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INFECTED BLOOD INQUIRY

WRITTEN STATEMENT OF DR ANDREW GORINGE, ON BEHALF OF CARDIFF
& VALE UNIVERSITY HEALTH BOARD

| provide this statement in response to a request under Rule 9 of the Inquiry Rules

2006 dated 16 December 2021.

I, Dr Andrew Goringe MBCh, will say as follows: -

Section 1: Introduction

1. Please set out your name, address, date of birth and professional

qualifications.

1. My name is Dr Andrew Goringe.

2. My professional address is Haematology Department, University Hospital of

Wales, Heath Park, Cardiff.
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4, My professional qualifications arg:
University of Wales College of Medicine
Degraes: - Bachelor of Medicing, Bachelor of Burgery - 1880
Postgraduste Diplomas
Membership of the Royal College of Physiclans {ULK) June 1883
Mambership of the Royal College of Pathologists October 1988

COST awarded Al 2000

2. Ploase set out your current role at Carditf and Vale University Health Board

and your responsibilities within that rofe.

8 1 am currently employed by Cardiff and Vale University Health Board as a
Consultant Haematologist having been appointed to the role in November 2001, 1

am the Clinical Lead for the Hasmatology Laboratory including Transfusion.
3. Please explain how you came (o be appointed fo the role,

8. | was a Specialist Registrar in Haematology ~ South Wales programme betwesn

1094-2000, with Looum Consultant posts in Cardiff during 2000-2001.

7. Having an interest in laboratory diagnostics and clinical hasmatology, 1 took the
opportunity within the health board to apply for my current position o progress

and take on clinical responsibilities in 2001,

4. Please set out your employment history including the various roles and
responsibilities that you have held throughout your career, as well as the

tales.
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8. As a junior doctor 1890 — 1993 | completed my House Jobs in medicine and

surgery in Cardiff and Swansea, undertook a 2-year medical rolalion between

Cardiff and Merthyr Tydfit and a 8-month job o intensive care based in Cardiff.

g 1 would ke to make it known to the Inquiry that in preparation for this Rule 8
rasponse | have heen unable to access any written {(paper or electronic) evidence
prior to 2003, although at this time the Hospital Transfusion Committee (HTC)
appears esiablished and active, My evidence therefore reflects the position in

2003-2008. 1 am unable 1o comment before this period.

5, The inquiry understands that the establishment of HTCs was being
recommended as oarly as 1983, according to the proposal of Dr F. A. Ala
[NMHBTO016083_D03]. Please provide details of the following:

When the HTCs at the Hospitals were established;
Who established the HTCs and who the first Thair was;
Why the HTCs were established;

What the initial aims of the HTCs were when they were

B oh o8

established;
e. Before the extablishment of the HTCs, how the Hospital monitored

transfusion practice.

1051 am unahle to answer dus to lack of evidencs from which 1o draw upon.

§. Please sxplain the composition of the HTCs af the Hospitals including staff,
positions and sreas of specialty. Please explain if the composition has
changed since the HIUs were established. You may wish fo refer fo

[AHCHODOVO14], specifically the recommended membership.

WITN7083001_0003



11, In 20085 the membership was to include:
¢ Chalrperson
»  Blood Bank Managsr
s Donsultant Haematologist
s Transfusion Practitonsr
e Welsh Blood Service {WEBE) representative
e« Trust Clinicsl Govermnancs representalive
s Repressentation from high blood use clinical directorates

e Senior Murss reprosentation
12. This remains the core expected representation.

7. The inguiry understands that the roles, functions and responsibilities of
HTCs were recommended to include!

a. Awareness of national guidelines for the promotion of good
transfusion practices;

b. Development of local hospital guidelines;

¢. Transfusion policy induction procedure for new steff;

d. Review of nursing procedures for administration of blood
products;

g, Fromotion of new information regarding transfusion matters;
Ensuring patients are adeguately informed of fransfusion matiers,
such as availability of slternative treatmenis;

g. Blood transfusion record keeping and documentation;

h. Review and nofification of post transfusion complications
(including adverse reactions and tansfusion associated
infections);

i Assessment of transfusion practices in light of product usage;
add

j. Consent for blood transfusion.

You may wish to refer to BCUHO000080 for assistance (See BCUHOG00028 for a
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later, non-draft version of this document. Note this version is incomplete).
What rofes, functions and responsibifities did the HTCs carry out from the date

established? Please also include any other functions not mentioned above.

13, The stated functions and responsibiliies of HTC's at points & 1o {copied below)
were similar fo those fisted. The responsibility for consent was held within the
Trust's over-arching consent policy. In addition, the HTC was responsible for
oversight of the cell salvage working group.

a  Awareness of national guidelines for the promotion of good transfusion
prachices;

Development of local hospital guidelines:

Transfusion policy induction procedure for new staff;

Review of nursing procedures for administration of blood products;

Promotion of new information regarding transfusion matters;

e e op oo

Ensuring patients are adequately informed of transfusion matlers, such
a5 availability of alternative treatments;

