSM{(B) concluded that:1%8
a. AIDS posed only a “small” risk in concentrates;

b. The “life-saving” benefit of the product for haemophiliacs justified the risks of

AIDS {without consideration of mild/moderate haemophiliacs); and

¢. The UK should use plasma collected after the FDA implemented new regulations
on 23 March 1983, without recognition that those regulations would do little to

ensure the exclusion of high-risk donors.

72. We invite the Inquiry to find that this was a serious, avoidable error which reflected a
government-wide failure to act on the known risks of imported factor concentrate. Sir
Joseph Smith has sought to justify the committee’s conclusions by reference to the
level of likely mortality amongst haemophiliacs, without addressing the alternatives
open to the UK at the time.'>®® As discussed above, the CSM(B) was placed in this

position by the UK’s wider failure to achieve self-sufficiency.

73. The licensing authorities’ risk/benefit analysis regarding the withdrawal of US
concentrates was not a one-off; the CSM also justified the risk of hepatitis on the basis
that haemophiliacs, without treatment with those concentrates, would otherwise
die.’>° This was demonstrably untrue for a large number of haemopbhiliacs but was

not challenged at the time.

74. Blood products were also imported on a named-patient basis under the Medicines Act
1968 and Medicines (Exemptions from Licenses) (Importation) Order 1978, which

circumvented the licensing requirements. There was very minimal oversight of these

1567 INQY1000211, p38, 117-19.
1568 ARCH0001710.
1569 WITN5281001, §3.44.
1570 SHPLO000665_142
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products and it is striking that the 1978 Order was revoked merely six years later. We
invite the Inquiry to find that such exemptions to the general licensing regime should
only have been used in exceptional circumstances and assessment of the imported
products should have been undertaken in any event. Unlicensed products were also
imported for use in clinical trials. That apparently narrow exception to the licensing
regime allowed very large quantities of unlicensed products to be used in the UK, with

1.928 million units of unlicensed FEIBA being used in 1978.%°71

75. The shortcomings of the UK licensing regime were exploited by pharmaceutical
agencies. As noted by the Inquiry, companies such as Immuno considered that the UK
was willing to buy a less safe product if it was cheaper than alternatives.?>”? This
attitude is also seen in the government’s dealings with Bayer, who understood the
price of their products to be “important...and will probably affect the success of our
application” 373 Companies and the UK authorities were willing to place cheaper
products on the market even if they posed greater risks to health™7% and it can readily
be inferred that they were not the only company to do so, given the UK's stance on
risk. This stance was not warranted by the 1968 Act, which does not include cost as a
primary criterion. In 1987 Hyland/Travenol explained that “[b]y demanding the lowest
possible price for coagulation factors, you contribute to the need for plasmapheresis
establishment owners and operators to operate in less desirable areas, prisons and
locations where plasma is available at lost costs” 37> The UK should have known that
there was no acceptable risk/cost trade off here, in light of the well-established risks
posed by blood products. For their part, the pharmaceutical companies acted
unacceptably by marketing their products as much safer than they were.

76. In short, the pharmaceutical industry was a powerful and wealthy body with strong

vested interests in exporting dangerous blood products to the UK. The licensing

1571 OXUH0000212_002.
1572 |NQY1000146, p83, 114-8, considering SHPLOO01094. See also MHRA0033321_085 for another reference to
the UK market’s preference for cheaper product.
1573 BAYP0O000022_097.
1574 |bid, p101, 114-12.
1575 cGRA0000290.
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authorities in this country were ill-equipped to combat unjustified claims about the
safety of products. Much more robust licensing decisions were possible, but were not
made due to lax attitudes to product safety and due to the failure to achieve self-

sufficiency in blood products.

Recommendation 1: Self-Sufficiency, Fractionation and Pharmaceutical Companies
a. That the corporate successors to the pharmaceutical companies who supplied blood
products to the UK in the 1960s-1990s offer an apology to the IAP communities and

recognise the role of their predecessors in contributing to the infected blood tragedy;

b. The government should consider whether it is appropriate to seek compensation from

the corporate successors of relevant pharmaceutical companies;

c. The UK should allocate proper resources to its licensing system, ensuring that it has the

precautionary principle at its heart;

d. The UK should mirror or exceed all relevant EU regulations for safety in blood products,

including future regulations; and

e. Pharmaceutical companies should be subject to a duty of candour in licensing

applications.
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CHAPTER 7: “FORCED TO BEG FOR SCRAPS OFF THE TABLE”: TRUSTS
AND SCHEMES

“Proper compensation is all | can hope for now so that | know my wife will be looked after
when | die. However even this will not take away the anger at the damage that this has done

to our lives.”1576

Introduction

1. Our CPs, like all IAP, have experienced serious failures and unacceptable and unfair
delays in recognising their entitlement to adequate financial compensation and
support. When, often after decades of ill health and financial struggle, support was
provided, the sums on offer were too often made almost impossible to access and
were no more than tokens rather than substantial sums to alleviate pain, suffering and
economic loss. Some |APs have still not received any financial support from the

government.

1577 set

2. These submissions focus principally on the failures in the trusts and schemes
up to assist individuals infected with HCV (including those co-infected with HIV), as

this is the most prevalent issue across our client group. We also address the need to

1576 WITN1997001, §97.

1577 Namely, the Macfarlane Trust, the Eileen Trust, the Skipton Fund, the Caxton Foundation, and the Infected
Blood Support Schemes.
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consider the situation of those infected with HBV, who have historically been excluded

from financial support.

3. These submissions concentrate on financial support, as this is largely what has been
supplied under the trusts and schemes to date. This is not intended to imply that
financial compensation, without wider social and non-financial support, is adequate.
Any adequate scheme for financial compensation must be read alongside our

recommendations for non-financial support.
Summary

4, The UK government, in particular the Department of Health civil servants and
Ministers working in blood policy, have repeatedly and over successive
administrations failed to acknowledge that financial compensation for IAP should be
a matter of entitlement. The decisions made over decades to provide sums on a
discretionary, charitable basis, were misguided and left people both in severe financial
hardship but also feeling as if they had to “beg” for help. The approach of the trusts
and schemes has, at times, been redolent of the “deserving” and “undeserving”
distinctions drawn by Mayhew and aspects of the Poor Law. They were Victorian in
design and implementation. Furthermore, there was a failure to engage with those
who had suffered in the setting up and ongoing management of the trusts and
schemes. Whilst some of the members of the various boards of trustees had first-hand
experience of HIV or HCV, many did not. In fact, some of the trustees were appointed

by the Department of Health.

5. The trusts and schemes, when created, provided too little, too late. Their very design
and the motivations behind them were not what the IAP needed or deserved. Specific

categories of IAP continue to be wrongly excluded.

6. The schemes were a curious hybrid between discretionary gift and replacement
minimum income benefit. Their funding and administrative oversight accordingly
failed to have either the rigour of the benefits system or the independence of a

charitable trust.
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7. These failures were such that the Inquiry should accept Sir Robert Francis’ suggestion
that all previous payments received from the trusts and schemes should be
disregarded. They also justify a high level of payment. There are lessons to be learned

for the operation of any future government compensation scheme for IAP.

Governmental attitudes

8. The approach by successive governments to financial support for those affected by

the infected blood scandal is characterised by three principal flaws:

a. The decisions made by the Department of Health and its ministers were based on
inaccurate, incomplete, and often misleading information which continued to be

considered as “accurate” despite many IAP indicating that it was incorrect;

b. They were focussed solely upon the fear of “floodgates”, and on the idea that this
was the beginning of “no fault compensation”. The significant fear of the civil
service and ministers (alongside clinicians who advised them), led them to devise
a scheme of parsimonious charity. Whilst some ministers who gave evidence
spoke of their compassion for those who were unwell and their relatives, this did

not translate into an effective system when they were in office;

c. Therewas arefusal to accept and acknowledge that which is now seen as accurate
—that it was a treatment disaster of the most significant magnitude; the response

to it should be seen in that context.

9. These flaws had a particularly severe impact on those infected with HCV, who received

no financial support until the establishment of the Skipton Fund in 2004.
Decision making by the government.

10. The UK and devolved governments consistently underestimated their own
responsibility for the scandal as well as the seriousness of the illnesses, particularly

HCV and HBV before the late 1990s, caused by infected blood.
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11. The departmental line regarding how people came to be infected and the action taken
in response was largely unchanged over successive governments'>’® all of which
unquestioningly treated received wisdom as true. As late as 2009, the government

was still relying on the same outmoded and inaccurate lines to take:1>7°

a. “the treatment given to haemophiliacs was the best available at the time and

action was taken in good faith;

b. Such treatments markedly increase the life expectancy (formerly 25 years) and

quality of life of haemophilia patients;

c. As soon as technologies (heat treatment and testing) were available to improve

safety, they were introduced;

d. Evidence in relation to hepatitis C emerged over time, and the very severe long
term consequences of infection were only fully recognised by the scientific

community during the late 1980s;

e. legal proceedings in relation to HIV were settled ... without the Government being

found liable;

f.  special payments were set up for people infected with HIV, who waived their right

to take further action against the Government;

g. Although litigants won damages against the blood service in 2001 [...] this was

under the Consumer Protection Act 1988 [sic]...It did not imply negligence;

h. The present Government resisted calls for further funding until Scotland decided

to make hepatitis C payments in 2003, when England followed suit.”

