University Hospital
Birmingham
ARIELFE NHS TRUST

30 September 1999

Dr Jonathan Wilde

Consuitant Haematologist
University Hospital Birmingham
Queen Elizabeth Hospital
Edgbaston

Dear M%V\

I have provisionally organised the next meeting of the Hospital Transfusion Committee for Tuesday
19 October at 5.00 pm in the Undergraduate Centre at Selly Oak Hospital. I will circulate a full
agenda and the minutes of the last meeting nearer the time.

1 enclose three documents for your information. The first are the Terms of Reference for the
Transfusion Committee and these are based upon the RCP recommendations for blood transfusion
medicine. Secondly, there is a policy for the administration of blood and blood components which
has been drawn up by Dr Heidi Doughty and Rachael Rowe and thirdly there is a discussion
document drafted by Dr Heidi Doughty concerning the use of standard and virucidally treated fresh
frozen plasma. Currently, virucidally treated plasma is being heavily marketed by the
manufacturers of Octaplas and I am going to give all your names to the representative of this
company and ask him to supply you with literature and off print relevant to this commercial
product. However, Heidi’s document summarises the situation well.

I will contact you before the meeting to discuss matters further. If you have any problems with this
date, please let my secretary know at the earliest opportunity.

Kind._resards.
GRO-C
Youry sincerely

GRO-C

Allen'Edwards MCh FRCS
Consultant Surgeon

Selly Oak Hospital
Raddlebarn Road, Birmingham B29 6]D Tel: 0121 627 1627
Chairman: Mr. John Charlton  Chief Executive: Dr. Jonathan Michael
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Audit of long-term blood transfusion therapy
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Audit of the management of transfusion in acute
{non-surgical) haemorrhage

® Audit of acute plasma volume replacement

e Audit of the management of patients presenting with
an acute haemorrhagic diathesis

& Audit of the use of blood components in the newbormn
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Audit measures for good practice in transfusion
medicine

introduction

by Anthony Hopkins, Director, Research Unit, Royal College of Physicians and
Alan Waters, former Chairman, British Committee for Standards in Hoemnatology.

in the quality assurance of blood transfusion, little attention has been paid to
the clinical interface of blood transfusion. Laboratory performance is monitored
by the National External Quality Assessment Scheme (NEQAS) for Blood Group
Serology, and the Britlsh Committee for Mandards in Haematology (BCSH), a
subcommittee of the British Society for Haematology, makes recommendations
for good transfusion practice through #ts Blood Transfusion Task Force.
However, there is no systernatic audit of the quality of the clinical transfusion
process. To address this, the Research Unit of the Royal College of Physicians
and the BCEH convened a Workshop to develop audit proformas to promote
good practice in transfusion medicine. Membership of the Workshop also
included representatives of the British Society for Haematology, the British
Blood Transfusion Society, and the Royal College of Pathologists. At the time at
which the workshop was held, maximum surgical blood ordering schedules had
already been introduced for elective surgery and these provided an objective
basis for the effective audit of blood use In surgery. The aim of the Workshop
was to consider areas of transfusion practice that could be peer-reviewed and to
produce audit proformas that might be used,

Examples of audit proformas are provided. The format of the review process and
the criteria used should be developed by the local Hospltal Transfusion
Committee {see Appendix A), but guidelines for using the proformas will be
found on page 5. Procedures should be reviewed and revised on a regular basis.

The background papers on which the proformas are based may be obtained
from the College®, price £10.00.

¥

* Publications Department, Royal College of Physicians, 11 St Andrews Place, Regent’s
Park, London NW1 4LE
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1.2

Guidelines for using blood transfusion audit
proformas

What is clinical audit?

Clinical audit 1s a method of improving the quality of care. 1t is becoming
increasingly popular. It enables staff to look objectively at the work they do, and
to set targets for improvement. Clinical audit involves collecting and analysing
data but, for audit to be successful, talking with colleagues and working as a
tearn are just as important. Most people enjoy examining the quality of their

work and participating in clinical audit. It soon becomes an accepted part of
delivering high quality care.

Audit proformas included in this pack (see page 14)

1. A proforma for institutional audit.

2. A proforma for the documentation of blood transfusion.

3. A proforma for the monitoring of acute blood transfusion reactions.
4, A proforma for anaemic patients transfused with red blood cells.

$. A proforma for long-term blood transfusion therapy.

6. A proforma for the management of transfusion in acute {non-surgical}
haemorthage.

7. A proforma for acute plasrna volume replacement.

8. A proforma for the management of patients presenting with an acute
haemorrhagic diathesis,

9. A proforma for the use of blood components in the newbom.

Photocopying

The booklet has been bound so that it opens flat for easy photocopying. The
forms are free of copyright in the United Kingdom.
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1.4

1.5

1.6

implementing audit

The format of the review process and the criteria used should be developed by
the Hospital Transfusion Comumittee (see Appendix A).

Ideally, everyone in the team concerned with blood transfusion practice should
be involved in the audit. Each person should be made aware of his or her role
in the scheme and the objectives of audit,

A selection of audit appropriate for any individual aspect of care can be made
from amongst the nine accompanying proformas. It is a mistake to try and do
too much at once. A careful audit of one particular aspect of transfusion
practice is likely to cast more light upon the practice in an institution as a whole
than a scrappy audit across the whole range of blood transfusion practice.
1t would be helpful to assign some sort of realistic timetable for the audit, and
to allocate appropriate tasks. This will usually mean appointing one of the team
to act as facilitator and to be responsible for seeing the audit to a satisfactory
conclusion.

Analysing the results of audit

The Hrst purpose of audit is to improve care within an individual institution. It
will seldom be possible to make direct comparison of the results betwesn
different institutions because of variations in the case mix between them. The
purpose of audit is to encourage the delivery of the best possible care to the
institution under review. Nonetheless, informal comparisons between institu-
tions may be informative, and, as experience grows, it may be possible to make
more robust comparisons between the institutions.

implementing change

However good existing practice, it is likely that audit will show up areas in
which practice can be further improved. Sometimes it would be necessary to
improve systems of work, and hospital management may need to be included
in any plans for developing the service. It is therefore sensible to let hospital
managess know at an early stage that an audit is planned, so that if the results
of audit show that further resources are required to ensure a safe and efficient
service, then they feel that they have been involved with the audit from the
beginning.

Having completed an audit on one particular topic, and decided what needs to
be changed, it would be necessary to set a date for re-auditing the same topic in
order that it can be seen that the change has been successfully achieved,

3
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1.7 The patient’s perspective

The audit proformas that follow (page 14} are technical in nature. Remember
that the patient’s perspective of the services should also be considered, and
informal enguiry of a few patients will ofter reveal strengths and weaknesses
of 2 blood transfusion service in 3 more informative way than structured
questionnaires.

Mote

The audit proformas were piloted by Dr Marcela Contreras, whose help is grate-
fully acknowledged. However, anybody who has developed proformas of this
sort is aware that weaknesses in thelr design often only become apparent when
they are released more widely. The Research Unit of the Royal College of
Physicians would therefore be pleased to hear of any ambiguities or suggestions
for improvemnent of the proformas so that they can be updated in due course.
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APPENDIX A

The role of the hospital transfusion committee in
clinical audit

The main objective of the Hospital Transfusion Committee (HTC) is to promote
the highest standard of transfusion practice through peer review. This follows
the practice widely used in the United States (1). In this way, the HTC has an
essential role to play in developing medical audit as described by the WHS
Review White Paper {2}

Terms of reference

The HTC should be charged with the review of;

ay Clinical transfusion practice;

B) Performance of the hm?i&aﬁ. transfusion service;

¢} Performance of the local Blood Transfusion Centre (BTC) as provider

d) Legal implications of transfusion practice

The cost of blood and blood products is a related issue. A sub-committee of the

HTC could be set up to monitor the blood supply budget and advise on
appropriate economies based on good clinical practice,

The HTC should carry out reviews at regular intervals with appropriate docu-
mentation of the proceedings. The committee should be serviced by the hospi-
tal central administration and the promotion of high standards of transfusion
practice should feature prominently in the hospital quality assurance statement,

The HTC should report t

a) the hospital Clinical Audit Committee. An audit assistant should be avail-
able to the HTC to help with the audit of blood transfusion practice,

b} the hospital Clinical Policy Group. Authority should be delegated to the
HTC to enable it to correct the abuse of blood and bilood products.