Blood vansfusion record keeping and documentation,

253

h Review and notification of post transfusion complications {including
adverse reactions and ransfusion associated infections),

i Assessment of ransfusion practices in light of product usage; and

& An brish discussion document on Blood Safety and Self-Sufficiency: An
agends for the Furopean Communily from FH98 JOHSLO00TE2E] notes The
hospital transfusion committee can provide an ongoing assessment of the use
of blood and biood products as well as introducing recommendations in order
fo promote the highest stendards of patient care. The responsibilitivs of these
hospital transfusion committees, where they sxist are uncisar and © whom
they report’. Was this also the position at the Hospitals? Do you think this is a

fair sssessment of the HTCs? Please explain your answer.
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14, A1 Cardiff and Vale University Heaith Board the HTC reporied to the main Trust
governance committes the 'Clinical Standards and Patient Experience Commiliee’
which in tumn, reported 1o the Trust Board, There s svidence of interaction
hetween the MTC and the Clinical Standards and Palient Experignce Commities
andfor the Trust's Medical director {ses exhibits WITNTOE3002 o WITNTOB3008}),
Tharefors, thore s evidence that in 20088 the HTC were aware of their role and

g whom they reportad o

%, In a Penrose Inguiry Submission by NHE Beotland [STHBOUROEEY, page 13,
it fs poded that ‘Hospital wvansfusion commiltess were formed o creale an
interfave botween the laboratory as provider and the clinfcians ss users of
Blood and Blood products, Their suceess was lmited due mainly fo the lack of
clinician input. This problem, to a greater or lesser extend, remains today’. Was
this also the position at the Hospitais? Do you think this is a falr assessment

of the HYCs? Pleass explain your answar,

15, The minutes of HTC and HTC annual report {Exhibit WITNTO83007) suggest that
representation was below that expected, most notably clinical representation from
high use areas. There is evidence of the HTC discussing this with the Trust
Medical director {Exhibit WITNTO83008) and having his support to improve
attendancs, My own experience is that despile this support, regular altendance at

the HTC by dlinical representation from high use araas has remained patchy.

10. The Inguiry understands that I was recommended by certain Regional
Transfusion Centres that HTCs should mest quarterly. Please confirm how

often the MTCs met and if this changed over time. You may wish fo refar o

[NHBTOOT8084_D0OT]

16.1n 2005-8 the HTC met 3 mes per year Currently, the HTC mesels 4 times per

YEAT
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1. The Inguiry understands that there was concern within the medical fleld
about the level of education and training undertaken by those administering
blood and bilood products to patients. This was announced in the Better Blood
Transfer Confersnce of 1998 [DHBECODO4SRE_007], in which Mike Murphy
(Blood Transfusion Consultant from the National Blood Bervics) stated ‘The
survey found that in general there was poor provision of trafning particularly
for medical staff and for portering staff’ . You may also wish fo reler o

[NHBTO010270_003] page 5. Please outline:

a, if the HTCs were aware of this concern;

b, Any discussions the HTCs had as a result of the concermns;

¢, Whether as a resulf of discussion, what, if any, {raining was
implemented, If so, when it was and at what level the training was
implemented, If it was not, why it was not?

g The nature of the training, Tor example, i raining was voluniary or
compulsory, and whether this changed over time; and

e. A brief overview of what the training included,

17 Education was discussed at the HTC (Exhibils WITNT0B3004 o WITN7083006).
The Trust had participated in the National Comparative Audit of Blood Transfusion
- report Sept 2003, The trust had appointed a Transtusion Practifioner 1o mprove
sducation and training and was developing a strategy to fink nurses within clinival
areas o rain and promate best practice. The HTC also noted the requirement that
steff accessing iransfusion fridges be trained. Thers was also acoess o the All
Wales sdearning package. Al this stage, this did notinclude & formal competency

assessment or central donumentation of raining,

18 A6 staff involved in ransfusion practice must now be rained and assessed as per
the All Walss competency assessment and these resulls are centrally recorded on
their Electonic Staff Record. Discussions have been had within the HTC

regarding the status of agency staff and the abiiity to ensure they are trained and
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assessed to the All Wales standards; a resolution 1o this topic has not been

raachad,

12, Piease explain the nature of the relationship between the HTCs and the
various departments in the Hospital that administersd bipod transfusions. Has
this changed over tme? What oversight did the HTCs have over the decisions
madde by the different departments utifising transfusions? How did any such
pversight operate? What was the aim of the HTCs oversight? What were the
challenges that arose in the relationship between the HTCs and the Hospital

depariments?

19. The Hospital Blood Tranglugion Policy 2003 (the Poliny) (see  BExhibit
WITNTORI008) states that the following recommendations are based on the
guidslines published by the British Council for Standards in Hasmatology and the
Royal College of Anassthetists in 20071, The relationship between the HTC and
hospital departments appears o be collaborative with promation of best practice
and support of local audits by provision of transfusion data rather than specific
aversight. Over the subsequent years thers has been a significant reduction in
binod usage in high use areas such as Cardiac Surgery and Obstetrics, Usage
fiqures broken down to dinical directorates were produced in the 2005 and 20086

annual HTE reports.

13. Please describe the nature of the HTUs’ relationship with the Regional
Transfusion Committes fand the relevant prior bodiss including the

Regional Transfusion Centre). In particulas, please eaplain:

a. Who, if anyone, from the HTCs primarily interacted with the
Regional Transfusion Centre, and subseguently the Regional
Transfusion Committes;

b, The topics covered by the inferactions;

o How policy and guidance was cascaded from the Region {0 the

Hospital Transfusion Commitles;
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d. What oversight the Region had over the Hospital Transfusion

Comunities;
s, Whether it was standard practice fo have someone from the

Regional Transfusion Centre sit on the HTCs;
£ The input, if any, that the Region provided to the HTCs in relation
to updating and promoting transfusion practice; and

g. How the relationship changed over time.

You may wish fo refer to [BSHADBOO00ET D28

20. There is evidence of limited attendance at the Cardiff and Vale HTC by a
representative from the Welsh Blood Service (WBS) (Exhibit WITNTRB3003) |
appears that the WBS played an advisory role, updating the HTC on natlonad

issues with no oversight role. In 2005-6 the extent of their input appears limited

compared to the present day.