12. This information, which was provided to ministers over two decades, was
fundamentally flawed. Had the full and accurate information been given, there is at
least the possibility that a different approach may have been taken to the provision of

financial support. The very rationale for the schemes was therefore based upon a

1578 See e.g. DHSCO041305_038 for the 2001 lines to take.
1579 As set out in MHRA0024725_0002.
320

SUBS0000059_0320



series of false assumptions and misinformation, therefore it is no surprise that they

were ineffective in design and delivery.

Best treatment available

13. The failures in blood policy and practice are set out in greater detail in the Role of

Blood Services, The Role of Medical Practitioners and Haemophilia Centres and

Clinicians chapters. In light of these failings, it simply cannot be said that recipients of
infected blood and blood products received “the best available treatment at the time”,
which was the mantra on which successive governments relied in refusing to pay or
extend financial support to IAP. Blood was often used unnecessarily and excessively,
which materially increased the risk of infection. In addition, factor concentrates were
often given to those with bleeding disorders when alternatives were available. We
accept that there are some individuals who were infected through receiving essential
treatment at a time when no effective test had been developed. However, they were
nevertheless entitled to receive full information about, and to be treated in a way
which reflected, the known and likely risks of blood and blood products.'*8° The
experiences of our CPs consistently show a failure by clinicians to inform patients of

the risks associated with transfusion and the use of blood products.
Increase in life expectancy

14. While Factor VIII was life-changing for severe haemophiliacs, the bald assertion relied
upon here does not reflect the experiences of mild and moderate haemophiliacs, for
whom other treatments carrying far less risk could have been appropriate. The
situation of mild/moderate haemophiliacs was never adequately raised by civil
servants in briefings, leaving ministers unaware that there were alternatives for a

significant number of patients. Dr Gunson informed the Deputy CMO Dr Walford that

1580 We appreciate that attitudes to disclosure of risk changed substantially over the course of the late 20t and
early 21%t century and that such conversations face the challenges discussed in the Public Health and
Administration Expert report at EXPG0O000047- EXPG0O000047. We nevertheless consider that disclosure of a
known substantial risk of these serious diseases should have taken place and the failure to do so justifies
compensation.
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it was not feasible or practical to produce sufficient cryoprecipitate®>®!. However, in
her evidence Dr Walford acknowledged that she was not aware of whether this
possibility was explored with each of the Regional Transfusion Centres!>®2, Indeed, a
number of Regional Transfusion Directors confirmed that more cryoprecipitate could
have been produced, but no such request was ever made. It was incorrect for the
government to tacitly assert that the benefits of the treatment in question justified

the harms in all cases.
Technologies introduced as soon as available

15. This assertion is flatly contradicted by the judgment of Burton J in AA v National Blood
Authority [2001] EWHC QB 446, which concluded that screening for HCV could have
been brought in earlier than 1991. The government’s failure to acknowledge that
finding nearly a decade after it was made suggests a lack of curiosity about the

shibboleths on which it was relying.
Seriousness of HCV

16. As discussed in the Role of Medical Practitioners chapter, non-A non-B hepatitis was

known to be a serious disease from at least the early 1970s. It was simply not correct
to proceed on the basis that non-A non-B hepatitis or HCV were not known to be

severe and even life-threatening diseases before the late 1980s.
HBV

17. The government decision-making also wholly overlooked HBV, which was a known risk
of blood from the late 1960s. HBV testing was known to be highly unreliable well into
the 1990s,1%8 which inevitably meant that many of those treated with whole blood
and blood products would become infected. Nevertheless, there was apparently no

consideration of including HBV within any of the financial support schemes.

1581 INQY1000138.
1582 INQY1000138.
1583 DHSC0004709_153.
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No fault

18. The final four assertions all broadly rely on the lack of legal liability. Even where there
was liability under the Consumer Protection Act 1987, this was dismissed on the basis
that there was no finding of negligence. That view, which was shared by Alan Milburn
in his evidence,'>%* suggests a very narrow interpretation of fault whereby the only
compensable fault is clinical negligence. These arguments reflect a myopic focus on
legal responsibility rather than fault, systems failures, or wrongdoing as it may be seen
by the public. The absence of consideration of whether or not the system failed as a
whole to provide adequate protection, and to examine whether and if, in cases of such
failures, those who had diseases transmitted to them should receive recompense for
such was never seriously considered or examined by either the CMO, the senior civil
servants or ministers. There was a vacuum of ethical debate or discussion around
what happens when a system fails. That should have been the question asked. It has
largely been suggested that it was not asked simply because no-one could
contemplate the idea that there could be such failure or the cost of such a failure in
financial terms. That was both an inadequate ethical response and an inadequate
political response. The job of a politician should be to acknowledge failures in the
design of a system — and to seek to remedy them. As our elected representatives,
they have a valuable role to play in examining the system from the perspective of their

constituents
Irish scheme

19. The government also consistently refused to emulate the schemes for HCV
compensation set up in the Irish Republic on the grounds that “[t]he Irish Government
set up their [HCV] compensation scheme following evidence of negligence by the Irish
Blood Services. Compensation is therefore being given in very specific circumstances

which do not apply in the UK. It does not create any precedent for us.”'>®> That

1584 |NQY1000227, p75, 1115 — 25.
1585 DHSC0041305_038_0002.
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argument, which had been consistently criticised by campaigners for many years, was
definitively rejected by the Administrative Court in R (March) v Secretary of State for
Health [2010] EWHC 765 (Admin). The Government’s argument regarding the
comparability of the Irish Scheme was found by Holman J to be a reason which “does
contain an error and does not withstand scrutiny” (§52). This “error” was available to
the government long before Holman J's judgment. In February 1996 civil servants
prepared a submission on financial compensation for those with HCV which noted that
claimants in Ireland were “not required to provide evidence of negligence on the part

of the blood service” in order to obtain compensation.’8¢

20. We therefore invite the Inquiry to find that the basis upon which the government
made decisions was fundamentally flawed. The received wisdom in early 1991, after
the establishment of the MacFarlane Trust but before the Eileen Trust, when Sir
William Waldegrave was Secretary of State, was that: “Payments for haemophiliacs
recognise their unique combination of circumstances. These do not apply for blood
transfusion recipients”.’>®7 The note on this line explained that “[ajny special
treatment for HIV infected blood transfusion recipients would repercuss by exciting
expectations which could be difficult to contain in other groups of patients harmed as
an unintended consequence of NHS treatment...The more exceptions are made, the

closer we move to ‘no fault compensation’...” 1388

21. This thinking and decision making was not “party political”. Alan Milburn, who prided
himself as being a ‘window-breaker’ capable of challenging established orthodoxy,*>%°
accepted and continued with the approach of the previous Conservative

administration when he became Secretary of State for Health in 1999.

22. Throughout the period when the trusts and schemes were being considered and

implemented, the Government was unjustifiably confident in its belief that it

1586 WITN5426065_0007.
1587 DHSC0042272_143_0001
1588 |pid.
1589 INQY1000227, p33, 1124-25; p36, 18.
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understood the nature and causes of the infected blood scandal. As Alan Milburn
expressed it: “what was not in dispute at all was the scale of what happened... How it
had happened was reasonably well understood... people understand exactly what
happened”. 1> But what is reflected in the government’s lines to take is that it did not
understand what had happened, the information upon which it based its belief was
inaccurate. This led to its refusal to provide adequate financial support or to pay
compensation. Even when new information was brought to the government’s
attention, this did not lead to a change in the line to take. Even after the Archer Inquiry
and nearly twenty years of concern, the Department of Health did not change its view.
Rowena Jecock accepted that in 2009 the Department of Health took into account
Lord Archer’s comments but nevertheless decided to continue with the Departmental

line that there had been no wrongdoing.1>%1

23. The government must reflect in light of this Inquiry’s findings on how it came to be so
mistaken and must ensure that adequate redress is made to those who it excluded

from support for erroneous reasons.
No fault compensation — a slippery slope?