Functions

Specific functions of the HTC relate to the terms of reference set out above. The
HTC should function in association with the hospital Clinical Audit
Committee, :
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a) The role of the HTC in clinical transfusion practice

1. To make recommendations to the medical staff conceming the proper
use of blood, its components and derivatives. This advice should be
pased on national guidelines (3,4,5) and adapted for local conditions as
appropriate,

2. To review the appropriateness of transfusions of blood, its components
and derivatives based on locally agreed guidelines.

3. To review surgical blood ordering schedules regularly to detect changes
in local practice and identify persistent over-ordering {3b).

4. To recommend comective action in transfusion practice when indicated.
Follow-up assessment of corrective action is required to complete the
audit cycle.

5. To ensure adequate procedures for patient and sample identification and
documentation of all blood transfused or disposed of (3a).

6. To review ward/theatre procedures for blood transfusion on a regular
basis.

7. To review transfusion reactions and make recommendations 1o improve
transfusion practice based on the investigation of such reactions.

8. To review post-transfusion infections in conjunction with the local BTC
to trace the donors implicated.

9, To promote continuing education in transfusion medicine for all
relevant members of the hospital staff,

B} The role of the HTC in monitoring performance of the hospital
transfusion service

1. To review the operational aspects of the service including:
# Tesponse 10 urgent requests for blood;
¢ outof-hours service;

# the amount of blood, components and derivatives wasted and
to identify the causes of such wastage;

e cross-match to transfusion ratios for different surgical procedures
and for individual consultants,

This will identify areas reguiring clinical audit,

2. To review guality assurance measuzes including:

e Internal Quality Control (reagents, equipment) and regular
assessment of technical cornpetence of staff;

e Mational External Quality Assessment Scheme {NEGQAS for
Blood Group Serology);
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e Accreditation (Clinical Pathology Accreditation)

e Value for money service {Audit Comunission).

¢} The role of the HTC in monitoring the performance of the
iocal Blood Transfusion Centre as provider

To audit the quality of the service provided by the local Blood Transfusion
Centre regarding:

¢ adequate and timely provision of blood, components and
derivatives;

« provision of reference laboratory services;
e consultancy services;

e  out-of-hours services.

e} The role of the HYC with regard to legal implications
of transfusion practice

To consider legal aspacts of:
s documentation;
e consumer protection;

s product Hability;

<

e informed consent, i required by the Institution (the introduction
of a legal requirernent for informed consent specifically for blood
transfusion is currently being considered).

Composition

The Chairman should be appointed by the hospital clinical policy group or
similar body.

{S}he should have a good understanding and general experience of blood trans-
fusion practice. The consultant in charge of the hospital Blood Transfusion Unit
is an important member of the HTC, However, (s)he may be perceived as hav-
ing a vested interest and should not normally be the Chairman of the HTC, but
could be the Convenor Other members could be nominated through the
Directorate structure,

The following membership is suggested:
s Consultant microbiologist R

# Haematologist in charge of blood transfusion

& Senior blood transfusion sclentist
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It is recommended that the replacement of Committee members is staggered to
maintain continuity. The chairman should be appointed for not less than two

Representatives of major clinical users

Local Blood Transfusion Centre consultant (ex officio)
MNursing officer

Administrative representative

Representative of junior medical staff

Representatives may be co-opted as required from:

Pharmacy; Infection Control; Medical Records.

years and not more than four years.

References

1} Grindon A, Tomasulo P5, Bergin [, Klein HG, Miller JD, Mintz PD. The hospital trans-
fusion committes. Guidelines for Unproving practice. JAMA 1985; 283: 540-543.

2} Deparoment of Health NHS Review: Working for patients — Working Paper 6 Medical Audit,

HMSO, London 1989,

3} Britsh Committee for Standards in Hasmatology, Stendard Haenatology Proctice (Bd.
Roberts B), Blackwell Scientific Publications, Oxford 1991, a) ppl28-138; b) ppi189-157.

43 Department of Health. Handbook of Transfusion Medicine (Ed. MeClelland DBLY. HMS0,

London 1988,

3} Stehiing L, Luban MNLC, Anderson KO, Sayers MH, Long 4, Attar §, Leitman SF, Gould
84, Kruskall M3, Goodnough LT, Hines DM, Guidelines for blood utilization review.

Transfusion 1994; 34: 438448,

11

WITN4460007_0015



13

APPENDIX B
Background papers

The role of the hospital transfusion committes in medical audit
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APPENDIX C

Audit proforma questionnaires

KEY:

RU434

RU43B

RU43CY/CR

RUM43ID

RU43E

RUA43F

RU43G

RU43H

Rt43]

Institutional audit proforma for blood transfusion practice
Audit proforma for blood transfusion documentation

Audit proforma for monitoring acute blood transfusion
reactions

Audit proforma for anaemic patients transfused with
red blood cells

Audit proforma for long-term blood transfusion therapy

Audit proforma for the management of transfusion
in acute {non-surgical) haemonhage

Aundit proforma for acute plasma volume replacement

Audit proforma for the management of patients presenting
with an acute haemorrhagic diathesis

Audit proforma for the use of blood components in the
newborm
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INSTITUTIONAL AUDIT PROFORM
NSFUSION PRACTICE

4 FOR BLOOD

RU43 | A |

Hospital Locgtion:

1 | Are thers written policies for the following?

a} The taking of samples for blood grouping and cross-matching
i ves, are the staff who take these samples:
1 Given a copy of the procedure?
i} Given training in the procedure?
b The transfusion of blood on the wards
if yes,
i} Are copies of the policy available on all wards?
) Are the stafl involved in blood transfusion given training in the procedure?
it} Does the policy include guidance on monitoring transfusions, &.¢. taking temperalise
blood pressure, and pulse?
v} Does the policy include advice aboul what o do if & trajﬂsfmim reaction ocours?

¥y When was the most recent fraining session on the ward? month |

2 Does the hospital have & Transfusion Committee?

if ves, has the Committes canied out audits of transfusion practice?
if yes, were recommendations made, based on the resulls of the audits?

3 | Does the hospital have a maximum surgical blood ordering schadule? F%Q
If vas, is il reviewsed af reguiar, [ 2t least vearly 1, indervals? B :
4 | Does the hospital provide a pre-deposit autologous transfusion service?
if yes, are patients informed of the service?
.
S Does the hospital requirs informed patient consent for blood ransfusion? E;hwi

and the Roval College of Patholopists
iat Edifon 138 Oclober 1565

Developed by the Research Unit of the Royal College of Physicians
in eollaboration with the British Blood Transfusion Society, the British Society for Haematology,
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(A FOR BLOOD TRANSFUSION
Hospital: Patienti: | | | | | | | | | |
Location: Ward:
1| Where was the compatibility report at the 2 | Were the nursing observations of the
time of ransfuzsion? fransfusion filed in the patient's notes?
a} inthe patient’s notes 3 Were the following nursing cbservations

0y Attached io the patient’s prescription chart

¢} Oniis own, at the bedside

d) Elsewhere (specify} é 5
2} Mot available

recorded before the transfusion?
a} Temperature
by Pulse
¢} Blood pressurs

IO

4 Were the following observations recordad during the iransfusion?

a) Tempersiure foliowing commencement of transfusion

if ves, how many minutes after commencement of ransfusion?
b} Pulse following commencement of transfusion

if yes, how many minutes afler commencement of ransfusion?
c) Blood pressure afler commencement of ransfusion

i yes, how many minutes after commencement of transfusion?
d) Temperature at howly intervals thereafler
2} Pulse at hourly infervals thereafler
1 Blood pressure at hourdy intervals thereafier
g} Urine output