74. Please describe the HTCs' working relationship with the National Blood
Transfusion Service (“NBTS”), and the relevant prior bodies including the

National Blood Authority. In particular please explain:
a. The input, if any, that the NBTS provided to the HTCs in relation to
updating and promoting lransfusion practice;
b, How the relaBonship changed over Hime: and
o, With particular regard to [NHBTOD00648], was Jf standard praciice

tn have & member of the National Blood Bervice as g member of

the HTCs?
21, Bee angwer 10 question 13,

15 Please describe the refationship between the HTCs and the Hospital
Transfusion Laboratory {“HTL”), with particular regard to what effect this

refationship had on the HTCs  work,
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22.The transfusion laboratory manager attended the HTC and reporfed to the
committee. Topics discussed within the 2008/8 minutes include updates on
analysers (related to capagity), blood wastage figures, cold chain validation issues
{blood transport boxes), the use of satelite fridges, fraceability data and

MHRABSOR compliance.

15, What do vou understand to be the main obstacles faced by the HTCs from
the date established until the sarly 200057 Did these obstacles change over

fine?

2%, One of the main obstacles faced by the HTC in the sarly 2000's appears to be the
relative lack of clinical input a8 previcusly noted. Also, although there were dlear
raporting lines and interaction with the Trust's governance commiltes, the HTC
would have bsen one of many groups interacting with this committes and lacked

any ‘independent’ authority,

and stay

17, Please outline the HTCs' knowledge as io the types of biood and biood
products that were most commonly transfused fo patients during the 1870 o

the 2000s, the circumstances in which they were used, and how this may have

changed over Hma.

24.The Policy specifically only mentions Red Blood Cell (RBQ) transfusion. This
policy was replaced by the Blood and Component Transfusion Policy {Exhibits
VWITNTOB3000 and WITNTOB301D) which included Fresh frozen plasma (FFP),
cryoprecipitate, platelets and Beriplex {for emergency reversal of warfarin) and
there is evidence of participation with the National Comparative Audit for platelet

was 2006,
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18. The Inguiry understands that many hospitals used a Maximum Blood
Schedule or Blood Ordering Bohedule in Elective Surgery. Was such a
schedule used by the Hospital? if so, please explain:
8. When these were infroduced;
b. What the purpose of these schedules were and how they
operated; and
¢. Whether the type of blood component and/or the suggested unit
amount for each surgical intervention changed over time; if so,

please outline how and why.

Additionally, please provide copies of all available schedules.

25 The Madmum Blood Ordering Schedule (MBOS) (see exhibit WITNT7OB3011 ) was
discussad in the HTC minutes (Exhibits WITN7D83002 and WITN7083004) but
appeared to have difficulty gaining information from the clinical teams. { have
access to an undated/uncontrolied copy fikely from this fime period. The MBOS

jonger uses an slechonic issue that allows blood to be available without

crossmatching {and pre-aflocation),

19, An audit of transfusion practice across the United Kingdom by the Royal
College of Physicians in 1998 [NHBT0042247] noted six controversial areas of
transfusion practics:

a. The naturs and freguencey of pationd observations

b, Who wrote focal polivies

o. The need for two sfgnatures fo confirm asdeguacy of the checking

provadurs
. The uze of wristbands for patient identifivation
o, The need for a doctor fo be present during transfusion

The action to be taken in the event of a transfusion reaction.

How did the HTCs at the Hospitals operate to standardise or enable the above
practices? If the HTCs did not, why not?
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28.The Policy clearly states the requirement for pre, 15 minute and post transfusion
observations and the tust took part in the National Comparative Awlit — Sept
20043,
a, The policy did not require a second check or signature.
b. Wristbands for ransfusion were clearly required.
There was no requiremsnt for a dootor to be present during
transfusion,
4. The policy contains a section on transfusion reactions clearly staling

the actions required which would include access o medical raview,

20. Did the HTCs provide any specific guidance 1o the depsriments within the
Mospital and to ciinicians administering blood transfusions in relation to the
foflowing medival situations:

a. Cbsietrics;

b, Trauma and smergency carg;

o, Surgery;

o, Haematological malignancies;

e Thalassaomia; and

£ Bickle Cell Anagmia.

if s0, please provide defails of these policies and documentation i yvou are

ahble.

27. Specific advice to these areas is not contained within the Policy. There i evidence
of discussion with spacialist arsas within the HTC minutes  (Exhibits

WITNTORAN0S and WITNTO83006) but this is limited.
21, Were the HTCs responsible for dealing with fallure to comply with

transtusion policies and practices? If so, how was this dealt with? If not, how

did the Hospital deal with such faifures?
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28 The MTC would provide support 1o clinical areas but report any faflure 1o comply
with policies and practices o the Trusts Clinical Governance committes who

would act as approprigie in responss 1o such fallures.

22 A repuort by Dr Fiona Regan and Dr Clare Taylor on the Recent Advances of
Blovd Trensfusion Medicine [NHBTORDOESE D01 concerning unngepssary
transfusion states that, Implementing these plans regquires effective feamwork
and a clear understanding of the rationale for reducing unnecessary
transfusion. However there are currently inadeguate resources, in ferms of
funding, personnel and time, to facilitate this.” Please comment on this with

regard to the situation in the Hospitals relating to unnecessary transfusion.