24. During this period, there was a widespread view across government that establishing
and/or extending the schemes would set a precedent for no fault compensation. In
fact, the thinking by nearly every civil servant both in the Department of Health,>%?
and Treasury, and in the very many submissions seen by the Inquiry was a fear that
this was the beginning of a scheme of no fault compensation. It was largely this fear
that led the schemes to be devised expressly not to look like compensation schemes,
but to provide, at least at their inception, monies for financial hardship or small fixed
sums. At various points in time (for example during the early 1990s to early 2000s)

there were wider political discussions around no fault compensation schemes and the

1590 |bid, pp186-187, 1123-14.
1591 INQY1000226, p54, 1116-22.

1592 With the notable exception of Martin Campbell, who recognised in 2003 that he did not consider that setting
up a scheme for Hepatitis C sufferers would create any adverse precedent as it would be on a no-fault basis:
DHSC0004421_049.
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position of those with HIV and HCV became unnecessarily tangled up in wider
questions about liability for medical injury. Instead of seeingit as a unique issue which
should be dealt with on its own terms, the wider policy implications always seemed
to trump taking action even where the sympathy and compassion of the individuals

making the decisions were engaged.

25. In 1991 Treasury officials tried to persuade Sir William Waldegrave not to create any
compensation scheme for those infected with HIV via blood transfusion on the
grounds that “it could cost much more by leading to a no-fault compensation scheme
— even if one restricted to medical negligence” 133 In 1996 the Department of Health’s
position, as expressed by the Permanent Secretary, was that “...any move to pay
compensation to a restricted group of Hepatitis C sufferers (eg haemophiliacs) is likely
to lead to irresistible pressure to extend it to a much wider group. There is no obvious
basis for distinguishing between people infected via blood products and those infected
by blood transfusion... The unfortunate truth is that this is a very slippery slope” >%*
That view was endorsed by Lord Horam, who explained that “the slippery slope
argument was uppermost in [the government’s] mind”.*>% Alan Milburn shared this
view?%® and expressed his fear of creating a “cascade effect”.’>°7 This issue was not
confined to ministers; Andy Burnham also fairly suggested that these concerns were
“...embedded deep within the Civil Service psyche ... the response to this particular
issue was primarily driven by a fear of financial exposure” 1>% Repeatedly financial
considerations were treated by the civil service as paramount, without recognition of

other crucial issues.

1593 HMTROO00003_043_0003. See also DHSC0002931_005.

1594 DHSC0003883_100_0001. See also the submission to the minister of February 1996, which strongly advised
against implementing a financial support scheme for those infected with HCV on the basis of cost, the general
policy on no-fault compensation, slippery slopes and the ensuing impact on other spending priorities:
WITN5426065.

1595 INQY1000217, p142, 1117-18.
1596 INQY1000227, pp91-92, 1114 - 5.
1597 |hid, p136, 1124-25.
1598 INQY1000228, pp27-28, 1125 — 4.
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26. John Reid correctly identified that the fear of a ‘slippery slope’ could be used as an
argument against almost any policy.'®® In reality, the only precedent which was set
by any of the trusts and schemes was the correct one, namely that those IAP infected
with blood and blood products should receive financial support. As recognised by the
Permanent Secretary in 1996, there was no obvious or justifiable reason for
distinguishing between different infected or affected groups. Hazel Blears and Alan
Milburn, amongst others, both accepted that no precedent beyond the context of
infected blood was ever created by the establishment or extension of the trusts and
schemes. The fact that the schemes have now been in operation since the late 1980s
and have not led to no fault compensation for numerous groups of individuals

demonstrates that these concerns were unfounded.
The moral imperative

27. The government’s fear of financial exposure led it to lose sight of the devastating
impact of infection on the lives of both IAP. Government witnesses insisted that civil
servants and ministers were empathetic and cared about these people®® but
nevertheless defended their decision not to provide financial payments. Those in
government who resisted extensions in financial support generally did not hear from
IAP directly, nor did they consider whether compensation should be made as a matter
of moral responsibility.1®°1 There are always difficult balances to be made in decision
making and policy development, but in this case there was an abject failure of moral

leadership by successive governments.

28. Where ministers did set up financial schemes, this was in the teeth of advice from the
civil service and the Treasury. We explore in the central government chapter the
interaction between civil servants and ministers, but one strong example is the advice

given by the Permanent Secretary to John Reid,'*°? which could not be clearer as to

1599 INQY1000232, p27, 114-11.
1600 £ g, Lord Horam INQY1000217, p142, 1111-14; Alan Milburn INQY1000227,p81, 119-11.
1601 E g, Hazel Blears INQY1000232, p179, 117, p183, 121-22.
1602 pHsC5320518; DHSC0042275_010.
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avoiding such schemes. William Waldegrave and David Mellor also acted against the
recommendations made by their officials. The Macfarlane Trust was created because
William Waldegrave recognised that it was morally necessarily and required in the
public interest. The Skipton Fund was created because John Reid recognised that
those infected with HCV had suffered similarly acutely to those infected with HIV and
the previous distinctions were meaningless.1®% He expressed the state’s moral
responsibility in terms of its moral duty to protect its people and that, where an
agency of the state either culpably or innocently causes widespread suffering, they
were entitled to justice.'®* Jeremy Hunt’s commitment to act on this issue is
materially attributable to the work of his constituent Mike Dorricott, now sadly
deceased, which made Mr Hunt “acutely conscious” of this issue from the outset of
his time in office.'®% Similarly, Andy Burnham’s introduction to infected individuals
including Eleanor and Fred Bates in 2010 through his friend Paul Goggins MP led him
to recognise that “something really wrong is here”.'®% |t took both a personal
understanding of the human cost of this tragedy and a determined force of will for
anyone in government to change course, It was unlikely that anyone would spend the
political capital and personal effort necessary to effect change without a heartfelt
recognition of how seriously individuals had been harmed by infected blood. We invite
the Inquiry to consider how institutional change can be achieved in the future without
relying on the chance of personal relationships. Further that when considering the
needs of individuals injured as a result of government policy, whether any wrongdoing
has been found or not, there is a requirement for engagement with a representative

group to seek their views and details of their experience at the outset.

29. Other Government ministers and MPs have belatedly recognised the UK’s moral

responsibility towards IAP. This has been accepted by Matt Hancock,'®%7 Jeremy

1603 |INQY1000232, p25-26, 111-8
1604 |pig,
1605 WITN3499001_0005.
1606 INQY1000228, p92, 112.
1607 INQY1000121, p126, 119.
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Hunt,®%8 David Cameron (whilst Prime Minister),1®%°® and by the Department for
Health and Social Care in its apology to IAP, which accepted that “things went wrong”.
Other chapters of these submissions set out the failures which led to patients being
infected, misdiagnosed, and harmed with treatment for the illness with which they
were infected. The government only recognised the case for compensation in the
course of this Inquiry. The first call for such was in 1986. The ethical failures of
government, including to listen to IAP, over nearly 40 years should be used and

investigated and analysed in order to avoid such happening in the future.

Establishment of trusts and schemes

30. A common feature of the trusts and schemes was that, as they were set up on an ex
gratia basis, they did not aim to meet the needs of infected or affected people, and
the financial support provided fell well short of what would be needed to do so. We
fully endorse the description used by the Chair of the Inquiry in his interim report
dated 29 July 2022 at §21: “The effect of this approach is that the payments could be
(and were) significantly less than compensation would be. They were not
compensation... they were not calculated by reference to any assessment of needs. The
consequence has been that from the very first payments made to the Macfarlane Trust
until today it has repeatedly been said by many witnesses that the payments being

made were simply inadequate to provide the financial relief that was needed.”
Macfarlane and Eileen Trusts

31. On 16 November 1987 the Secretary of State for Health announced that the
government proposed making discretionary payments to reflect the “wholly
exceptional position of haemophiliacs”, with £10 million being allocated by way of a

discretionary charitable trust that was set up as the Macfarlane Trust the next year.

1608 |NQY1000235, p150, I5.
1609 WITN4509007.
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David Mellor explained that he “never thought that £10 million was ever going to be

enough and it wasn’t, of course” 1610

32. DrRoger Moore described the creation of the Macfarlane Trust in a contemporaneous

document as follows:

“It was never intended that the £10m should be compensation. The Trust is a
charity and the Trust Deed restricts it to providing relief for those who are in need
of assistance... Some applicants clearly thought they were entitled to
‘compensation’ and unless they could demonstrate need have not been given a
grant... It is the intention primarily to make regular payments to those on low
income as well as single payments for specific items. The Trust has adopted a
cautious maximum regular payment of £20 per week subject to a means test. ...
The Macfarlane Trust was established as quickly as was practicable and our
understanding is that all applications for help have been dealt with in a timely
fashion. The average award of £440 reflects a cautious approach before the level

of demand could be identified.” %11

33. The Eileen Trust was set up in 1993 on broadly the same terms as the Macfarlane
Trust, but was created to support people without bleeding disorders. It was initially
funded by a £500,000 payment from the Department of Health following litigation
brought by those without haemophilia who had been infected with HIV. Applicants

had to sign liability waivers to access payments.

