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SaBTO

» Advisory Committee on the Safety of Blood,
Tissues & Organs (a DH expert committee)

» Advises UK Ministers and Health
Departments on the most appropriate ways
to ensure the safety of blood, cells, tissues
and organs for transfusion/transplantation

* Publishes advice and guidance, reports and
statements
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Background

In March 2010 SaBTO initiated a public consultation on patient consent for blood
transfusion

The consultation had the following key objectives:
— Identify the preferred option for recording consent

— Explore the potential operational impact of implementing a standardised form
of consent for transfusion

— Confirm what type of information patients should receive

Key issues identified in transfusion practice:
*Patients are not always given information on the risks, benefits, and alternatives to
transfusion, or the right to refuse transfusion
-Patients are not always made aware that they have had a transfusion
*Patients who are unaware that they have received a transfusion may go on to donate
blood when they should not
*There is inconsistent practice across the UK
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14 recommendations / 3 broad categories:

Clinical practice:
What should be done / hospital policy
Recommendations 1-6

Education:
To help support clinical practice
Recommendations 11-14
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RECOMMENDATION

ACTION

BY WHOM

TIMELINE

. Velid consent for blood
{ransfusion should be ctaned
and documented in the patients
clnical recorc by the healthcare
professional

Recommendaton to be included in all
0olicies for consent and blood
Tansfusion

Recammendaton is directed to all those
providing blood transfusion and managing

patients who may need fransfusion

Timeframe for implementation to be
agreed by each organisation's
Hospital Transfusion Committee
(or equivelent group)

2 There should be amodified
form of consert for long term
multiransfused pariens, details
of which shauld be sxolcitin an
organisation's consent policy

Recommendafion to be included n all
oolicies for consent and blood
Tansfusion

Recommendation is directed to all those
providing blood transfusion and managing

patients who may need transfusion

Timeframe for implementation to be
agread by sach organisafion's
Hospital Transfusion Committee
(or equivelent group)

3. Ther should be a
standarcised informeton
resource for clinicians indicatng
the key issties to be discussed by
the healtheare professional when
obtaining valid consent fom a
patient for a blood transfusion

Publication of an informatcn resource

0f the key issues to be discussed by the

nealtheare professional when obtaining
valid consent fiom a patient for blood
Transfusion

NHS Blood and Transplant
Appropriate Use of Blood Group

Informatcn resource fo be evailable
on the Better Blood Transfusion
Taclkitonthe UK Blood Transfusion
and Tisste Transplantation Services
website in Octooer 2011

www ransfusiongu delines.org

Action Plan

4. Petients who have received a
blood transfusion and who were
not able to give valid consent
prior to the transfusion shouid be
provided with informafion

| retrospectively

Recommendatan to be included in
o0licies for consert and blood
Transfusion

Recommendation is directed to all those
providing blood transfusion and managing

patients who may need fransfusion

Timeframe for implementation to be
agreed by sach organisation’s
Hospital Transfusion Committee
(or equelent group)

5.5aB70 consent viorking group
should produce cood practice
guidance to help identify the most
effactive way of providing
information retrospectively when
paients were unable o give prior
consent

Fubiication of good practice guidance
for provision of retrospective nformation
when patients were unable to give prior
consent for a dlood frarsfusion

SaBTO Blaod Trans‘usion Consent Group

Geod practice guidance for
provision of retrospective
information fo be available cn the
UK Blood Transfusion and Tissue
Transplantation Services vebsite in
October 2011

www, fransfusionquidelines org

6. There shoulc be a

stendard sad source of
information for patients who may
receive a transfusion in the UK

Fublication of generic information for
induson in each of the UK Blood
Services' patient information lzafiets for
blood transfusion

UK Better Blood Transfusion Network

Included in 2C12/13 work plan

7. The consent standard
developed by Health
Improvement Scotiand (formerly
NHS Quality Improvement
Scofland) should be adoptad
throughout the UK for consent for
bleod transfusion

Fublication of a standard for patient
consent for blood transfusion fer use in
the UK

SaBTO Blood Trans‘usion Consent Group

Consert standard to be available on
the UK Blood Transfusion and
Tissue Transplartaton Services
website in Cciober 2011

v fransfusionquidelines.org

8. The Care Quaity Commission
(CQC), NHS Lifigation Autnorty
(NHSLA) and equivalent
organisations in Northern Ireland,
Scotland and Wales should be
aware of the consent standard for
bleod transfusion recommended
by SaBTOD