29. The Polivy states that ‘there is increasing evidence that a conservative policy of
perioperative red cell transfusion does not compromise olinical outcome, and
some evidence that it may improve outcome in certain circumsiances’ and stated
the transfusion thresholds as recommended by the Brilish Counsi! for Standards
in Haematology and the Royal College of Anaesthetists in 2001, It would therefore
appear that by 2003 Cardiff and Vale University Health Board were working in

such a way 1o avoid unnecessary transfusion,

23 Pleass consider ‘Better Blood Transfusion’ Health Service Circular
1908888 issued on 11 December by Dr Grabam Winyard, NHE Executive
(NMBTODRITH 002 Plesse oulling:

& Any discussions the HTCs had abouwt the Clrculer in refation to!

i, Dbsteivics;,  freums and BIMSrgency  care]  Burgery
haematological malignancies; thalessasmisa; and sickie cell
anaemfa; and

. ime of red Biood cells, platelets and Fresh Frozen Plasma
{"FEPY)

i Autclogous fransfusion
fv.  Single-unit ransfusion

v,  Fresh-warm blood transfusion
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vi, Knowfedge of risk of transfusion related infections
b Any aclions taken by the Hospital as a result of any of the

dizscussions above or 8% a divect result of the oircular,

A0, HTC minutes for the perind 1888-2004 are unavallable and discussions regarding
the circular ‘Better Blood Transfusion’ Health Bervice Clrowlar 1988/888 are not
available to cormment upon. Although | was present at HTC maetings from Bpring
2002, 1 do not have any recollection of what was discussed In those meetings dus
to the hwenty year passage of Sme ] haven'!t been able lo access pre 2003
records as there arent any within owr systems corporate or transfusion service
repositories for this period. The reason for this is unclear but is most likely dua lo

historie archiving practioes which have rmproved over recent years,

24, At a BTSAG meeting on 17 February 2004 [NHBTOB0838], it was noted in a
discussion about appropriste use of blood thal Feedback from Hospital
Transfusion Commities Chairs is that they have very limited ability to influence
as Chief Executive Officers are not listening to thelr proposals.” To the best of
your knowledge, were there occasions where HTC proposals were not being

actioned? i so, please provide detalls.

31. There is no svidence that specific proposals were not being actioned from the

2005-5 minutes.
Hasmoglobin level

25. A Scottish Working Group on Blood and Blood Products in 1882
[SCEVO000004_007] noted that patients with a haemoglobin count of <10 g/d
would require a blood transfusion. However, in the SHOT annual report 2005
[SHOTO000013] it states that, ‘In general, the published data indicates that in
adults, red cell transfusions will usually be reguired when the haemogiobin
fevel is <6 g/dl, ang will rarely be required when it is >10 g/l Comparative

studies in adults with haemoglobin levels within the range of § - 10 g/di have
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not shown red cell transfusions fo improve oufcome in swrgical and
intensive-care-unit {(ICU) patients”. What did the HTCs understand to be the
fevel at which a patient required transfusion and how did this change over
time? Was guidance provided to clinicians af the time, and updated guidance

pnee the HTCs became aware of any clinical change?

32, The Policy, available to all oliniclans, stated that in "Acute or perioperative blood
ioss where the decision to transfuse is based on the measured hasmoglobin
a. Whan the hasmoglobin is »10g/dl blood transfusion is generally not
indicated
b. When the haemoglobin level s 7-10g/dl blood transfusion may be
indicated, but the decision io fransfuse should not be based on the
measured hasmoglobin alons
¢. When the haemoglobin is  <Vgidl {or Bgidl in patlents with
cardiopulmonary compromise) transfusion of red cells is generally

indicated.

26. The enciosed arlicle ‘Reducing red blood cell transfusion in elective
surgical patients: the role of audit and practice guidelines’ by Mallet of al
published in Ansesthesia [2000] reports on 2 study that foumd that
‘haemoglobin was measured infrequently prior to transfusion and the main
Yrigger’ for fransfusion was an  esfimated blood lfoss of 5300 mbP
INHBTOOBES0S 003] {pi). The article adds that ‘many oiinicians continue
routinely fo transfuse fo haemoglobin levels »10 gidl despite Hiftle sclentific

evidence to support this practice’ (p2).
Picase address the following:

a, Did the HTCs hold sny discussions sbout the freguency of
muonitoring heemoglobin levels? If so, please provide details and

suteomes of any discussions.
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b, To the best of your knowledge, were the HTCs aware of excessive
or unnecessary transfusion within the Hospitals? If so, please

provide details, including any guidance provided 1o clinicians.

33.8se above response to question 25 for HTC guidance. The frequency of
hasmoglobin (Hb) measurement is not mentioned in the policy or minutes of HTC

20058,

37, Were the MTCs provided with guidance from the Department of Health,
MNational or Regional Transfusion Comnitles concerning haemoglobin Jevels

and transfusion? If so, what was this guidanoe?

34.The guidance conceming hasmogiobin levels and wansfusion within the Policy
was based on the British Councll for Standards in Hasmalology and the Royal

College of Anaesthetists in 2001
Autologous transfusion

28. The Inguiry understands that autologous fransfusion was considered
suitable for some patients and that it avoided ‘infections which may be
transmitted by a blood transfusion’, as per the guidelines for autologous
transfusion, written by the British Society for Hasmatology and the British
Biood Transfusion Society [BWUTPO000BE]. Please explain:

a. What discussions the HTCs had about the use of autvlogous

transfusions; and
B Any considerations given fo the perceived risks, bensfits,

suitability and cost implications of autologous fransfusion.

35, The trust had developed an sctive cell salvage programme supported by the WBS
which reported to the HTC. This included intra operalive cell salvage and
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post-uperative wound drainage. There is no evidence of pre-operative donation of

autologous blood,

28, In ‘Guidelines for autologous transfusion. Pre-operative auviologous
donation’, written by the British Committes for Standards in Haematology
Blood Transfusion Task Force [REMHADOOODIT _021}] the guidelines support
predeposit avtologous transfusion services within hospitals. In light of this,
did the HTCs provide policy guidance to clinicians snd hospital staff
concerning autologous transfusions? I so, what was this guidance? i

guidance was not provided, please explain why.