34. The low levels of initial funding reflected the bleak prognosis for those living with HIV
at the time the Trusts were established. In the 1980s, few HIV infectees survived
beyond five years. As life expectancy grew, it became more obvious that the limited

funds available were insufficient.

1610 |NQY1000209, p44, 118-9.
1611 pHSC0003303_005_0002.
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Skipton Fun and Caxton Foundations

35, Of all the failures related to the trusts and schemes, one of the most striking is that
the Skipton Fund was not established until 2004. HCV had been known as a
potentially-fatal bloodborne infection since at least the early 1970s. Despite
significantly pre-dating the outbreak of HIV/AIDS, no financial support scheme was

created until more than 15 years after the Macfarlane Trust was established.

36. It is wholly unacceptable that those infected with HCV, whose suffering was well-
known long before the creation of the Skipton Fund, were left without any support or
assistance. The Skipton Fund was established in large part simply because HCV
sufferers were finally heeded. This could have a been done decades earlier, it is a

serious moral failure that it was not.

37. This delay stems in part from the failure to recognise the precedent set by making
financial provision to those infected with HIV (which conceded that an ex gratia
payment, at least, was appropriate for those infected by the state) and the failure to
acknowledge that HCV was a disease which could be equal in severity to AIDS. This has
rightly been criticised as “illogical and unfair’, with a powerful example being cited in
the Scottish Health and Community Care Committee’s 17t Report (2001).1613 This
involved a family of three haemophiliac brothers, two of whom died of HIV and one
of whom died of HCV. The third brother was not eligible for any financial help at that
time. The Committee expressed its view that this was a “fundamental question of
fairness and consistency”.1®1% In giving evidence to the Inquiry, Lord Reid accepted that
there was no persuasive distinction between HIV and HCV sufferers for the purposes

of compensation.16%®

1612 The creation and remit of the Skipton fund is set out in full in the Inquiry’s presentation
(INQY0000245_0006), which we endorse but do not seek to repeat here.
1613 MACK0001929_024.
1614 M ACKO001929_024, p. 24.
1615 john Reid, 21 July 2022, p. 26, 1. 15.
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38. The creation of the Skipton Fund was attributable to the government’s acceptance, in
light of the leadership shown by the Scottish administration (in particular Malcolm
Chisholm) in announcing their own scheme, that the Department of Health should
follow suit.'®1® Lord Reid recognised that this was the “catalyst” for him making the
decision to provide financial support.’®'” The Skipton Fund was not created because
new information came to light, but because the well-known suffering of those infected
by HCV and the moral case this created for financial support was finally recognised by
the government. Even then, it is tolerably clear that Westminster would not have
created the scheme without Scotland’s unilateral action, which created a precedent
for it to follow. However, that principle was not always understood by those
establishing and administering the Scheme. As reflected in a contemporaneous memo
from Mr Gutowski to the then-Permanent Secretary, the rationale for providing

support was seen as follows:

“...the original philosophy of the scheme was to provide ex gratia payments to all
of those who developed chronic hepatitis C as a result of inadvertent infection
from blood or blood products. This would emphasise the fact that payments are
not being made on the grounds of past or current suffering, but on compassionate

grounds because this is the right thing to do.”1618

39. Despite this, Mr Gutowski’s explanation of “compassionate grounds” in oral evidence
was “to allevigte the suffering of these — of survivors”'®'® and had no answer when
that definition was contrasted with his earlier memo.®?° Similarly, Sandra Falconer of
the Scottish Executive Health Department explained in November 2003 that: “The
underlying principle behind the ex gratia payments announced is that they should go

to people who are still alive and suffering”.

1616 The Scottish government’s announcement was itself prompted by the Ross Report (HSOC0020367), which
recommended compensation rather than ex gratia payments.
1617 john Reid, 21 July 2022, p. 26, I. 15.
1618 pHSC5328495
1619 INQY1000214, p38, 1116-17.
1620 bid, p. 39, 1. 8.
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40. Thus, even after the government recognised the moral claim IAP had to financial
support, there was still not a clear and consistently articulated basis for the provision
of that support. The lack of any principled basis on which financial support was being
paid meant that the sums awarded were arbitrary and not calculated by reference to
losses actually sustained. It was inevitable, in these circumstances, that the support
offered would be inadequate and that substantial revisions to the scheme would be
needed. Even when further support was provided via the Caxton Foundation, the
Special Category Mechanism, and the creation of the infected Blood Support Schemes,
this remained inadequate. Without a firm basis for providing support, it was always
likely to be impossible for the Department of Health to resist the reluctance of the
Treasury to pay out substantial sums. Dr Gutowski accepted that the ministerial steer
was that costs should be kept down.®2! Implementing the Ross Report’s
recommendations in full was ruled out on cost grounds,1%?2 especially as there were
at the time very strict funding constraints on the Department of Health as a whole and
it had been clear that no more funding would be forthcoming.123 It is a striking failure
that the government has failed over the decades since these schemes were created
to obtain any expert advice on the appropriate level at which to set payments and

how to structure the schemes.1%2*

41. Had any informed input been sought on the operation of the schemes, it would have
been clear to those establishing the Skipton Fund (and other Trusts and Schemes) that
a reliance upon applicants supplying medical records was unfair and would exclude
eligible applicants. It was well-known that due to the passage of time medical records
may have been destroyed or were likely to be incomplete, and that in any event
important information such as the blood transfusion and the use of blood products
was often not recorded. The insistence upon evidence of the route of infection being

present in medical records created a barrier to many applicants receiving support.

1621 INQY1000214, p42, 114-7.
1622 WITN5292016_0046.
1623 INQY1000214, pp74-75, 122-4.
1624 INQY1000214, pp64-65, 1124-8.
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42. Notwithstanding the shortcomings of the Skipton Fund, which are set out in greater
detail below, in March 2010 officials were still giving ministers a “pretty strong steer”
not to bring forward a review.1%2> The review did eventually take place shortly before
the 2010 general election'®?® in May of that year and resulted in the creation of the

Caxton Foundation.

43. The Caxton Foundation was a registered charity set up in 2011 and funded by the
Department of Health to provide discretionary and means-tested support to those
who had contracted HCV through treatment with blood and blood products. Its
genesis was described by Peter Stevens, then Chairman, in minutes of the first

meeting of its trustees as follows:

“The first stage in the Government response to the HCV side of the tragedy was
the establishment in 2003 of the Skipton Fund ...This did not satisfy the aims and
aspirations of the campaign groups, in consequence of which the Archer Inquiry
was established ... Caxton was a further development aimed at bringing closure to

the entire issue.” 157

44. The Caxton Foundation was empowered to provide means-tested income ‘top-ups’,

one-off grants and other support such as winter payments and benefits advice.
The Infected Blood Support Schemes

45. The transition from the earlier trusts and schemes to the Infected Blood Support
Schemes is perhaps best summarised by Mr Hunt during his evidence to the Inquiry,
when he adopted Sir John Major’s description of the government as being like a
“supertanker”, and accepted CTI's suggestion that “...it took an awfully long time, from
2013/2013...to get to the replacement English Infected Blood Support Scheme,

2017/2018, with very little funding” .1%%® The governmental review was not produced

1625 pHSC0041307_015, INQY1000228, p103, 124.
1626 ARCH0001105.
1627 cAXT0000108_017_0003.
1628 INQY1000235, p114, I16 — 12.
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until January 2016%%2° and the new scheme not approved by the Prime Minister until

6 July the same year.1%3

46. This was not a radical overhaul of the system, aimed at finally resolving the

shortcomings of the trusts and schemes as William Vineall explained:

“...when the new EIBSS scheme was set up in 2017, it effectively inherited most of
the features of the Alliance House organisations ... it was effectively a lift and

Shlft-”1631

47. Mr Vineall also accepted that no full-scale assessment of losses had ever been
undertaken by the Department of Health. He broadly accepted the finding of the All-
Party Parliamentary Group in 2015 that successive governments had failed to carry
out a holistic independent assessment of the support necessary to meet the full needs
of all beneficiaries.'®®? Mr Hancock accepted that it was “very important to have a
proper process around coming to a fair and just way of ensuring that people are

supported” 1533

48. This reflects the ongoing confusion about the nature, role and purpose of the financial
support provided to IAP; even several decades on, after a formal consultation and
review of the trusts and schemes, the government continued to be led by ad hoc
decision-making. The first serious attempt at a principled and needs based

compensatory approach was Sir Robert Francis’ report.