& | was the compatibility report filed in the patient's notes?
if yes, were the following recorded for each unit transfused?

a) Transfusion dale: b} Slgnature of 2 responsible officers whe did 1D checks:
For ali of the units E} For all of the units D
For some of the unils D For some of the unils B
For none of the units {j For none of the units D

8 Was the following Information available in the case notes?

8} The indication for the transfusion
b} The date that the transfusion was gheen
o} The number of units ransfused

fy Whether the trarwsfusion caused an

L]

adverse sffect

If yes, where was # recorded?
d} Pre-iransfusion haesmoglobin
g} Post-transfusion hasmogiobin

iy Nursing noles

LI
0]

i) Medical noles

E

Developed by the Research Unit of the Royal College of Physicians
in collshoration with the British Blood Traosfusion Society, the Britsh Society for Haematology,
and the Royal College of Pathologists

Y5t Edition 188h October 1580
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‘ _ Ru43 Jic1]
B&@@E SEF‘{}SE@N AWX@NS
Hospital: Palient 1D: 3
Lovation: Ward:
1| piagnosis: £ | What blood components were given?
a) Red blood celis N
b} Platelets N
o} Fresh frozen plasma m
3 if red cells were given, did request for cross. | 4 Check of patient and donation identity before
match provide information, on the following? transfusion:
a) History of previous pregnancies | &) Was first signature jegible?
by History of previous transfusions DY Was second signature legible?
o) History of previous transfusion reactions
5 | Where was the transfusion started? 6 | Were the date & time of the start of the
ay Accident & Emergency department transfusion recorded for the following'?
by Intensive Care unit a) First unit " {Q
o} Operating theslre b} Supposedly implicated unit Ed Lxxj
oy Ward
g} Day ward
7 | Was the time of reaction recorded? 8 | Were donation numbers of all units {j}m
given on that day recorded? ¥
8 Was the donation number of the mm
implicated unit identified? +F
101 Indicate symploms § signs of rensfusion reaction:
a) Fever{rise >80 ] u fi Chest pain 7 discomfort m
b) Chills {1 o) Dyspnoea / difficult breathing n
o} Rigors m by Darkwine é:j
g} Hohing f rash Q i} Restlessness m
g} Back pain 5:]
111 were the following observations recorded during the transfusion?
ay Pulse mm
b} Blood pressure mﬁ
o} Temperature [;ié{ié

" Developed by the Research Unit of

and the Roval College of Patbologists
45t Bdition 16th Oclober 1585

the Royal College of Physicians

in collaboration with the British Blood Transfusion Rocisty, the Britigh Society for Haematology,
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AUDIT PROFORMA FOR MONITORING ACUTE
BLOOD TRANSKFUSION REACTIONS (cont)

Hospital: Patient ID: | | § §

Location: Ward:

12| How often were the observations recorded? | 13| Was a doctor informed?

]
£

a} Before the reaction 2 if yes, how soon afler the ‘ { - —
by ARter the reaction T % reaction?

141 Did the doctor see the patient? mg} 151 wWas any medication prescribed? B%
if ves, how soon after she vwas E § -~ mmsg a) Paracetiampl
informed? b} Antihistamine D
If rio, was advice given by telephone? LJLol o Diuretic ]
What type of advice was given? d} Hydrooortisone B
a; Cortdinue as before g} Adrenaline @
b) Slow drip rate f) Other ]

171 Was transfusion of a unit of blood E}

d} Discontinue transfusion
abandoned?

g} Other

el

L)
L]
¢} Stop and observe D
L]
L]

if yes, what volume of the unit had

16| was the doctor who gave the advice a mm been iransfused?

tologist
haema gist? ..18;; Wasg a subseguent unit given? gjm

If yes, how soon afier the L

if no, did s/he inform a haematologist? | hrs mins

previons it was shandoned?
““““““““““““““““ ‘ Yas the subsequent unil tolerated well? m@

TG BE COMPLETED IF TRANSFUSION WAS ABANDONED AND NO SUBSECUENT UNITS WERE GIWEN

19| Were blood samples taken? [ L1120 ] was a urine sample coliected? Ll
if ves, how soon after the reaction? é é hrs E 3?’53%?%‘ If ves, how soon after Hhe reaction? E ik E | ins
211 Was the unit returned to the m@ 22 | Presumed cause of reaction:

transfusion lab?

i yas, how soon afler the ansfusion

of the urit was abandoned? g hrs {mmi

231 vias the reaction reported

to any of the following ¥

LG
a) Hospital blood transfusion lab @@

b} Hospital Transfusion Commities

e} Transfusion Centre

{ Developed by the Research Unit of the Royal College of Physicians

in eollaboration with the British Blood Transfusion Society, the British Society for Haematology,
and the Roval College of Pathologists

1t Ediion 18h Oulober 1005
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AUDIT PROFORMA FOR ANAEMIC PATIENTS

NSFUSED WITH RED BLOOD CELLS
Hospital: Patient ID: 3 Q N
Location: Ward:

1 Under which of the following categories was  the patient admitied?

a} General medicine Zj g} Orthopaedics
1 Medical subspecialties {j f} Gynaecology
¢} Hasmatology B g3 Other (please specify}
d) General surgery D
2 Haemagﬁuhin conceniraton before fransfusion: gfd

3 sSymptoms & signs before ransfusion:

a) Tiredness
b} Angina at resi

g} Impaired conscigusness
h) Pulmonary oedema

g} Angina on exeriion
dy Dyspnoea al rest

) Perpheral cedema
B Cardiac arrhyvthmia

g} Dyspnoea on exertion ky Other {pleass specify)

O] E}WUQQ

CICCIEIEE

i Confusion of recent onset

4 Was the cause of ansemia known prior D{Z} 5 Véas the anaemis of more than
io transfusion? 4 weeks duration?
If yes, what wasiweres the cause{s)?

il
i

<

a) Acute blood loss N

b} Chronic blood loss ‘ E & Specify the type of blood product transfused:
o} Other ron deficiency E a) Whole blood B
) Malignant blood disorder E b} Red cell concentrate [3

e} Mepaloblastic anasmia

{W’i 7| Specify the number of units

f} Autcimmune hasmolylic anasmia

g Other {please spacify) j
5 | Duration of transfusion of 4 unit: €} 2-3hours N
a) <ihour (1 d) 3-nhours ]
b) 1-2hours (1 &) >nours N
21 \wasg hasmoglobin measured after ransfusion? E;:gi;j

If yes, specify hasmogiobin concentration after transfusion:

0} was diuretic given? , E;]Q

Developed by the Research Unit of the Royal College of Physicians
in collaboration with the British Blood Transfusion Society, the British Society for Haematology,
and the Roval College of Pathologists

st Eddlon 18 Ootober 1586
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[Rruas J(]

PatientiD: | | P
Location: Ward:
1| is the cause of anaemia known? L)l 2| Piease indicate which of the following

if yes, what isfare the cause(s)?