36.By 2005 pre-operative transfusions could only be undertaken at Blood

Establishments such as the WEE,

30. Were the HTCs provided with guidance from the Department of Health,
National or Regional Transfusion Commitiee concerning the use of autologous

wansfusion? If so, what was this guidance?

37.1 arm not aware of any guidance regarding this from 2005-8i, The WBE aclively ang
financially supported the development of the inlra operative cell salvage

prOgramme.

§ o 33 ¢ g o £ ¥ 0§
Massive Transfusion

31, What is the HTCs understanding of massive transfusion, insluding rnumber

of units and type of blood components ? in what clreumstances would massive

transfusion be provided o palienis?

a8, The HTC minutes (Exhibits WITNTOB3003 and WITNTO83004) show discussion of
massive hasmorrhage, | am unable to provide the working definilion at this time or

as to whether there were bespoke pathways for specialiies. The definition of what
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sonstitules a massive haemorrhage has been much debated and still often relies
on the clinical assessmentiudgement by a senior cliniclan. The balance lies
hetween unnecessary activation of the pathway and that of delayed tansfusion.
This, especially with internal bleeding can represent a dificult olinical challenge.
We presently have specific massive hasemorrhage pathways for Obslelrics,
Emergency Department both adult and paediatie, Cardias Surgery, Neonatal and

Ganeral,

33 What discussions did the HTOs have in relation lo insidents reguiring
massive fransfusion? What process was followed after such an incident fo

assesy e noeod for massive fransfusion?

39.See above response, Al massive haemorrhages are presently audited and

reported to the HTC,

33, Did the HTCs provide policy guidance to clinicians and hospial stalf
goncerning massive transfusions? If so, what was this guidance? If guidance

was not provided, please explain why.

40. The Policy 2003 did not specifically mention massive haemorrhage but there was

slearly an understond pathway within the hospital.

34, Were the HTOs provided with guidance from the Department of Health,
Mational or Regional Transfusion Commitiee concerning the use of massive

transfusion? if so, what was this guitance?

41.The Policy did not specifically mention massive haemorrhage but there was

plearly an understood pathway within the hospital,

Frosh Frozen Plasma

45, What discussions did the HTCs have about the use of FFP transfusions?
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42.The Policy does not discuss the use of FFP and this is not discussed within the

MTO minutes,

36. Please outline any considerations given to the perceived risks, benefits

ard cost implicetions of FFP fransfusions.

43, See response at guestion 35,

37. Did the HTCs provide policy guidance to clinicians and hospital staff
concerning the use of FFP transfusions? If so, what was this guidance? i

guidance was not provided, please explain why.

44, See responss at question 35,

38, Were the HTCs provided with guidance from the Department of Heaith,
WNational or Regional Transfusion Comynitiee concerning the use of FFP

transfusions? if so, what was this guidence?
45, See response 3l question 35,
Flatelels

30, What discussions did the HTCs have about the wuse of platelet

transfusions?

46.The Policy doss not discuss the use of plelelets, However, there is avidence
(Exhibit WITNTOB3006) of padicipation in the National comparative audi
examining platelet usage in hasmatology, oritical care, cardiac and miscellaneous
use. The HTC therefore presumably had a position to follow national guidance on
platelet use but this s not otherwise evidenced within the HTC minutes or the

Policy.
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40, Please outline any considerations given fo the perceived risks, benefils

and cost implications of platelet transfusions.

47 See responsea ot guestion 38,

41, Did the HTCs provide policy guidance to clinicians and hospital staff
concerning the use of platelef transfusions? If su, what was this guidance? If
guidance was not provided, please explaln why.

4%, See response st question 38,

42, Were the HTCs provided with guidance from the Department of Health,
National or Regional Transfusion Committes converning the use of platelet

transfusions? if so, what was this guidance?
49, See response af question 38,
Single Unit Transtusion

Please consider the enclosed documents [DHSC0035471] and [DH3C0025270]

on the uss of single-unit transfusions of blood in the UK.

43, What discussions did the HTCs have about the use of single-unit
transfusions?
50, There is no mention of single unit transfusions with the Policy or HTC minutes

2005-8. My own experisnce was as a registrar in hasmalology {1984-2000) being

taught that if you only need one unit, you don't need a transfusion’.
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51.At this time all blood was crossmatched and so logistically it was much more
sfficient for the laboratory o crossmateh several units rather than one unfl on
several oocasions and the latter could lead to clinically significant delays in

transfusion in cases of unexpecisd ongoing bleeding.

52 Electronic issuing of Red blood cells without the requirement for cross matching
was introduced in the sarly 2000s.

53. The standard today is reversed with a single unit transfusion being recommended.

44. Please cutline any considerations given to the perceived risks, benefits

and cost implications of single-unil transfusions.

54 See response at question 43,

45, Did the HTCs provide policy guidance to cliniclans and hospifal staff
concerning the use of single-unit transfusions? If so, what was this guidance?

If guidance was not provided, please explain why.
55 See response at question 43

46, Are you aware of any instances or perods of time in which the HTCs
becsme aware of concerns shout unnecessary or excessive single-unit divod
trapnsfusions? if so, please expleln in as much detall as you are able fo recsdl

including how and why unnecessary transfusions were provided?