SaBTO to promote awareness of the
recommended standard for patient
consent for blood transfusion with the.
CQC and NHSLA (and equivalent
organsation in Northern Ireland,
Scoflend and Wales)

SaBTO Blood Trans‘usion Consent Group

Lirk to corsznt standard on Better
Elocd Transfusion Tookit fo be
shared with relevant organisations
after SaBTC 2011 public meeting

Blood and Transplant

10 Depending on the role
envisaged for Healthwatch, the
potential role of patient groups in
providing active oversight should
be explored

Establish links with relevant patient
groups to enable them to be better
inormec and promate the standards
patients should expect when being
consented for rensfusion

The National Blood
Transfusion Committee in England Patiant
nvolvement Working Group

Included in 2011/12 work plan

11. UK Blood Senvices shoud
have an ongoing programme for
educating patients and the public
about blood transfusion as part of
their respeciive ‘Better Blood
Transfusion' straiegies

Programme for educating patients and
the public about blood fransfusion
should form part of the UK Blocd
Services Better Blood Transfusion
Teams' strategic plans

UK Better Blood Trensfusion Network

To bgincludec in 2012/13 wark
pans

9 A UK comparative aucit of
consent for transfus on should be
carried out, “acilitared by the
National Comparative Audit o
Elocd Transfuson (a
collzborative between the Royal
Callege of Physicians and NHS
Elocd nd Transplant)

A UK comparatve audit of patient
consent for blooc transfusion tc be
includad n the National Comparative
Audit work plan

National Comparative Audit of Blood
Transfusion Team

Included in 2012/13 audi: plan
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12. Use of

wny leamboodtransfusion org.uk
e-leaming package should be
promoted by fhz UK Blood
Services and Royal Collegas for
all staff involved in the blood
fransfusion process

Reference to the leamblocdiransfusion
edearning package should be included

inthe relevant Royal Colleges”
educational programmes

The National Blood Transfusion Committee
in England and equivalent greups in
Northern Ireland, Scotland and Wales

Cngoing action

13. Completion of

iy leambloodtransfusion org.uk
e-leaming package should be
included in all undergraduate
curticula. Reference to consant
for blood transfusion should be
included in the undergraduate
curmiculum s part of the leamng
objectives ouflined for the
principles of consen:

Reference to the leamblocdransfusion

edearnirg package and consent for

blood transfusion should be rcluded in

all relevant uncergracuate curriculum.

The National Blood Transfusion Committee
in England and equivalent greups in
Northern Ireland. Scotland and Wales

Cngoing action

14. The UK Befter Blood
Transfusion Netwerk should
explore te “easibility of
developing a new module specific
to consent and blood transfusion
as part of its 2011/12 work plan

Module on patiznt consent for blood
fransfusion to be included in the
leambloodtransfusion e-leaming
package

UK Better Elcod Trensfusion Network

Included in the 2012/13
learnbloodtransfusion eleaming
davelopment plan

Neénhar M1
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Let’s break them down.....
1

Valid consent for blood transfusion should
ne obtained and documented in the
patient's clinical record by the healthcare
nrofessional

Patient Blood Management Team




NHS

Blood and Transplant

2

There should be a modified form of consent
for long term multi-transfused patients, details
of which should be explicit in an
organisation's consent policy
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3

There should be a standardised information
resource for clinicians indicating the key
Issues to be discussed by the healthcare
professional when obtaining valid consent
from a patient for a blood transfusion

Patient Blood Management Team
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idrimery Commitben on the Sefeiy of
Elncd, Timwoos med frgans

GUIDANCE FOR CLINICAL STAFF
TO SUPPORT PATIENT CONSENT FOR BLOOD TRANSFUSION
e ™,

| Patient may require Blood | Blood Component Transfusion i

Fatients raceiving a blood transfusion (red cells, platelets or plasma) whether for a medical or surgizal cause should be
infarmed of the indication for the transfision inchuding risks, benefits and akematives. A record of this discussion should be
docurmented in the patient’s dnical records.

Ideally the decision to transfuse should ba made with the patient or parentearer in advanca of any planned transfusion.

\‘\In the emergency sefling, the imformation wil ne=d 1o be given relrospecively. |

II//-

| Prospective Information ﬂ\" |"/-F Retrospective Information \\"

Walid consent” shou'd be cbtamed pror to amy
planned transfusion and docurmenied in the
patient’s dincal record.

Patients treated in emergency seding whers it was
not possitle to obtain vabd consent pre-transfusion.