1629 cyHB0000041
1630 WITN3503006.
1631 INQY1000121, ppl111-112, ppl9 —2.
1632 |pid, pp. 123-125, 1I. 8- 9.
1633 |bid, p. 125, Il. 14-16.
335

SUBS0000059_0335



Operation of trusts and schemes

Macfarlane and Eileen Trusts

49. As both the Macfarlane and Eileen Trusts operated as discretionary charities, they had
a wide discretion as to how to allocate their funds. Given the limited funds available
to them, this led to a refusal-minded culture and defensive decision-making.
Christopher Fitzgerald explained in his evidence both to the Archer Inquiry and to this
Inquiry, that the Macfarlane Trust was chronically underfunded.'®** Requests for

1635 and trustees were concerned

additional funding were kicked into the long grass
about being seen as asking “too much” from the government.'®3® There was an
apparent assumption by the Department of Health that applicants should be grateful

for what they received.

50. Underfunding also resulted in long backlogs of applications and staff being unable to
keep up with essential work.'®37 Jude Cohen criticised the Trust as not being well run,
lacking clarity and consistency in the support it offered,®3® which created a “climate
of fear”'®3° amongst registrants. Katie Rendle criticised the Trust as “incredibly
bureaucratic”.1%4° A significant issue was the lack of clear criteria which could be
applied to applications. As Ms Rendle put it, “the only terms | ever heard were
‘charitable need’ and ‘exceptional circumstances’, which just seemed really
inadequate and vague for such important decisions”.'**' Such broad criteria, applied

in an unprincipled fashion, led to insufficient support being provided unfairly.

1634 |1NQY1000101, pp6-7, 1123-5.
1635 INQY1000098, p99, 113-4.
1636 INQY1000100, p59, 115 — 9.
1637 INQY1000108, p14, 114-11.
1638 WITN4565001_0051.
1639 MACF0000019_130.
1640 INQY1000108, p. 149, 1. 20.
1641 INQY1000108, p152, 1117-20.
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51. Ms Rendle produced a survey for registrants!®*? which reflected very poor service,
with many expressing significant concerns that they were not being listened to and
were not being properly consulted. Those findings are unsurprising in light of the
attitudes which permeated senior members of the Trusts. Peter Stevens characterised
applicants as a “fot of moaners”,*%*3 “thick” ,*** and Gordon Clarke referred to them
as the “great unwashed” 164> Despite Mr Stevens’ apparent view of the registrants, he

continued to be heavily involved with the subsequent trusts and schemes until 2013.

52. The Macfarlane Trust can fairly be criticised for reluctance to make payments to
eligible applicants. The Trust did not disclose their maximum grant guidelines, on the
basis that they were worried that applicants would use them as a “shopping list”164®

to obtain higher payments. Administrators were therefore required to lie to applicants

if they asked for the office guidelines.®*” The effect was to discourage registrants to
apply for support to which they were entitled. That is incompatible with fundamental

principles of fairness and transparency. It is unsurprising that there was a deep sense

of mistrust between registrants and the Trust.

53. The Eileen Trust was set up in the image of the Macfarlane Trust and thus mirrored
many of its flaws. However, as it had far fewer registrants than the Macfarlane Trust
it was able to offer more individualised support and spent greater time assessing their
particular needs.'®*® |t was also substantially less burdened by bureaucracy as a
smaller organisation, which facilitated a better relationship between registrants and

the Trust,164°

1642 WITN3372004.
1643 WITN2368016_0002.
1644 \WITN2368016_0005.
1645 CGRA0001055.
1646 INQY1000098, pp156-158, 119-9.
1647 INQY1000108, p50, 17.
1648 ARCH0002992_002; INQY1000107, p68, 111-21.
1649 INQY1000107, p69, 1i1-10.
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Skipton Fund

54. As seen above, the Skipton Fund was expressly set up on an ex gratia basis, with the
decision said to be based on “compassionate grounds”.1>° That limited basis led to

substantial shortcomings in the support it provided, in particular:

a. It perpetuated the non-compensation approach seen in the Macfarlane and
Eileen trusts, which meant that applicants received sums far below what they

needed and / or had lost as a result of their illness;
b. Dependents and affected individuals were excluded;
c. The scheme lacked any discretionary payment mechanism;

d. Stage 2 payments were only available for those who could show they had
developed cirrhosis of the liver.1®>! This was a very high threshold which excluded
a wide range of acute and debilitating iliness, and led to high levels of applications
being rejected!®>? given the difficulty of proving cirrhosis without undergoing a
liver biopsy, which was highly invasive and carried a risk of haemorrhage for

haemophiliacs;1653

e. Neither stage of payment adequately reflected the functional impacts on a

person’s ability to carry out daily activities; and
f. There was initially no appeals process.

55. As with other trusts and schemes, one of the principal shortcomings of the Skipton
Fund was the requirement to prove the route of infection. The passage of time since
original infection, the absence of and / or barriers to obtaining medical records, and

poor-quality record keeping all meant that infected individuals faced often

1650 NHBT0015207_002.

1651 professor Thomas explained that cirrhosis was chosen as an ‘objective’ measure of harm, rather than
assessing “subjective symptoms of illness”: Professor Thomas, INQY1000112, p7 121; SCGV0000265_004_0001.
This approach was not liable to identify applicants experiencing the greatest suffering but instead excluded a
large number of applicants experiencing serious pain and suffering.

1652 5KIPO000031_100.
1633 professor Keel, INQY1000234, pp82-83, 1120-5.
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insuperable difficulties in discharging the burden of proof placed on them.'®%* In the
absence of records confirming a potential route of infection, applications were
destined to fail.?®%> This is particularly regrettable given the identical issues seen in
previous Trusts and the government’s plan when establishing the scheme to give
applicants “the benefit of the doubt (e.g. because of lost/destroyed medical records

etc)”. 1956 |n practice, this was not done.

56. For the first time, the Skipton fund included a ‘cut off’ date for eligihility, preventing
applicants who had been infected after September 1991 from receiving financial
assistance. This led to the arbitrary outcome whereby otherwise eligible people who
had been infected through contaminated blood or blood products, were unable to
access necessary support. No such restriction was imposed in relation to HIV. In oral
Evidence Mr Gutowski was unable to identify any basis in evidence for such a

restriction.18%7

57. Unlike the Eileen Trust, the Skipton Fund did not offer any assistance with locating
medical records. Mr Fish could not recall any examples of the Skipton Fund approving
an application in the absence of medical records confirming a transfusion {leaving to
one side cases of bleeding disorders).'®>® There were widespread shortcomings in
record-keeping, including frequent failures to record the fact of blood transfusions. It
was not reasonable, in those circumstances, for the Skipton Fund to place such heavy
emphasis on documentary evidence of transfusion.'®>® A person’s oral evidence was
plainly evidence capable of supporting a payment but the Skipton Fund refused to
accept this. Further, it was unreasonable for the Fund to expect applicants, many of

whom were living in poverty and were chronically unwell, to bear the costs {both

1654 For more details of the shortcoming in record keeping, see EXPG0O000047- EXPGO000047.
1655 see, e.g., DHSC0004501_045.

1656 DHSCO004421.

1657 INQY1000214, pp. 80-83, II. 25 — 11.

1658 Nicholas Fish, INQY1000111, p96, 111-10.

1639 we acknowledge that, from 2012, the Fund would seek the views of Professor Thomas where records did
not mention transfusion. Prior to this appointment, applications were rejected due to the Fund’s failure to either
accept applicant’s evidence or seek medical advice (see WITN4466002_0015). Further, Professor Thomas was a
hepatologist and the Fund never sought input from clinicians with a wider range of expertise.
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monetary and in terms of time, stress and effort) of obtaining their records. Mr Fish
confirmed that the Fund would not pay the costs of accessing medical records, going
no further than telling GPs and hospitals that they should not charge applicants.16¢°
This reflects a double failure on the part of the NHS; both infecting patients and then

losing or destroying their records, thereby preventing payment.

58. Similarly, where there was another potential route of infection, applications would be
unsuccessful.’®®! Any evidence of drug use would lead to the application being
automatically declined, even where an applicant had credible evidence of having
received a blood transfusion.'®®? The Skipton Fund in several cases did not distinguish
between intravenous and non-intravenous drug use, which can properly be
characterised as irrational. The Skipton Fund relied upon the 2007 report from Dr
Ramsay of the Health Protection Agency.'®®® That report did not support the
automatic rejection of applications in cases of intravenous drug use and concluded
that the risk of acquiring HCV through short-term use was poorly documented, but on
the existing data appeared to be a higher risk compared to a single transfusion of
unscreened blood. This single piece of qualified advice, prepared against a limited
background of evidence, did not justify the Fund’s blanket policy of rejecting

applications where there was any evidence of drug use.

59. The evidence received regarding the Skipton Fund paints a picture of it being more
interested in protecting public money than ensuring that everyone entitled received
a payment. In practice, the Fund narrowed its eligibility criteria to those who could
provide medical evidence demonstrating a likely route of infection and who had no
history of drug use. This incorrectly excluded many registrants who should have been

eligible for support.