86, Ses rasponss at question 43,

47, Bingleunit transfusions are described in [DHEC0028I70, page 3] as a

wasfe of rescurces’. To the best of your knowledge, did the HTCs have
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specific views on the use of single-unit transfusion in relation to potential

waste and oid this change over ime? Please explain your answer,

57 See responss &t gquestion 43,

48, Were the HTOs provided with guidance from the Departmvent of Health,
Mational or Reglonal Transfusion Committes concerning the use of single-unit

transfusions sadfor two-unit ransfusions? If so, what was this guldance?

S8, See responss at question 43

45, A report on the ‘Audit of Medical nput in the Blood Transfusion Services’
produced by Scotiish National Blood Transfusion Service on 2V Jure 1830
JSBTSOD00885_088] states that a “special emphasis’ was placed on the review
of single-unit transfusions. Were audits conducted about the practice of
single-unit ransfusions by, or under the auspices of, the HTCs? I so, please
describe the nature of them amd any conclusions drawn. If possible, please

provide copies of the audit reports,

59, See response at question 43.

Red Cell concentrates

50, What discussions did the HTDs have about the use of red blood cell
concentrate in transfusions, specifically in relation to the use of red cell

concentrates in place of whole blood or other blood components?

&0. By 2003 Red cell concentrates were the only RBC product supplied by the WBS. |

sarmot comment on the situation in the 1870s-1900s.

51. Plsase oufling any considerations given to the perceived risks, benefils

and cost implications of red blood cell concentrate fransfusions.
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&1, Bes response at question 50,

52, Did the HTCUs provide policy guidance to clinivians and hospital staff
concerning the use of red blood cell concentrate transfusions? If so, what was

this guidance? If guidance was nof provided, please explain why.

62.5ee response at question 50

53 Were the HTCs provided with guidance from the Department of Health,
National or Regiona! Transfusion Committes concerning the use of red cell

concentrates? I so, what was this guidance?

£3. See response al question 50,

54. To the best of your knowledge, were thers any specialty uses of red cell
concentrate, platefets and/or FEP that lead 1o an adverse reaction that required

investigation? Please provide details. You may want fo refer to [NHBT0080084]

for assisiance.
54, Bee response at question 54

85, i relation o red Mood cell convenirates:

@ Werse sflempts made o perswade slinfecians o fncrease thelr
usage of red blond cell concentrates in transfusions during the
1870s and 1898087

B To the best of your knowledge, did the Hospital come under
pressure during the 1870s and 19805 o increase usage of red
biood cell concendrates? ¥ so, where oid this pressure Come
fram?

¢. According to [HEOCH020283], British clinivians had 8 “lraditional

preference™ for the use of whole blood in comparison with other
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couniries. Is this an accurate representation of the position? Were
the HTCs aware of why whole blood ransfusions were preferred

oyer red bood cell concentrates during the 1870s and 188087
65, Spe response at guastion 50
Freah Warm Blood
The Inguiry has received evidence that on some oecasions whon & blood
rransfusion was needed urgently, fresh warm blood donated by hospilal aialt
oy pther local authorities administered {o patients. Please address the

folowing:

88 What discussions did the HTCs have about the use of fresh warm Bood in

transfusions?

£6. By 2003 Red cell concentrates wers the only RBC product supplied by the WES. |

cannot cormment on the situation in the 1870s5-1980s.

57. Please oulline any considerations given to the perceived risks, benefils

and cost implications of fresh warm blood transfusions.

B7.5es response sl question 586,

58, Did the HTCs provide policy guidance to clinicians and hospital staff
concerning the use of fresh warm blood transfusions? If so, what was this

guidance? If guidance was not provided, please explain why.

88 See responss al queston 58,
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59, Were the HTCs provided with guidance from the Department of Health,
Nationa! or Regional Transfusion Commifiee concerning the use of fresh warm

blood transfusions? If so, what was this guidance?

69, See response at question 58,

B0, Please outline any discussions held during the course of the HTCs
mestings regarding the knowledge of risks of viral infection associated with
Blood transfusion. What were the sources of this knowledge and how did this

knowledge and understanding develop over time?

70.There are no discussions within the minutes of the HTC 20086 mestings
regarding the risk of viral infection associated with blood transfusion. The rsk of
IV and Hep C would have been well established by this time point. The sources
of knowledge that developed over time would be data from the SHOT reports and
reports from the Advisory Committes on the Safely of Blood, Tissues and Organs

(SaBTO).

§9. What, If any, enguiries endfor investigations did the HTCs carry oul, or
couse fo be carried oul, in respect of the risks of the transmission of viral
infections through blood fransfusion? I applicable, what information was

abtained 28 8 result?

71.As above, during the 2005/8 time period there is no evidence of the MTO carrying
out or inifiating investigations into the risk of transmission of viral infections

through blood fransfusion,

82, What decisions and actions were taken by the HTCs to minimise or reduce

exposure of your patients to viral infection from blood transfusions?
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2. The HTC supported a ‘conservative policy’ of red cell perioperative transfugion as

stated in the transfusion policy and referred to at question 25,

63, Did the HTCs provide policy guidance to clinicians and hospital staff
congerning the transmission of viral infections through biood transfusion? i

so, what was this guidance? If guidance was not provided, please explain why.

T3 The policy states that the risk of ransfusion transmitted virus infection 18 ‘rare, but
notification s important’, Safely data from SHOT along with the established donar
testing for HIV and Hep © has confirmed thal the risk of viral infection from blood
nroducts in this ime perod was rare. However, given the historical risks from MV
and Map C this statement appears minimal. The possibility of an unknown virus is
nol mentioned. There are now well-established patient information leaflets

provided by the WES available to all patients receiving blood transfusion,

84. Do vou consider that the HTCs' decisions and actions, and the steps faken
at the Mospitals, in response fo any known or suspected risks of infection
ware adequate and appropriate? If so, why? If not, please explain what could

or should have been done differently.