&) Acute blood loss

b Chronic blood loss

g} Cther ron deficiency

d) Malignant blood disorder

2} Megaloblastic anasmia

fi Autcimmune hasmuolylic anasmia

CICIJIUIE

g} Other {please specily)
E

sympioms the patient had bofors transfusion:
a) Tiredness
b Angina al rest
o} Angina on exerlion
g} Dyspnoea at rest
&) Dyspnioea on exertion
fi Confusion of recent onset
g} lmpaired CONSCIoUSNEsS
f} Pulmonary pedema
i} Peripheral cedema
i} Cardiac arrhythmia

A EEERENEEREEEN

checked before transfusion and
recorded clearly?

a) For each transfusion

b} Every 3 months

[l
L)

& Other {please specify
3 in the case of a child, was growth velocity reduced over at ipast 8 months? E(] I
4 1 Was pre-transfusion haemogiobin recorded? E:jé:;
if yes, specily haemoglobin concentration ) gi{iiém : . |
S 1 Is the patient’s red cell phenotype @m 8 | ix the hepalitis B status (HBs Ag) {:;;Q
recorded? recorded?
7 If there was no evidence of previous hepatitis 8 infection, was the patient immunised? Q[;E
8 | is the hepatitis C status {HCV antibody) 8 | &re liver function tests checked
recorded? E;}m every 3 months? E;:%‘}
10 Has any transfusion been associated with a fever [ vise »1°C | andlor rigors? @E;}
111 Is white cell depleted binod available? {3%
121 {5 the haemoglobin maintained within i:%; 131 Is the annual blood consumption @m
an agreed range? [ 10.5-14.5 gidl ] AR recorded? [ mikg ]
Mjfm Have the serum ferritin levels baen mm 151 is the serum ferritin >600ngh? i:

if yes,

a} Has desfervinxamine been starled?

by Has there been an audiological review?
¢} Has thers been an opthalmoingicos! review?

Developed by the Research Unit

and the Roval College of Pathologists
1 Edition 18t Oclober 1888

of the Royal College of Physicians

in collaboration with the British Blood Transfusion Soclety, the British Soclety for Hazmatology,
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Hospital: Patient iD: 3 ?
Location Ward:
1 | was the patient admitted because of m{; 2 | Yas the patient in hospital when the @ij
acute hasmorrhage? - naemorrhage occurred? :
Were the following noted In the history 4 | Were the following laboratory investigations
requested?
&} Full bood count {%

b} Coagulation screen
o} Group and save serum
g} Baseline bochemistry

3
taking
andior examination?

i

a) Pallor
o) Swealing
o} Fulse
dy Blood pressure
5 Was cross-natched blood ordered? & Wz the blood loss sstimated?
f yes, slate estimatad loss in lifres: E litres E 1
7 1 \Was a presumed cause of the xm 8 Was a central venous pressure fing [;3@
bleading recorded? placed during the admission? '
Were the following fluids given during 101 was a blood transfusion given? g}@

resuscitation’
T
i
Lol

a} Crystalloids {e.g. saline, Ringer's Eaczﬁaﬁe}
13 E i {»
W
M

by Colloids {8.g. Haemacce!, Gelofusing}
o) Human albumio solution
Were blood components given to treat lesions in the coagulation pathway?
Was the platelel count  >50 x 10° flitre? @%

b} Platelel concentrates

K
} Fresh frozen plasma E{Q
Was intermnational Normalised Ratio
(INR) >27 @% Was the platelet count <50 x 10" fitre?
Were the effects of the transfusion 131 Was emergency endoscopy
{within 24 hours) carried out EQ
if bleeding LI
from the G tract?

18

followed by INR andior platelet counts?

NN

a} During the episode
b} After the epl

Developed by the Research Unit of the Royal College of Physicians
in collaboration with the British Blood Transfusion Soclety, the British Society for Haemadology,
WITN4460007_0025
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Hospital: Patient ID: ! E
Location: Ward:

1 Were the following recorded in the patisnt's 2 How frequently were the observations made,

notes as part of the inital assessment of the {in minutes}? _
patient? L <15 ) 1530 | »a30
a) Mental state 1L a) Mental state
b} Pulse b} Pulse

¢} Blood pressure ¢} Blood pressure

4} ﬂ:entrai VENoUS Dressure d) Cendral venous pressure

&ior pulmonary artery &for pulmonary arlery
wadge pressure

g} Urine output

f} Skintemperalure

wedpe pressiure
@) Lirine outpuat
f} Skinlemperature

O O O
LI O O]

L]
[
L
Ll
[
L

3 Do the patient's notes lndicads thal 8 provislonal disgrosis of the cause of shook was made? @Q
4 1 were crystalioids {e.g. normal saline, Ringer's lactate) used for volume replacement? mm
if yas,
a) What volume {in litres) was given | by Were orystalioids used before any mm
during the first 24 hours? other fluid for volume replacement?
5 1 Were synthetic nolloids {e.g. Haemaces, m If yes, what volume {in litres)

Gelofusine) used for velums replacement? @ was given during the first 24 howrs?

g Was human albumin solution used for volume replacement?

if yos,
a) Was the serum albumin measured @m b} Was a reason for the use of mm
before the use of albumin? atbumin stated in the patient's notes?

i} I ves, whal was the ¢} What volume was given in the

serum atbumin level? first 24 howrs™?
7 1 Was a blood transfusion given? [;]‘L;j b} How m?m; units of red cel
f yes, voncerdrates werg given in
tha first 24 houwrs?

&) What was the haemoglobin

J— 6} VWhat was the hagmoglobin PR
tevel before the ransfusion gl | N {evel afier the ransfusion of gfd&
of red cells? red cells?

Developed by the Research Unit of the Royal College of Physicians
int collaboration with the British Blood Transfusion Society, the British Society for Hasmatology,
and the Royal College of Pathologists

188 Edition 16h October 1585
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ENT OF PATIENTS | Ruaa | 1]

A\GIC DIATHESIS

Hospital Patient il

Location: Ward:

1 is there 8 record that the patient was asked & | Where replacement therapy with blood

about recent bleeding from the following ¥ products has been given:
a2} Oral mucosa E;] a} If cryoprecipiate was given, was the
B Nasal mucosa S:] ‘ plasma fibrinogen level before g;] {;}
¢} Wounds f punclure siles fransfusion <tgfilre?
¢y Skin {bruising / purpura) bl I platelets wars glven, was the
g} Oplic fundi u:é platelet count before transfusion @@

. <80x10%itre
2 | are the following recorded in the past
X e} Was the response 1o trestment
medical history? mm

maoanitored by laboratory testing?

a) Dents! history

&) Genersl surgical history i heparin was given,
was it either; Standard B o LAWY m

&} Was g vase-oociusive complication

k]
k]

&
-
(.

¢} Forwomen; the obstetric history
d} Any history of unusual biseding

o L
if ves, pleass specify: identified and recorded? mm
By Was therapy monilored by @Eﬂ
laboralory tesling (KCCTY?
&) Family history of bieeding m 7 in severe thrombocoytopenia
3 | pDoes the drug histery include information due to marrow failure:
about the following? " a) Were hasmorrhagic manifestations mm
i Lot

a} Aspirn intake recorded daily?

[ L
b} Mon-stermidat ﬁngg‘,inﬂamaﬁﬂw drugs @% B Was indication for platelet ransfusion [‘]m
[l o

¢} Cther drugs documentiad on each ocoasion?

d Duration of freatment with sach dmg Eﬁm S} Was the p%mﬁiﬁt count before ransfusion Q@
<1x10%itre?

W ney, wats fever [ >39°C | an indication [‘Em
3

4 | Where a diagnosis of disseminated

inravascular coagulation has been made,

are the following recorded?
a) The likely trigger (underlying causes) éj;j
by Results of coagulation tests 5:;]%
¢} Resulls of platelet counts

d} Resulls of @ blood film m&@}
g} Whether above lests were repeated mm

for platelet transfusion’?
d} Was the haematoorit maintained g >0.30 during
the period of severs thrombocyloperia’? &]m
g} Were white cell depleted blood ‘
L]
components used?