1660 |bid, p. 95, II. 10-21.
1661 ARCHO002318_0003, § 8.1.
1662 David Mutimer explained (WITN3989001, §49) that the Fund’s view was that the “overwhelming
probability” in such cases was that injecting drug use was the source of HCV.
1663 5K1PO000031_217.
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60. The staged payments were inadequate, as set out by the Archer Inquiry. Following the
Archer Inquiry, the Stage 2 payment was doubled and the Fund introduced annual
payments for all Stage 2 recipients. This did not resolve the problems with the scheme

which still failed to meet the needs of its registrants.
Caxton Foundation

61. The Caxton Foundation remedied one of the principal shortcomings of the Skipton
Fund, by providing discretionary payments to infected people and to their bereaved
family members and dependents. However, the Foundation was not given enough
money to remedy the significant shortfall in the financial assistance available. Paul
Goggins MP described in Parliament how, even after the creation of the Caxton

Foundation, that “recipients feel as though they must beg even for essentials” .16

62. The Caxton Foundation had no user trustees. Peter Stevens explained that this was
due to “mixed experiences” at the Macfarlane Trust'®®> and accepted that it was
probably inappropriate to refuse even to consider user trustees.'®® Conversely, the
Foundation did not appear to question the potential conflict of interest arising in the

appointment of trustees who had worked in the NHS and Department of Health.

63. The Caxton Foundation in practice only allowed appeals for those who could adduce
new evidence, excluding any challenge on the grounds that the first decision was
wrong. While Mr Stevens asserted that applicants could write to the Chairman to
challenge a decision, he accepted that they would not know that this was possible and

could not recall any examples of it happening.16¢”

64. Very few Skipton Fund recipients were made aware of the Caxton Foundation’s

existence, and therefore did not ever benefit from the discretionary payments

1664 Hansard, vol. 569, 29/10/2013, col. 200WH.
1665 INQY1000099, p129, 1117 — 20.
1666 INQY1000099, p137, 115.
1667 INQY1000099, pp139-140, 1112-4.
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available to them.%8 This information about the Foundation and how to apply could
readily have been disseminated to eligible registrants but was not. Such a failure is
inexcusable and was repeated, albeit for apparently different reasons, when the

Infected Blood Support Schemes were created.
Infected Blood Support Schemes

65. The creation of the Infected Blood Support Schemes introduced the welcome change
of unifying the various pre-existing schemes under one body. The regional variation in
the Support Schemes led to some registrants being treated less sympathetically and
generously than others. In particular, the English scheme’s Special Category
Mechanism was based upon clinical assessment rather than the self-assessment used
in Wales and Scotland. The Welsh and Scottish Schemes applied a benefit of the doubt
principle.’®%® The English Scheme also imposed a higher evidential threshold for
bereavement payments, forcing bereaved applicants to engage in long battles for
support.17° The psychological impact of this difference in treatment is articulately set
out by Dr Coffey to the Welsh Government, explaining that “the inequality provokes
reactivation and reliving of past traumatic experiences and can be perceived as

confirmation that fairness is not required due to the ‘second-class citizen’ status” 167

66. The Support Schemes also perpetuated many of the issues seen in previous schemes,
including humiliating experiences of being required to prove status, rejections due to

lack of records,672

and insufficient levels of support.1®”3 Some of our CPs who, despite
being supported under earlier schemes, were not informed about the new Support

Schemes and therefore lost out on financial payments.1674 Despite the Department of

1668 CAXT0000035_078 notes a 57% increase in beneficiaries in 2015, possibly attributable to the attention
raised by the APPG on Haemophilia and Contaminated Blood’s contemporaneous inquiry, which raised
awareness of the Foundation.

1669 \1BS0000002; INQY1000208, p142, 119-17.
1670 INQY1000121, pp71-73, 1110 — 10; INQY1000118, pp18 — 21, 1110 — 18.
1671 WITN4506014.
1672 WITN2055001 [ANON]; WITN1862001.
1673 WITN1878001.
1674 WITNO065001.
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Health and Social Care and NHS Business Services Authority both arguing for
automatic data sharing, as explained by Brendan Brown, “[t]he AHOs implemented a
policy of only sharing data by explicit consent following their own legal advice in this
regard” .1%7> As a result, the employees of EIBSS did not know who had benefitted
under previous schemes, stymying their work from the outset.'®’® This was not the
first time those eligible had not been informed of assistance available to them, as

noted above in relation to the Caxton Foundation.
Future trusts and schemes

67. The submissions above clearly demonstrate that previous trusts and schemes were
fundamentally flawed. This is largely due to their being set up on an ex-gratia,
concessionary basis rather than in recognition of wrongdoing and moral responsibility
on the part of the state. Any future scheme must be compensatory, not ex gratia, and
must aim to place IAP, insofar as possible, in the same financial position as they would
have been but for the supply of infected blood or blood products. The principle of
compensation must be buttressed by recognition of how damaging the government’s

actions in establishing and operating trusts and schemes to date has been.

68. The ad hoc, piecemeal and limited support which has been provided under the Trusts
and Schemes should not be set off against future payments, per Sir Robert’s

recommendation 15, for three principal reasons:
a. This would conflate ex gratia payments with compensation;
b. Such an accounting exercise would be time- and cost-intensive; and

c. Starting afresh would reflect the extreme failures in providing financial support to

date.

69. Any new scheme must be accessible, generous, proactive and independent of

government.

1675 WITN4496001, §25.
1676 INQY1000121, p14, 115-8.
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70. We suggest that the new scheme use the following definition of compensation, which

should inform its approach:

“Victims of the infected blood tragedy, both those infected and affected, are
entitled to financial compensation for (i) the injury, pain, and suffering they
experienced, (ii) the emotional and psychological harm sustained, (iii) their
financial losses, and (iv) the moral harm they have sustained both as a result of
the original infections and their treatment in clinical settings and elsewhere for

decades thereafter.”

Sir Robert Francis’ recommendations

71. There is much to be welcomed in Sir Robert’'s compensation study and his
recommendations. We have no objection to his recommendations being treated as a
starting point by the Inquiry, subject to the specific points made below. At the end of
the chapter, we provide our views on the framework for compensation and
appropriate form for the awarding body, in light of Sir Robert’s report and the

evidence heard by the Inquiry.
The moral case for compensation

72. Sir Robert’s first recommendation correctly frames the question of providing financial

support within the context of a strong moral obligation to do so. He explained:

“...one of the special features of this case is that whatever it can be said about
fault or no fault, the injuries that have been inflicted on people, firstly have been
inflicted on them by the state, putting it bluntly. The state-delivered Health Service
has done this to people. It seemed to me, and without wishing to pre-judge this
Inquiry, that much of what happened, and it is not for me to make the judgment,
was in retrospect avoidable. In other words, if we look back on things from now it

could be avoided for many if not all cases.
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And while we do not have a law in this country which promotes legal liability on
that basis, it seems to me that where there is such a widespread disaster as this,
there can be a strong moral obligation on the state which inflicted harm on people
when the state was in effect trying to do the very opposite to put that right. And
when people have suffered, as people have here, their entire lives, which is another
exceptional feature of this case, then putting that right is not just a matter of an
apology, sympathy and, one would hope, perhaps that's not always happened
either, proper material support in relation to medical help and so on, that it can
only be put right by -- insofar as anything can be -- by money, and that is a measure
of the gravity with which the public, represented by the government, see this

particular issue.” %77

73. We strongly endorse that analysis. Any future scheme must be rooted in an

acknowledgement of wrongdoing and informed by principles of compensation.
Inclusion of HBV

74. As set out in our addendum submissions on interim payments, the Inquiry has already
received a substantial amount of evidence from those infected with HBV as a result of
receiving NHS blood or blood products. There is no justification for excluding those
infected persons, and those affected, from support payments or any future

compensation (whether interim or full payments), for the following reasons:

a. Those infected with HBV have been infected through an identical route of
transmission. They have also received blood or blood products without being
adequately informed of the risks and choices available to them. As a result, they
have suffered materially similar ill health and physical and cognitive effects. They
have also suffered similar financial and other psychosocial hardship, such as
stigma, social isolation, and an ongoing lack of trust in the governmental and

health service structures that they rely on for support, care and treatment.