74,1 do not have minutes of HTC mestings at the relevant ims points 1o commaent on

the response to HIV and Hep O infeclion,

85, Flease outline any discussions by the HTUs concerning particular blood
components or transfusion methods that carried a higher risk of viral

infection, If applivabls, what action was faken or guidance implemenied as a

roguli?

75. There i3 no evidence of discussion of this within the 2005/8 minutes but as
described at question 80, the risk of HIV and Hep © were by 2005/6 well

axtablished,
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£6, Did the Hospital have any procedures in place to ensure patients reported

any adverse reactions or symptoms following a blood transfusion? i so,
please esxplain:

a. What procedure did the Hospital have in place?

b, Did this procedure extend to a time after a patient had been
discharged from Hospital?

¢. Were patients asked to report any adverse reactions or symptoms
within a certain timeframs’?

d, I clinicians were informed and/or became aware of a patient
having suffered any adverse reactions or symploms, who were
they required to report this 107

&, Was thers any mechanism for the Hospital to report any adverse
reactions or symptoms to the Reglonal Transfusion Centre?

§. in the event of a patient’s death after receiving & blood
wransfusion, what process was followed? Specifically, please
acddress the position in relation to the registration of the death
andfor any consideration of what was recorded on the death

certificate.

76. The Polioy has a section on the management of tansfusion reactions, including
recammaendations 1o contact heematologists and the fransfusion laboratory. There
does nol appear to be advice o specifically ask patisnts to reporl adverse
reactions or symploms after discharge. The Policy does not stale when and how
the WEE should be informed, though this iz now standard policy through the
transfusion laboratory, From 2008 | am not aware of a death contributed 1o by the
transiusion of a blood component (RBC, FFP or platelsts). If there had been such
an ccoumrence of suspicion the cass would bs referred to the coroner and

reported to the Welsh government as a polential serious incident. The HTC
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annual reports (Exhibits WITN7083007 and WITN7083012) and HTC minutes
{Exhibits WITN7D83002 to WITN7083008, and WITNTOB3013) provide evidence
of reporting to the Sedous Hazards of transfusion (SHOT). The number of SHOT
reportable incidents increased following the introduction of a mandatory reporting
requirement in 2005 and so # is probable that thers was some degree of
underreporting prior o this fime. | am unable o comment on practice from
1970-1480s, The SHOT process of reporting has been hugely beneficial with

axcellent data and recommendations produced.

§7. Please sxplain whether and how the HTCs reported suspecied
transfusion-transmitted infections fo thelr supplying blood centre prior 0

BHOT boing established,
77, Bes response at guastion §6.

68, What impact did the Jaunch of SHOT have on the process of reporting?
How did the HTCs ensure that {a} all reportable evenis were reporfed to the
HTCs and {b) all reportable events were reported to SHOT?

78. See response at question 86,
§5. In light of the Recommendations on the Hospital's and Clinician’'s Role in
the Optimal Use of Bioed and Blood Products, by the European Health

Committee [NHBTODD1504], did the process of reporting adverse reactions

change over Hme?

79.Ses response at question 66,

70. How was transfusion practive, blood usage and blood wastage audited by

the HTCs? Did this changs over ime?
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80. There is svidence of an audit of blood usage and wastage in the HTC minutes

(Exhibd  WITNTOB3005) and annual reports (Exhibits WITN7083007 and
WITHNTORIOTZ).

74, Under what circumstances were external and internal audits conducted?

How offen were internal and external audits conducted by the HTCs from the

date the HTCs were established?

B1.The MTC has participated in the majority of National comparative audils since
their inception In the sarly 2000s. Local audits within high use areas were
undertaken by the relevant clinical teams and supported by data provided by the
transfusion laboratory {Exhibits WITNTOB3007 and WITNTO83012).

72, Did the HTCs record any information regarding the volume or number of
transfusions that occurred in the Hospitals on an annual or cumulative basis?

if so, please explain what information this consisted of and how it was

recorded.

82.The HTC annual report 2008 (Exhibit WITN7083012) provides data on RBC
transfusion for the years 2004 and 20085, broken down into directorate use. The
HTD @lse confribuded to the WBS sudit ‘whers does blood go’ and provided data
te inciividusl directorates auditing thelr own blood use, Annual blood usage is
cizcussed with the WEHES,

73, If the HTCs oid record any information on the volume or number of

fransfusions as deseribed in your answer o guestion 72 above, was this

information ever reported or disseminated fo any other ingtitution or body? i

so, please explain the reporting process involved,

83 The annual report 2005 (Exhibit WITN7083012) and 2006 report (Exhibit
WITNTO83007) include blood usage at the directorate level. Itis not clear whether
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this information was disseminated to any other institution or body though annual

usage figures are parl of the SLA mesting held sach year with the WEBS.

74, Were audits specifically conducted in relation to the use of:
& FFP;
&, red Biood oall concentraty;
o platefels;
o, massive ransfusfons; andior
& gtologous ransfusion
i puclits were not conducied, why not? [NHETR086084] may be of assistance.

84 Thare s evidence of awdits being undertaken in RBO, platelets and massive
wransfusion, WBS collested sxtensive data on the use of cell salvage. | am not

aware i ihis data is sl avallable

75, Did the HTCs sver have to take corrective action as a result of an audit
relating to blood transfusion practice? If so, what was the process for

corrective action and what was the result? Please provide details.