Hyes: i} Was this because of previous

fubrile ransfusion reactions? ¥ L«&}

afis i Y
r reatment of the underying cause * ) Was this the standard procedure? w@

Developed by the Research Unit of the Royal College of Physicians
in collaboration with the British Blood Transfusion Society, the British Society for Hasmatology,
and the Royal College of Pathologiss
st Edition 18th October 1885
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AUDIT PROFORMA FOR THE USE OF BLOOD COMPONENTS

IN THE NEWBOI
Hospital: Patient ID: E
Location: Ward:

1 Where fresh frozen plasma was transfused to | 2 Where piatelets were transfused {o & neonate,

a neonpate, were the following documented? were the following documented?

a) Discussion with a hasmaiologist
by Coagulation soreen

8) Platelet count before transfusion
b} The reason for iransfusion

¢} Ths reason for transfusion o} Dose
dy Dose

g} The time for start and complation

d) Clinical response
gy Post-transfusion platelel count
of the transfusion i Were the platelets from:

f Clinical responss ) Random donors

g} Repeat coagulation soreen i} Platelel group-specific donors

3 Where cryopracipitate was bransfused to a 4 Whers a pedi-pack was requested, were the
neonate, were the following documented? foéllowing documentad?

a) Discussion with & haematologist 8} That sateliile pack came from a unit

b} Coagulation screen dedicated {o the recipient
¢y Fibrinogen level B The reason for transfusion
d} The reason for iransfusion £} The reason the infant was likely lo
gy Dose require multiple transfusions
fi Clinical response &) Volume of blood transfused

g1 Repeat coagulation soreen &} Haemoglobin before transfusion

hy Repeat fibrinogen level f) Hasmoglobin after ransfusion

ﬁw&imp&d by the Research Unit of the Royal College of Physicians

in collaboration with the British Blood Transfusion Seciety, the British Society for Haematology,
and the Roval College of Pathologists
15l Bdditlon 18th October 1985

WITN4460007_0028



POLICY FOR THE ADMINISTRATION OF BLOOD AND BLOOD COMPONENTS - JUNE 1999

University Hospital
Birmingham
BiES TRYSY

POLICY FOR THE

TION OF BLOOD

ADMINISTRA

AND BLOOD COMPONENTS

JUNE 1999

DATE FOR REVIEW: JUNE 2000

RAFT 2 ONLY (11 June 99)

University Hospital Birmingham NHS Trust - Clinical and Multidisciplinary Policies and Guidelines

WITN4460007_0029



POLICY FOR THE ADMINISTRATION OF BLOOD AND BLOOD COMPONEWTS - JUNE 1999

Section
Section 2
Section 4
Section 4
Section 8

Section &
Section 7
Section 8
Section §
Section 10
Rection 11

Section 12

REFERENCES

CONTENTS

Purpose of the policy
Accountability
Definition of a blood transfusion

Prescribing of blood

Patient Information

Obtaining a unit of blood from the blood bank
Checking procedure prior to administration
Equipment

infusion device

Pumps

Giving sels / filters

Blood warmers

Observations

Documentation

Disposal

Transfer of voused blood from other hospitals

Life - threatening emergency or O negative blood

Specific blood products information
Platelety

Fresh Frozen Plasma and Crvoprecipitaie
Human Albumin Selution

Local Variations in Practice

ACKNOWLEDGEMENRTS

WORKING GROUP MEMBERS

Universizy Hospital Birmingham NHS Trust - Clinical and Multidisciplinary Policies and Guidalines

Page 3
Page 3
Page 4

Page 4
Page 5
Page 5
Page ¢
Page 7

page 7
Page 8
Page 8
Page 9
Page %
Page 8

Page 10

Page 10
Page 11

Page 11

23

WITN4460007_0030



POLICY FOR THE ADMINISTRATION OF BLOOD AND BLOOD COMPONENTS - JUNE 1939

POLICY FOR THE ADMINISTRATION OF BLOOD &
BLOOD PRODUCTS

| PURPOSE OF THE POLICY

The Department of Health directive, “A Betier Blood Service” requires all NHS Trusts to have policies and
guidelings on the administration of blood and bloed products. This is an important aspect of patient care and
because of the complexity poses a significans clinical risk. This policy has been produced in order o manage
the risk and improve the quality of care io patients.

The risk incident system will be used as one mechanism o improve the standards associated with the process of
blood tranafusion. It is therefors vital that any nesr misses or ervors at any stage of the process are reported so
that lessons can be learnt.

| ACCOUNTABILITY

Medical Staff, Nursing Staff, Operating Bepartment Practitioners and sther Professionals Allied 1o
Medicing

All medical staff, nursing staff, Operating Deparumen Practitioners and other professionals allied to medicine
are responsible Tor ensuring that they rsad and understand the policy, that they teplement and adhere o the
policy and report any difficultics o their manager,

Porterine Staff

All portering stafl involved in the collection and delivery of bload products are responsible for ensuring that
they read and understand the policy, that they implement and adhere to that policy and report any difficulies 1o
their manager,

Laborstory Stall
Al Iaboratory staff are responsible for ensuring that they read and understand the clinical policy and are aware
of their responsibility (o provide appropriale and timely advice as required.

Ward Managers and Consuliants

To ensure the blood ransfusion policy 18 implomented and adbered to. and standards of care are monitored,

Divistonal Directovs, Divisiona! Heads of Nursing and Clinical Fractice Masagers

Tgo ensure that s16i7 are aware of the Blood Transfusion Policy and assist stafl 1o implement

Haosuital Transfusion Commitice

To support and advise on the Blood Transfsion Policy
To monitor compliance
To ensure the policy is regulated, updated, and complies with Local, regional and Mational requiremenis

University Hospital Birmingham WHS Trust - Clinical and Mubidisciplinary Policies and Guidelines

WITN4460007_0031



POLICY FOR THE ADMINISTRATION OF BLOOD AND BLOOD COMPONENTS - FUNE 1999

DEFINITION OF A BLOOD TRANSFUSION

A blood wansfusion is the administration of whole blood or a blood component directly into a vein

1 PRESCRIBING BLOOD

Positive identification of the patient is essential, based on -

11

- Questioning the patient by asking their surname, first name and date of birth in the

case of patienis who are judged capable of giving an accurate, reliable response.
Checking that the details on the patient’s identification wristband match those on the request fonm and
the answers o the questions above,
All patients including snconscions patients must have a patient identificadion number and
identification wristband including this number and the gender of the patient as minimum patient
identifiors. When additional identification details become avallable, the hospital blood bank must be
informed.
Accurate and complete Jabelling of the blood sample and blood transfusion request form are
vital {or the safety of patients.

The 4 key things to include are:
- A& EHospital Number,

Surngme

- First Name

- Date of hirth
1.2 The sample tube must be labelled snmediately afier the blood has beon taken by the
person taking the sample and signed by that persen. Pre printed labels should not be used as these are

more Hkely to result ininadequate patient identification. () "

% b

Where the paticnt’s identity 15 unknown the request form should state Unknown MaleFemale and the
AEE ! Adimssions Unit number miust be entered. 1t is alse imperative that the nomber used i3 able
to follow the patient and be recognisable later by other staff in othor clinfeal areas.

tad

L4 Vacotainer tube guides are available in every clinical area o inform stall about
the correct sample bottles 1o be used.

1.3 The request must specify the clinical indication for the transfusion, the type and quantity of
blood product required, and the time and date that products are needed, The reguest form must be
signed by the requesting praclitioner,

1.6 One person within the ward/dept. should communicate with the laboratory abowt
the urgency of the blood, The labormiory will inform the ward/dept when it s ready
for collection.
1.7 The blood transfusion must be preseribed by the doctor on an intravenous infusion chart, Inan

emergency situation, the prescription chart must be completed as soon as possible when the emergency
i under control,

University Hospiia) Birmingham NHS Trust - Clinical and Multidisciplinary Policies and Guidelines 4
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POLICY FOR THE ADMINISTRATION OF BLOOD AND BLOOD COMPONENTS - JUNE 1999

2 OBTAINING A UNIT OF BLOOD FROM THE BLOOD BANK

Biood Banks are situated:

Iad
PO

At Belly Cak Hospital in 8 Block, between Intensive Care and Theaires
At the Queen Elizabeth Hospital in the East side basement .
Desipnated blood fridges for departmenial use are situated in liver ITU, Cardiac ITU

2.2 The person collecting the blood must have a trust blood collection form (appendix 1} with the
patient's registration details to ensure they pick up the correct unit i 2 telephone request is ghen w a
porier to collect blood, the porter must be given the patient identification details so that hefshe can
write these onto 2 bisod collestion slip, and in addition should be given the location of the patient and
the degres of wrgency tha the blood or blood component is required.