1677 INQY1000224, pp50 — 51, 112 — 12.
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b. To the extent that the exclusion of those with HBV is based on the introduction of
routine screening, there is no equivalent provision in the existing schemes for HIV
payments. The inclusion of those with HBV would be consistent with the recent
amendments to the support schemes to encourage parity between different
categories of IAPs {the most appropriate analogy is the Special Category

Mechanism for those infected with HCV).

c. Moreover, the historic reasons why it was thought reasonable not to exclude any
person infected with HIV after the introduction of routine screening apply equally
to HBV. They were explored in the evidence of Dr Rejman.1®’® One of the reasons
it was decided that there should not be a cut-off date was because the screening
technology was fallible — some infections were not detected by the tests,
including where a donor was in the “window period” between being exposed and
the virus becoming detectable in their blood. It goes without saying that the
screening technology and/or other screening methods employed by the blood
services to detect HBV were fallible (particularly in the absence of anti-HBc
screening), hence the significant number of persons infected notwithstanding.
This was confirmed to the Inquiry by many regional transfusion directors (and

others in positions of authority in the blood services), for example:
i. Professor Dame Marcela Contreras;167°
ii. Professor John Barbara;6%°

iii.  Dr Brian McClelland;®8!

iv. Dr Morris McClelland;582

v. DrFrank Boulton;5%

1678 INQY1000204, pp205-206.
1679 |NQY1000165 pp54-56; INQY1000166, p77, I112-17; pp118-122.
1680 |NQY1000176; pp101-102, particularly p102, 119-10.
1681 |NQY1000177, p103, 1113-25; INQY1000178 pp81-85, particularly p85, 1117-23.
1682 INQY1000179, p48, 111-11; p85, l11-14.
1683 INQY1000181, pp49-51, particularly p51, 1111-19.
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vi. DrHuw Lloyd.16%

75. Sir Robert took a “very generalised view of the impact of HBV”1%8> and excluded it from
his framework for compensation broadly because of his impression based on the
information available to him was that generally its effects were mild. 158%Although he
did suggest that this conclusion be reviewed by the Inquiry in light of the evidence it
has heard.’®® This Inquiry has had the opportunity to hear in much greater detail
from those infected with HBV and is better placed to recommend that they receive
compensation. Sir Robert makes an exception for those who develop a chronic
infection with serious symptoms who require treatment to prevent cirrhosis, or who
have actually contracted cirrhosis.’®®® While we naturally submit that this latter
category should be included in any compensation scheme, we consider it is unduly
narrow. HBV has serious physical and psychological / psychosocial impacts, as
recognised by Professor Thomas, who said that HBV should have been “much more to

the fore in these schemes” .19%°

76. The expert evidence before the Inquiry also justifies inclusion of HBV, as it recognises
that the disease, like HCV, varies in severity and poses a risk of “progressive scarring
of the liver (fibrosis, leading to cirrhosis) and an increased risk of liver cancer
(hepatocellular carcinoma, HCC)”.*%%° Up to 5% of sufferers develop chronic HBV and
1% develop a potentially fatal illness.’®! There is no cure,'®®? and it poses risks of both

sexual transmission and to fertility.'®%3

1684 |NQY1000183, pl163-164, particularly p164, [111-22.
1685 RLITO001129_0062, §4.83.
1686 |pid, §4.84.
1687 |bid, §4.86.
1688 |pid, §4.85.
1689 INQY1000112, p97, 114-5.
1690 EXPGOO00001_0003.
1691 EXPGO0O00001_00064.
1692 EXPGO0O00001_00065.
1693 EXPGO000001_00066; EXPGOO00001_00073.
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77. In circumstances in which Sir Robert is recommending that “natural clearers” of HCV
are included in his proposed scheme,®®* the exclusion of those with HBV has become

untenable and a distinction without a difference.
Cut-off date

78. The Inquiry is invited to recommend that any scheme does not contain a cut-off date
for eligibility. Sir Robert did not seek to advance any cut-off date in oral evidence, nor
did he articulate any positive case for imposing one. Looking back, Richard Gutowski
was equally unable to identify any rational reason for imposing a cut-off date for HCV
when none was imposed for HIV. No start date has been identified for either HIV or
HCV. No cut-off date has been imposed to date in relation to financial assistance for
HIV. Conversely, an artificial and inaccurate date (1 September 1991) has been
selected after which IAP by HCV from NHS blood and blood products are excluded

from support.

79. The arguments set out above in relation to the moral case to include HBV apply with
equal force to those infected with HCV. If, as we submit it should, this Inquiry accepts
a moral case for compensation then there is no reason to exclude those infected after

1 September 1991.

80. The Inquiry has heard evidence, including from hepatitis experts, that the early
generation hepatitis screening tests were fallible, although improved throughout the
1990s, meaning that there was a highly significant statistical probability that some
infections would “slip through the net” of screening procedures. 19> Indeed, the last
infection with HCV from NHS blood recorded by SHOT was in 1997. Further this Inquiry

has heard evidence that although new donations were tested from 1 September 1991,

1694 INQY1000224, p94, 1110-25.

1695 See Hepatitis Expert Report, EXPGO000001, p21: “This led to the development of more sensitive and specific
second-generation EIAs (EIAs 2.0) that incorporated additional synthetic or recombinant antigens from the
putative core and non-structural regions of the virus (NS3 and NS4); these assays were approved for use by the
Food and Drug Administration (FDA) in 1992. These second-generation assays reduced the mean window of
seroconversion (time taken from infection to detection of antibody) from 16 weeks to 10 weeks. The sensitivities
of second-generation (ElAs 2.0) in a high-prevalence population are approximately 95% (based on HCV RNA
detection by PCR).” Also reflected in WITN3101006, §§201-202.
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retrospective testing of donations collected prior to that date were not carried out.
169 professor Dame Contreras confirmed that hospitals held stocks of platelets, red
cells, cryoprecipitate and fresh frozen plasma and as a result untested components

may have remained in the systems after 1 September 199116%7

81. While this evidence supports removal of the cut-off date, it would be wrong to infer
that compensation should only be paid where infection was avoidable as this returns
to legal questions of negligence which do not properly capture the moral harm which
IAP have experienced. As Sir Robert expressed it, “a lot of the decisions that seem to
have been taken about support seemed to have been around a wish to avoid accepting
a legal liability when actually what needed to be looked at was the moral case for

looking after people” 1698
The long-term future of the scheme

82. Sir Robert rightly accepted that there should be a formal undertaking from the UK
Government that financial payments will continue for life, which he described as a
“guarantee” 1%%° Our CPs want the financial support provided to be available for life,
in the same way that periodical payments in tort claims are guaranteed for life. Any
new scheme must not be given a capped sum or financial limits, rather it must meet
the needs of all eligible applicants as discussed below. The scheme must not be time-
limited or dependent on ad hoc increments in funding and must take account of the
very real possibility of new applicants. This is the only way to avoid difficulties seen
with, e.g. the MacFarlane Trust, whereby assessors are more concerned about

preserving funds than meeting applicant need. This is addressed further below.

83. The previous schemes sometimes created feelings of division and conflict of interest
amongst potential applicants. This was due to the limited sums available, which meant

the granting of financial support to one applicant could result in another applicant

1696 INQY0000308 § 175 & NHBT0000073_063
1697 INQY1000166.
1698 INQY1000224, p52, II5 - 9.
1699 INQY1000225, pé5, I5.
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84.

85.

86.

receiving less. It is essential that the entire community of IAP are able to receive full
compensation as an acknowledgement of the harm caused and to put them back, as

far as possible, into the position they would have been had they not been infected.
Back payments

Many potentially eligible individuals were wrongly refused by the trusts and schemes,
resulting in feelings of extreme distress, anger, and disappointment. We invite the
Inquiry to recommend that all those who were wrongly refused receive back
payments to reflect the sums they would have been eligible for under former
schemes. As earlier payments are not to be offset against future compensation, this
will not put this category of applicants in a better position than those who were

granted support.

From 2 October 2017 an individual infected with HCV who was disabled under the
primary tests contained in the Equality Act 2010 was able to receive the same annual
payments from the English Infected Blood Support Scheme as an individual infected
with HIV. However, prior to this date individuals infected with HCV received
considerably less from the trusts and schemes than those infected with HIV. This was,
we submit, discrimination under the Disability Discrimination Act 1995 and
subsequently the Equality Act 2010. We invite the Inquiry to recommend that all those
infected with HCV and were registered with the schemes receive back payments to
compensate them for the loss they suffered as a result of this discriminatory policy.
This point is the subject of a court action to which the majority of our eligible CPs are

Claimants. This case is stayed pending the outcome of the Inquiry.