85 The National comparative audit of Blood Transfusion — Reported Sept 2003 was a
yery significant audit. | do not have access to HTC minutes from this time period
but the resulls gave significant impetus to transfusion education within the clinical
area and the sventual development of Link nurses within the clinical areas o

promote best practice, education and competency assessment.

Section & Treatment of patients

Frovision of information fo pafients

76, What discussions, if any, did the HTCs have about providing patients at the
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Hospitals with information about the risks of infection as & conseguence of

froatment with blood?

88 There is no discussion in the HTD minutes available regarding providing patients
with written information about the risks of infection as a consequence of treatment

with blood. There are now specific ransfusion leaflets provided centrally by the

WEER as standard across Wales,

77, Dicd the HTCs take steps fo ensure that patients were informed amd
educated about the risks of viral infection as a resulf of being transfused? If

so, what steps ditd the HYCs fake?
87. Ses response at question 76,

Consent

78, An audit of transfusion practice across the United Kingdom by the Royal
College of Physicians in 1988 [NHBT0042247] indicated that nons of the
participating 47 hospitals required informed consent for blood transfusions. in
light of this, were the HTCs aware ¥ patients under the care of the Hospitals
were freated with blood transfusions withowl thelr express or informed

consent? i so, how s why did this ooew?

B There s discussion In the WTC minutas {ses Exhibils WITNTOBI0E and
WITNTDEZ013) regarding sonsent for Jehovah's wilness palients and refergnce o
the "Trust consent poliny’ which appears to be a reference to consent which is not
spacifically mentioned in the Policy, There is no evidence of an audit of the

effectiveness of the consent process regarding transfusion between 1870 and the

garly 2000
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83 . There iz discussion in the HTC minudes {ses Exhibits WITNTOR3006 and
WITNTO83013) regarding consant for Jehovah's witness patients and refersnce 1o
the Trust consent policy’ which appears to be a reference o consent which iz not
specifically mentioned in the Policy. There Is no svidence of an audt of the
sffectivensss of the consant process regarding transfusion betwean 1970 and the
garly 2000's. An audit is available Fom 2014 (Exhibil WITNTOE30 14}, Following
this audit the Welsh Blood Servive infroduced patient information leaflals and also

the transfusion prescription form had consent Yes / No added.
7S Did the HTCs issue guldance to ofiniclans and hospital staff on informed

consent for dood ansfusfons? i so, plesse sxplain when his guidhnee was

introduced, what this guldance was and whether this changed over time.

80, During this me period {1870 to the early 2000's) consant for ransfusion fell within

the “Trust consent policy’. A copy of this document is not currently available,

Saction T vL.ID

80. When and in what circumstances oid the HTCs become aware of the risks
of ransmission of vOJD associated with the use of biood transfusions? Please
outline any tiscussions held by the HTCs and explain how the HTCs’
knowledge developed over time, You may be assisted by [BARTOD00554] and
[DHEC0041442 _171]
91 Knowledge of vCJD and the risk of its fransmission associated with the use of
Blond Transfusions will have opoourred prior 1o my employment and beforg the

recording of the HTC minutes 2008/8 and beyond that ara available.

81. Please outline the extent o which the NTCs were involved in assessing

and managing the risk of vCJD transmission by blood transfusion.

WITN7083001_0032




92. 8ee response gt question 80,

82, PFlease confirm i policies, guidance, sfandards, or protocols were
formulated at the HTCs at the Hospitals with regard to the transfusion of vQJD.
¥ so, please uescribe what these were. You may be assisted by

[NHBTOD01719).

93, See response sl guestion 80,

B3 [¥d the HTUs have involvement in decisions as o what information should
or would be provided fo patients about vOJD? If so, please answer the

following:

a. What steps were fakes/put in place by the HTCs for informing
pationts about the risks of or possible exposure to v0JD before

transfusion?
b, Whal steps were faken/put in place by the HTCs for informing
patients abouwt the risks of or possible exposure fo vOJID affer

transfusion {for example emergency situations)?

You may be assisted by BARTR002418, NHBTOO0TI23_002, HODOOODOG4],
4. See response al guestion 80

Section B Look back

84, Were the HT Uz ever involved in palablishing the policy or provedure o be
followed in any lovkback exercize refating to bood transfusions? if s, please

sut out or provide g copy of the relevant policy or procedure,
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85 My understanding is that the look back exercise was cenirally co-ordinated by the
WEBS prior to my smployment and before the recording of the HTC minutes that
are available. A copy of the Herature for this exercise has not been ncated for

review of somment.
85, What actions or decisions were taken by the HTUs at the Hospitals as part

of the HOV ook back’ prograpune tha! commenced in 1885 fo trace those
infacted with MOV through the use of blood transfusions?

O, See response al guestion 84,

88, What were the major obstacies thal the Hospital faced when altempling fo

undertake the HRV lookback?

47, See responsse at question 84,

Section §: Other

87, Plsase provide any further comment that you wish to provide about

matters of refevance io the Inguiry’s Terms of Refersncs,

88,1 have tried to give information as to the state of praclice in 2005/8 that would be
of some help in looking al evenis in the 1970-1880s bul am sware that the

information | have provided is imited given that our slectronic records start from

2008,
88. In addition to any documents exhibifed in support of your statement, the

Inguiry would be grateful to receive copies of any pofentially relevant

documents you possess relating to the issues addressed in this letter.
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9%, The Glamorgan Archives have been gonsidered and searched In response o this

Rule 8, however no information relaling o HTCs was found. The relevant HTC

documents in the Glamorgan Archives were searched bul nothing was found,

§ belleve that the facts sialad In this wilness statement are frue,

Signed

GRO-C

Dated
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