33 On colbection, the biood bank register musi be completed with thelr nane, dais and
time of collection {rogisiers are kept by the Mood banks),

24 Onby one unit of blood should be waken out at any tme {escept for Theatres or in an emergency.
a.g. Accident & Emergeory Unit )

13 Cin arvival in the clinival area the person collecting the blood must ensure that a trained member of the
nursing siaff is informed that the blood has been delivered 1o the ward. Blood must not be feft on
wards without the nursing stafl being made aware that it bas arrived,

16 Blood may be returned 1o the fridges but must be accompanied by 2 comploted trust blood coliection
form. The lower half of this form requires details regarding how long the blood has been omt of the
fridge. Al unused blood should be retured 50 that i1 can be pecounded for, & unit of blood can only
be returned 1o the Blood Bank stock and relssued if no more tan 30 mdoutes had elapsed since it
Was '
signed out

27 Riood must only be stored in blood tansfusion rofrigerators and not in ward or domestic refrigerators.

iR Blue boxes are sometimes used for storing Mood and thelr use is determined by the
Iaboratory stall, The box usually has a coolpack in 8, which means a uni of blood can
be stored theve fore 3 hours, 1 there is no coolpack, blowd can only be stored in the
b for o masimum of 1 bour,

i9 The first unit of blowd 1o be infused must have a Transfusion Report form with &t
from the Blood Bank. This form details cach unit nusmber for that transfugion,
{appeudix 23

Ky PATIENT INFORMATION

L

R Blood transfusion must be treated like any other preseription, Lo, patients should be informed of the
indication for bood transfusion, 115 risks and benefits and have the right to refuse {6 However, signed
consent {5 not required an the time of writing the policy.

3

3.2 it is helpful to provide patients with an information sheet outlining the risks and benefls of blood
transfusion. Natonal Blood Service have produced a leaflet which should be kept on wards. Further
supplies can e oblained from the Haematology Office at QEH on extn 2479

University Hospital Birmingbam NHS Trust - Clinioal and Mubtidisciplinary Policies and Guidefines 3
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POLICY FOR THE ADMINISTRATION OF BLOOD AND BLOOD COMPOMENTS - JUNE 1593

3.3 Refosal of bloed oo religisus grounds

Adult patient’s wishes must be respected. A summary of the information given and ouicome of the
consuitation should be documented in the clinical noles.

4 CHECKING PROCEDURE PRIOR TO ADMINISTRATION

4.4 Dovumentation:
- Patient’s Metes (which may contain 2 blood group resull form)
- 1.V, Prescription chart.
- Transfusion Compatability Form

- Pnit of klood - front label (original, printed label) and back iabel
{generated by blood bank}.

- Patient's identification wnistband

The fotlowing must be chocked:

- The paticn’s hospital number, sumame, forename and date of binh,
- The patient’s blood group (ABO)

- The bood group of the umt 1o be uyanshised.

- The scrial number of the umt to be transfnsed

- The expiry date of the unit 1o be Uanshused

- Inspect the unit for evidence of leaks in the bag or an uimseal
colour of the blood,

4.2 The checking procedurs should be carried out by a regisiered nurse, operating dopartment practitioner,
professional allicd 1o medicine, or doctor who takes full sesponstbility for the correct administration of
the blood/biood product 1o the patient. This process may be chocked by another registered nurse,
doctor, operating department practitioner, professions] atbied to medicine, student nurse or medical
student on request.

4.3 This #s a three way cheeking process involving the blosd product, the compatubility form and the
patients identification band, The check should take place next to the paticnt prior 1o commencing
the transfusion.

44 The persons who have carried out these checks wust sign the Bluod Transfusion Report
form and the preseription chart
MB: Ususlly the patient’s blood group and that of the unit will be the same. Oueasionully, the
following variations might be seem
B A unit of Group O for » patient of any ABO group
i} A unit of Group A or B for a patient of Group AB

1) A uanit of Rh neg for a patient who s Rh pos.

Uiniversity Hospital Birmingham NHS Trust - Clinical and Multidisciplinary Policies and Guidelines f
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POLICY FOR THE ADMIMISTRATION OF BLOOD AND BLOOD COMPONENTS « JUME 1999

T 43 If any disprepancies not covered by a comment on the blood transfusion compatability form are found
during the bedside checking procedure, the unit of dood or binod component must nol be transfused.
Addvice on the subtability of a unit of bood should be soughy from blood bank.

4.6 If the wrong unit has been wollected @ must be returned to blood bank as soon as possible, the correzt
umnit should be collecied, and the incident reporied via risk mansgement using an incldent reporting
form.

] EQUIPMENT

3.1 Infusion Device

A peripheral or contral line may be used 10 administer blood using an aseptic technigque. Drugs showld
ngt be administered through the giving set of a blood transfusion - a separate ling must be wsed.

24
ad

Pumps

Electronic infusion pomps may damszge blood cells, and should not be used for the sdministration of
red cells unless they have been verified as safe to use for this purpose sccording 1o the manufacturers
instructions, All companies recommend using specified. nombered administration sets which can be
found in their product manuals.

k>0
% d

Giving SetsfFilters

& blood giving st must be used (o adiminister blood and blood products. These contain a 170 micro
wesh filter which i3 suitable for most ransfusions. Plaelets should not be transfused through giving
sets which have been used for blood. Special pasdiatric giving sets should be used for transfusions 19
infants, or a screen flter used if the yansfusion is administered by syringe. Separte white cell blood
filters are no longer necessary as all blood is lewradepleted at source,

Microagpregate Glters may be used as clinically indicated.

Belore transfusing blood, the giving sct should be primed with inravenous sadivm chlerdde 0.9% 10
pravent wasting blowd i€ ate gets in the lne on priming (oxcept (o pasdintrics), Blood must net be
transfused through & giving set that has contained other solutions. Desirose 3% nay cause
haemolysis. Calcium containing solutions may cause coagnlation. The sots must be changed every 12
hiours to avoid bacterial growth,

Blood Warmers

(=
B

The routine warnding of blood and blood products is aol recommended, as it is of lumited bepefit and 15
potentiatly dangerous, The use of blood warmers should only be used in centain circumstances when
prescribed {e.g. Acvident and Emergency, massive gansfusion)d. They should be in working order and
checked mepularly by medical englieers,

b OBSERVATIONS

6.1 Any patict recsiving a blood transfusics must be able 1o sooess their vurse call systom if their
condition allows An axplanation should be given 1o the patient to call for help should they feal
different or unwell, A patient informntion leaflet may be given if appropriste, A base Hing set of
temperatnrs, puise, and blopd pressure should be recorded before starting the transfusion.

6.3 For the first %15 minutes of cach unil transfused, the patient should be observed closely for evidonce
of & severe transfusion reaction see 6.6,

University Hospital Birmingham NHS Trust ~ Clinical and Muludisciplinary Policies and Guidelines 7
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POLICY FOR THE ADMIMISTRATION OF BLOOD AMD BLOOD COMPONENTS - JUNE 1999

6.3 Temperature, pulse and blood pressure recordings should be made after 15 minutes and documented.
Subsequent observations should be recorded at intervals, depending on the clinical condition of the
patient and the reason for the transfusion,

These must be recovded on the observation chart.

& A fluid balance record should be used if there is g clinical indication,

6.3 Minor reactions are common and include unexplained small rises in temperature
{to 37°), urticaria, rashes and headaches. The transfusion rate should be slowed, the
doctor informed and the patient monitorsd more closely.  Anti-pyretic or anti-histamine
drugs may be prescribed, For patienis having repeat transfusions, any reactions should
be clearly documented. The medical siaff should decide whether further investigation is requiced.