As referred to above, we represent CPs who despite receiving support from the early
trusts and schemes were not aware of the Infected Blood Support Schemes at their
inception. Many found out years later that they were eligible for regular payments
and had missed out on significant sums due to their not being informed of this earlier.
We are concerned that other IAP, perhaps those who have engaged less with this
Inquiry, may still not be aware of the support available. We invite the Inquiry to

recommend that all eligible individuals are entitled to back payments equal to the
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financial support they would have received had there been adequate publicity of the

new schemes when they were established.
Bereavement awards

87. Bereavement awards should be extended beyond those to have a surviving partner to
benefit the estate of those who lack any surviving partner. We propose that
bereavement awards should be set in line with the statutory level, currently

£15,120.170
‘Natural clearers’

88. We endorse Sir Robert’s proposal that those who cleared HCV or have an
undetectable viral load should receive a substantial award.7°! We would suggest that
the degree of pain, suffering and loss of amenity experienced should determine the
award, rather than providing a single lump sum. We also endorse Sir Robert’s

agreement that funding should cover private precautionary six-month liver scans.
Indirectly affected

89. We welcome the broadening of categories of eligible indirectly affected individuals set
out in Recommendation 5 and invite the Inquiry to confirm that this category will
include affected individuals where the relevant infected individual is alive. We would

wish to add that:

a. We invite the Inquiry to treat recommendation 5(b) as referred to ‘children’
broadly, rather than ‘minor children’. Sir Robert does not suggest at §6.20 that he
proposes to restrict this category to minor children and we would strongly
deprecate such a move, as very few infected individuals have minor children
today. We agree with Sir Brian’s comments in his interim recommendation that

“no one can doubt that a parent who lost a child, or children, or a child who lost a

1700 pyrsuant to the Fatal Accidents Act 1976 section 1A as amended by Civil Partnerships Act 2004 section 83(7)
and Fatal Accidents Act 1976 (Remedial) Order 2020 SI 1023.
1701 INQY1000225, p133-134, 1113-13.
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parent, or parents, and has lived many years without acknowledgement of that
loss should be recognised as among those for whom a moral case for recompense

is compelling”;

b. In relation to §6.21 of Sir Robert’s report {‘parents of infected children’), we
consider that there is likely to be a small group of parents who were still living
with their adult children when the latter were infected. Adult children may still
turn to their parents for care and support and, in these circumstances, there is no
reason to exclude parents from support. We consider that recommendation 5(f)
is too narrow to encompass these individuals and suggest an alternative be
included in recommendation 5({c), namely: “parents of eligible infected persons (i)
whose eligibility started in childhood, (ii) at a time when they were still living with
their parents, or (iii) who returned to live with their parents after infection for care

and support”;

c. We propose that affected applicants should be able to apply for a financial loss
award. Affected individuals have sustained heavy losses, both loss of income due
to caring responsibilities and in light of out-of-pocket expenses incurred in the
course of looking after an infected person. We endorse the comments of Counsel
to the Inquiry, who highlighted to Sir Robert that in many cases “there may have
been in reality no alternative for those family members in terms of care” due to

the stigma related to HIV in particular;*7%?

d. We invite the Inquiry to reject the suggestion for the residual category of
recommendation 5(f) that such individuals must have suffered a mental or
physical injury as a result of their relationship with an infected person. This
narrow eligibility criterion is liable to exclude almost all individuals who could fall
within this category, as they would require specialised medical assessments of
their health to establish causation. This would be a return to the days of schemes

placing an unmanageable onus on applicants which they could not discharge. No

1702 INQY1000225, p29, 111-9.
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other category under recommendation 5 required medical evidence to be
adduced. We suggest that 5(f) be replaced with “members of the family, or friends
of an eligible infected person, whose relationship with them was so close that it

can properly be compared to the other relationships in this category”;

e. We also suggest that all registrants who are eligible under recommendation 5

should be entitled to the full range of financial support; and

f.  Partners whose relationship broke down less than one year after infection should
be included. Such bright-line exclusions are unhelpful and liable to exclude those

with strong moral claims.
Passporting of lump sum recipients

90. Itis not clear in Sir Robert’s Recommendation three whether those eligible for lump
sum payments under current support schemes should be passported into the new
scheme. We understand that to be the intention of Sir Robert’s recommendation, and

would certainly agree that this would be a sensible approach.
Close and multiple partners

91. Sir Robert suggests that persons who cohabited with an eligible infected person as
close partners for a continuous period of at least one year after the onset of the
infection should be included in the scheme. We endorse that suggestion and suggest

that it should be clarified that this can extend to multiple partners.

Recommendation 1: Structure of a Future Compensation Scheme
a. HBV should be included;
b. There should be no cut-off date for infections;
c. It should have open-ended funding and provide life-long financial support on the basis
of need (unless applicants choose to receive ‘lump sum’ payments);
d. Back payments should be paid to those wrongly refused by previous schemes; those

who suffered loss as a result of the support schemes’ discriminatory policies; and
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those who missed out on regular payments as a result of poor publication of the

schemes when they were established;

e. Bereavement awards should be paid to the estates of those who have died and should
be set at the statutory level;

f. Compensation should include parents of eligible infected persons (i) whose eligibility
started in childhood, (ii) at a time when they were still living with their parents, or (iii)
who returned to live with their parents after infection for care and support;

g. Affected individuals should be able to apply for a financial loss award;

h. Compensation should include members of the family, or friends of an eligible infected
person, whose relationship with them was so close that it can properly be compared
to the other relationships in this category;

i. Partners whose relationship broke down less than one year after infection should be
included.

Level of compensation
92. We invite the Inquiry to recommend that a new scheme be created which is informed

by the principles of compensation referred to above. This scheme should:

a. Start from the position that those infected and the bereaved partners not
currently eligible for those schemes who become eligible under any scheme

proposed by the Inquiry also are paid the £100,000;

b. The estates of those infected where there is no bereaved partner are also paid

the £100,000;

c. ldentify ‘tariffs’ setting out appropriate brackets for damages covering the awards

set out in Sir Robert’s Recommendation 8;

d. Additionally, allow for an individualised assessment of past and future special

damages, covering financial losses and caring costs; and

e. Ensure that any award made under (c) or (d) above can be challenged on appeal.
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93. As to the level of tariffs, we note Sir Robert’s suggestion at §9.26 that categories of
‘mild’, ‘moderate’ and ‘severe’ be used. While a tariff-based model is not
objectionable per se, it must reflect the actual impact of harm. Any tariff system must
reflect the holistic functional impacts of infection on an individual’s ability to carry out
daily activities, rather than artificially limiting damages because a certain clinical
threshold is not met. It must allow for the analysis of the physical, mental, and
emotional health of the individual. This is particularly important in the case of HCV,
which must be understood as a multi-system condition, and not assessed by e.g. the
degree of liver damage alone. Similarly, there should be no lower award simply

because a person is e.g. mono-infected rather than co-infected.

94. We endorse the suggested categories for awards set out in recommendation 8, in
particular Sir Robert’s recommendation that financial awards go beyond the
categories currently recognised by the common law. Sir Robert’s oral evidence about
the nature of the autonomy award was a little unclear, and we would wish to
emphasise that a very substantial number of our CPs were deprived of the opportunity
to give informed consent, in particular to blood transfusions. Sir Robert suggested a

range of awards for loss of autonomy!’®?

and at times appeared to blur the line
between the social impact award and the autonomy award. We would encourage the
Inquiry to identify a clear boundary line between these two awards, to avoid the risk

of their being conflated and recipients being awarded lower sums overall.

95. IAP have experienced multiple forms of moral harm. This includes additional injuries
suffered as part of their treatment, such as the systemic failure to obtain informed
consent and missed, late and non-diagnosis. It also extends to the severe
maladministration and delay in creating and improving the trusts and schemes,
discussed above, and the enormously belated recognition by the UK government of
its failures. In these circumstances, we consider that there is a strong case for an

award which would normally fall within the category of aggravated or exceptional

1703 INQY1000224, pp135-138, 1123-5.
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96.

97.

98.

99.

damages. We suggest that a fixed token sum should be awarded to all IAP to represent

these harms, the level of the sum to be decided following consultation with IAP.

We strongly resist the suggestion at §9.48 that social impact awards should be limited
by the severity of the disease. We recognise that, in many cases, there will be a more
severe social impact for those who have experienced a more severe infection, but
equally there are cases of severe social impact and stigma even where the disease is
comparatively mild. Sir Robert’s suggestion of applying the ‘mild/moderate/severe’

criteria to the social impact award risks conflating this category with the impact award

and it should be resisted.

Where annual payments are currently being made under the existing support
schemes, these should be continued at the same level or higher, including by merging
them with a new scheme. The guarantee of continued financial payments for life is
essential for our clients. However, this should not prevent applicants opting for a

lump-payment in addition to or instead of annual payments.

Many IAP are now in later life and tragically some are facing very serious, life-limiting
diseases. We consider that any compensation scheme must be set up in the
expectation that significant interim and upfront payments will be made, especially in
cases where applicants have more urgent needs. The awarding body should be able

to expedite cases where appropriate.

Sir Robert recommends that the awards be final. That is a laudable aim, and we agree
that awards should be made to reflect the applicant’s current prognosis. There must
also be no possibility of ‘clawback’ or deduction from payments once agreed.
However, we would invite the Inquiry to recommend the following modifi