6.5 Serious Hazards of Transfusion {SHOT) should be reported using a SHOT form and the Trust Reporn
Form {appendix 2). Both forms give good information about the identification and management of
serious iransfusion reactions, Both forms should be sent o either the haematology laboratory or the
addressee, In the event of a suspecied haemolytic transfusion reaction e.g. pain at the site of infusion,
loin pain, chest pain, breathing difficulies, restlessness/ansiety, collapse, the transfusion must be
stopped and the doctor called immediately. The laboratory should be informed about any adverse
evenis and may give advice over the ielephone which should be documented and followed.

7 DOCUMENTATION

7.1 Documentation permits investigation of practics and identification of patients who have received
¢ertsin blood componenis

The blood transfusion compatability form must be readily available during the transfusion.

-4
foud

:-.E
e

A permanent record of the transfusion of blood and blood components and the administration of bisod

products must be kept in the medical notes including-:

» The blopd transfusion compatability form

= The sheet used for nursing shservations during the transfusion

s An eotry in the case notes, deseribing the indication {or the use of blood or bised components,
the date, the number and type psed, whether or not it achieved the desived effect and the
orcurrence and management of any adverse effects.

b DISPOSAL

8.1 A unit of blood should be staned within 30 minutes of removal from the “fridge and
be comgpleted within 3 hours of removal from the *‘fridge (because of the increased risk
of bactenal growth when kept at room temperature},

8.2 Blood bags should be disposed of in a yellow clinizal waste bag and retained for a full 24 hours before
ieaving the ward, This delay will facilitate finding and the returning of a bag should a delayed problem

QoTUr.

&3 All the giving set and sharp ends should be disposed of in the sharps box.

5 UNUSED BLOOD - TRANSFER OR RECEIPT

81 Blood or blood components may accompany patients during inter hospiial transfer, [ blood 15
received from outside the Trust the Blood Transfusion Laboratory must be contacted immediately to
confirm they are aware of il transfer. Blood should be stored in the nearest biped fridge as soon as
possible. New blood samples should be when from the patient and sent 1o the transfusion lab as soon
as possible. Further blood will be provided from the Trust laboratories and the transfer blood should be
returned to the blood bank. The transfer blood may be used while waiting for blood from the Trust.

University Hospital Birmingham NHS Trust - Clinical and Multidisciplinary Policies and Guidelines 8§
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POLICY FOR THE ADMINISTRATION OF BLOOD AND BLOGD COMPOMENTS - JUNE 18998

1 LIFE-THREATENING EMERGENCY

10.1  Ina life-threatening emergency, uncrossmatched blood that is ABO compatible can be obtained from
the laboratory within 5 minutes of secolving the patient's sample. If this delay is too long, 2 units of
emergency O negative blood are available in two places:

1§ Blond Bapk Selly Oak
it Blood Bank Queen Elizabeth Hospitad

WH: Use of this uncrossmatehed bioed is 2 medical decision made by the most senior Docter present. 11 iz
of paramount importange that the laboratory s informed when this blond Is used, because

B The stock will need replacing,
i1 A record will be made of whe the blood was used for.
iii} The Iaboratory stall will kaow 1hat an emergency cross-raatel will be arriving,

i1 SPECIFIC BLOOD PRODUCTS INFORMATION

ftd Phatelets
The shelf life of platelets is only 3 days therefore platelets are ordered for the hospital on a named
patient basis. A small smergency stock is maintained in the Blood bank on the Queen Elizabeth site.
Plauckets are issued directly from the labormory and should be used soon after arrival on the ward.
Platelets must be maintained af room femperaturs o function, therefore do not refrigernte.

i1.2 Frosh Frooen Plasma and Cryoprecipitate

The blood group of the patient should be koown before ordering. The Iaboratory stafl will seleet the
best matched product,

Both need 1o be thawed before use.  Allow 20 minutes when requesting from the laboratory,
Use jmmediately on arrival on the ward - preferably within 2 bours and st be used
within 4 hours of thawing.

i3 Thawing Fresh Frozen Plasma

In cases where FFP is defrosted a1 sward level, this may be done either in o water bath or a clean
clinical bowl. The water emperature should be below 37¢ 1o avoid denaturing proteins. The protective
cardboard can be removed o speed up thawing., however the outer plastic cover should net be remeved
1o preserve lepibitity of the labels and reduce bacierial contamination. The double wrapped pack
should be clipped 1o the side of the bowl when defrosting. Patient washbowls and ward sinks should
not be used a5 these bave been shown 1o barbour micro organisms .

fl4 Emcrgency use of FFP N
Group AB FFP may be used in an emergency in patiems before their blood group is avallable

Ufiversity Hosphal BIFnghan NHS TSt - Ulimcal snd Muliiistipliaary Polidics 3ad Guidelines 9
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POLICY FOR THE ADMINISTRATION OF BLOOD AND BLOOD COMPONENTS - JUNE 1959
12 LOCAL VARIATIONS IN PRACTICE

Some areas will have specific variations to the guidelines outlines above, These should be clearly documented
for all staff to understand and should relate 1o this document. The regular review of local information should
be the responsibility of one person.

These guidelines are supported by “The Handbook of Transfusion Medicine, 2nd Edition™
1996, HMSG, and the “Guidclines for the Administration of Bleod and Blood Components and the
Wunsgement of Transfused Patients™, British Commities for Standards in Hoomatology, 1899,

|13 AUDIT

Im collaboration with the clinical areas the Hospital transfusion Convmiltee will colinie information pertaining
o adherence 1o the Trust policy on tse admindstration of blood and blood components, Reports will be
cisculated to clinical arens,
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Abbreviagtions

FFP Fresh frozen plasma

MV Human immunodeficiency virus
HBW Hepatitis B virus

HOW Hepatilis C virus

HTLWV-1 Human { call lymphotropic virus 1
NAT Nucleio acid testing

TTH Transfusion transmitied infection
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Background

Fresh frozen plasma (FFP) is a blood component used to treat blesding by
providing clotting factors. In 1987-1898 year, 12,650 bags were used in the
Trust at a iotal cost of £317,200 (unit price £25). Al blood transfusion
including FFP is associated with risks, which include infection, and immune
risks. The area of rsk highlighted by the media is infection. The blood
service has been required to introduce new technology to further reduce the
potential risks due fo infection. Al blood will be filtered to remove white cells
{leucodepletion) and por based technology is being introduced to test for
Hepatitis C virus (HCV), The costs resulling from the new operations will be
devolved 1o usars mainly through red cell charges. Al the same time, the unit
cost of standard FFP will be reduced to £18.00. The trust is one of the largest
users of blood components in the country with a present spending on all
biood components of £2.3 million per annum. The projected cost pressure for
the Trust, which reflects the revised pricing, is £1.3 million. In addition the
Trust may need {o consider whether virucidally treated FFP should be bought
which will increase the costs by a further £828k but potentially reduce risks for
patients,  Commercial companies are presently actively targeting key
members of clinical staff to highlight the option of treated plasma. The aim of
this paper is to identify some of the factors, which should be considered
conceming the future purchase of plasma.

Storage, supply and pre-patient handling
FFP is stored within -30°C freezers. The freezers are situated within the
Haematology areas of the trust, Selly Ogk and Queen Elizabeth Hospitals.

Stock control and issue are supported by the pathology 1T system, Telepath.
The procedure permits an audit trail by linking the patient with the individual
blood components issued. In turn, each component is linked {o the individual
blood donor at the Regional blood centre. If a blood donor is later found to
have a viral marker than the recipient patient can be identified, counselled,
tested and treated.

Standard and treated FFP must be thawed under controlled conditions to
minimise the risks of bacterial contamination from water baths and io
minimise the loss of labile clotling factors, A recent survey within the Trust of
38 clinical areas has identified that non-laboratory staff throughout the Selly
Oak site defrosts FFP. The areas have been scresned by the microbiclogy
environmenial monitoring staff and the lemperature of the water recorded.
The implications of the survey are being analysed in order to draw up FFP
handling guidelines for the Trust,

Risks

infection in the UK, donors are tested for HIV, HCV, HBY and syphilis. The
numbers of patients in the Trust polentially infected by thise transfusion
transmitted infections (TT1) from FFP a year may be calculated using the
Number of transfusions and estimated risk figures (HMSO, 1888).  Note that
a molecular based technology to detect HCV will be introduced during the
next few months called NAT {nucleic acid testing). The impact of this testing
is shown in the table. The number of units of FFP transfused in the Trust

WITN4460007_0042



during the financial year 1997-1998 was 12,651, The estimated nsk for
different TTls from UK donors are shown below. The figures can be used to
gstimate thet the Trust will see a new case of HBV due to transfusion of FFP
on average once every 18 years,

Wirus Estimated risk Mumber of years
reguired for 1 TTHn
this category

HOW {Prasent) 1:200,000 15.8

HOW {(Post NAT) P @Al 810 7

HEV 1:200,000 15.9

HIWV 1. 2,000,000 158

Wrong blood 1o 1:30,000 0.6

wrong patient {50,000 transfusion

apsodes - all
componanis)

Other viruses may be transmifted by FFP, which could adversely affect
patients.  These include HTLV-T which s inactivated by solvent detergent
(S0} treatment.  Viruses such as Hepatitis A virug (HAV) and parvovirus 818
are not inactivated by any of the viral inactivation systems but these may be
neutralised by the immune neutralisation in pocled products.

Universal leucodepletion will be achieved by February 1988, Leucodepletion
was introduced in view of the theoretical risk of nvCJD in Europe and the UKL
All whotle blood will pass through & white cell filter before separation and
storage; te. all FFP will be filtlered.  lLeucodepletion has many benefits
including the reduction of cytemegalovirus and HTLV-1.

The risks of infection appear very low. The rigks associated with receiving the
wrong blood are much greater.  Risk maenagement must be directed
appropriately.  When considering the risks from infection, it should be
remembered that 50% of patients who have received & transfusion will be
dead within the year due to their underlying illness. The significance of any
infection may be considered proportional to the e expectancy, e.g. children
and young adults with polentially treatable diseases,

Non-infectious complications FFP is thought to be associated with adverse

reactions in 1% of transfusions with serious reactions in 0.1%. The effscts

are in part due to cellular debris, which will be removed by filtration in UK

standard products and imported plasma. Residual effects will still include;

« Circulatory overload '

«  Anaphylaxis associated with plasma proteins.  An example is due to
antibodies against IgA in IgA deficient patients.

»  Transfusion related acute lung injury (TRALD
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Alternative preparations

Solvent Detergent preparations. A commercially available source of pooled,
fillered, solvent detergent treated plasma is now available in the UK. The
product is advertised as Octaplas produced by Oclapharma Lid. The product
is issued as frozen plasma in 200mi packs with batch {o batch
standardisation. The unit cost is quoted as 44, The plasma source is Austrian
and German donors who meet European selection criteria. If the 3D process
fails then the risks associated with a8 pooled product are considerably greater
than that from a single donor product. The pooled product should confer the
advantages of immune neutralisation which s important for viruses such as
the Parvovirus B18. However, the manufacturers do not claim to prevent
Parvovirus transmission, which may cause bone marrow supprassion in some
recipients and severe fetal anaemia if given to pregnant women. Octoplas
claims to have a lower risk of cell-mediated or antibody-mediated adverse
reactions than untreated FFP or methylene blue FFP. Plasma proleins are
affected but this does not ssem to affect efficacy.  Assessment for liver
patients has faken place within the trust as a part of a mulii-centre trial. The
trial has demonstrated clinical efficacy with no adverse side effects. The
company literature indicates that the total clinical experience with Ocloplas is
gquivalent to 10 years use of FFP in the UK.

Methylene Blue treated FFP. Baxier, Fenwal division has marketed a system
of virucidal inactivation based on methylene blue combined with ultra-violet
lightt  The oxygen free radicals produced cause viral DNA and RNA
destruction. The system is designed to treat single units of FFP, Le. from one
donor, The product will reflect the variability of the donor in lerms of content
and volume, howeaver the product will meet the preseni specifications for FFP
{enclosed). The plasma is filtered for leukocytes before the viral inactivation
process.  Transfused plasma will contain methylene blue however,
statements concerning product safely for neonates, pregnancy and other
yulnerable patient groups have been provided by the company. Clinical
experience has involved more than 2.2 million units in Europe via the German
and Swiss Red Cross.  Baxter has indicated that it will introduce plasma
treated using this system from next year. The unit costs were not available at
the time of writing but it is anticipated that these will not be greater than

Octoplas.

Cost considerations for the Trust

The present blood component expenditure is £2.3 million. The cost pressure
based on present blood component usage due {0 the new national pricing for
1999/2000 is estimaied o be £1.3348 million. Approximately 50% of cost will
he due to red cells. The use and abuse of red cells in the Trust i3 unknown.

Standard plasma costs will fall ‘fmm;fzé tof18. A solvent delergent treated
plasma is available now ai@dh The additional cost pressure if we decided to
switch all plasma from standard virucidally inactivated plasma is estimated to
be £626.1k. The figure acknowledges the difference in bag size (200mi cf,
average 300mi}.
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Available strategies for the use of FFP
o Minimise transfusion overall risk by good clinical practice.  Use by
clinicians must be supported by evidence based indications. National
guidelines are available for the use of FFP (attached}. The present
practice in the Trust is unknown. Previous surveys have shown that FFP
- use can be safely reduced by up to 50% (Or S Knowles, personal
communication). Al patients receiving regular blood transfusions should
be vaccinated against Hepatitis B,

«  Continue with standard single donor FFP which will be leucodepleted by
January and NAT tested by spring 1998 reducing the residual risks
associated with LIK plasma.

» Use solvent detergent virucidally treated FFP, which is pooled from many
donors and is a standardised product. The trealed plasma inactivates
many but not enveloped viruses. A whole plasma pool may become
contaminated by a single donation containing HAV or Parvoviris B18.

« Wait for 8 single donor MBflight treated product next year,

= Use of treated plasma of either type could be Universal throughout the
whole trust or on Named patient basis. Both of these measures will be
undermined if patients are transferred from other health providers who
have a different policy.

Conclusions

The Trust is faced with unavoidable significant cost pressures related to red
cell transfusion products for 1999/2000. The -pressure might be reduced by
clinical audit and education. Treated plasma will be a further cost pressure
but will provide a degree of risk reduction. The risk for viruses has been
guantified and appears low but must be assessed In terms of potential
litigation costs. The risk may be considered imporiant for selected patient
groups but must be supported by all health care providers to maintain the

benefits for the individual patient.

Recommendations
1. The trust should decide on the approach to the use of treated plasma after

wide consultation.
2. Consultation should include clinical and patient user groups and legal

advice.
3. The present use of FFP in the Trust should be determined by each of the

user groups involved,

4. The trust should introduce a framework, which regularly reviews
transfusion issues and examines approaches 1o reduce unnecessary
transfusion costs.

5 Any body considering transfusion issues will need to work closely with the
Drugs and Therapeutic commities. ‘

6. Guidelines for the use of standard and trested plasma should be
established for future local use and audited.
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Statement _
The author is an employee of both the Trust and the National Blood Service.

The views expressed in the document are the author's own and do not
represent a formal statement by the National Blood Servige.

Attachments

Guidelines for the use of FFP

Pricing structure for 1888/2000

Blood expenditure for Trust 1987/1088

Review arlicle on Virus Inactivation of fresh Plasma by H Mohr, State of art
paper given at the 1888 ISBT mesting.

Commercial literature for Qetaplas and Pathinact MB Plasma.
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