Patients who were iold pre-procedure (e.g. pre-
operatively) that they might require a ransfusion
then need to be mformed whether they did’dsd not

*walid censent entals the pevisien of Intameation on fsks, beneffs
and atzrratves avalakie betore asking e padent W ghee cansent
| Thisdaes not have b nchads & sigratene from the patient

1 . .
\ | recaive & transfusion. !
e - NG _ S
- R -
,-/ Key issues to be discussed when obtaining valid consent \\‘.

1. The following mformation should be discussed:
o Type of blood ! blood component

Indication for transfusicn

Benefits of the transfusicn

Risks of transfusion

Fossible albernatives to transfusion

How the transfusion is administered and the importance of comect patient identification
o Inform patent that following a blood fransfusion they can no longer e & blood donor.

2. Provide written information.

3. Check i patient needs time to consider or requires further information.

4. Dooument the discussion in the patient's dinical records.

& | %

- L= -
{ At discharge

o oooao

1. If patient has had a transfusion, ensure that they have beesn informed.

2 Pecord information about the transfusion in the discharge surmmary, also stating that the patient has been
l'h_ informed.

Version 1.1 December 2011

Resources

This guidance applies w the trarsfusion of all blood companents red cells, white cells. platelets, fresh frozen plasma &
cryoprecipitate] and should be u=ed by healthcars orgarisations w strengthen the corsent processes aready in place.

Spedific guidance should alse be used o ensure that altematives have been considered for blood and blood
components e.g pre-operative iren therapy, intra-operative cell salvage where appropriate for avoidance of red cell
transfusion and prothrombin complex concenfrate in place of FFP for warfarnin reversal.

Adwverse ewents

Clinical teams involved with the prescribing and administration of blood and componants must be aware of adverse
events that can be associated with frarsfusion including prompt recagnition and management (g shotgiorg) These
mclude:

Incomect Blood Camponent Transtused (ECT) Inappropriate, Unnecessary, UndenDelayed Transfusion (lanal)

Aruiz and Hasmolstic Transiusion Reacans [ATR and HTR) Transfusion-Tranemitiad Inection [TTI)

Transashon-Aesocisted Oreulatory Cveriad {TACD) Transtusion Assocated Acule Lung Injury (TRALL)

Transtuzslon-Associaled Dryspnosa [TAD) Transfuslon Azsoclated Graft-versus-Host Diseass (TA-GHHD]

Post Transfusion Punpura (FTP)

Cliniciars should refer fo the HPA website (www hpa org uk) to get the latest mformation on the rsks of transmissible
mfections. Current guidance from the HPA states that the risk of getting hepatitis from a bloed transfusion in the UK is
currently (January 2011) about 1 in 670,000 for hepatitis B and 1 in 83 million for hepatitis C. The chance of getting HIV
(Human Immuncdeficiency Virus) infection is about 1 in 5 milion er HTLV (Human T-Lymphobropic Vires) infection is
about 1in 18 million.

Although the risk of getiing variant Creutzfelds-Jakeb Disease (wCJD) from 3 blood iransfision is probably very low with
a single blood transfusion, the risk of any infection wil increase with each addifional blood component.

Lemg-term fransfusion-dependent patients

Leng-term transfusion-dependant patients will need modified consent. This should where possible incluge an infial
discussion at the start of a transfusion regime with a regular update including appropriate information regarding the
bensfits and risks of fransfusion and spaciic relevant issues 2.9, inon overload, nisk of alloimmunisation including
hazmalysis risks (red cells) and platelet refractoriness [HLA anfibodies), infective risks and other transfusion reactons.

Cither information

\Where neaded, patients should be provided with confact details of key spedalists for further discussion around blood
transfusion issues relevant io feir specific clinical dagnosis e.g. hospital ransfusion practitioner, kocal haematolagist or
cther clinician such as anaesthetist, surgesn or chshetrician.

The Trust website can be wsed to provide information for patients about consent and safe blood transfusion.

Useful websites A Tanssienuidaines 2 L A D109 C K
Wk Ths Ueendtons BoadHrarany s WA TNEnea NI org W SEtuk o
i s B AV EQD SC Ukig ng EEE'
Patient information leaflets are available from :gay ngeots plood co uk
Version 1.1 December 2011
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The consent standard developed by Health
Improvement Scotland should be adopted
throughout the UK for consent for blood
transfusion

Patient Blood Management Team
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Advisory Committee on the Safety of
Blood, Tissues and Organs

Consent for Blood Transfusion
Standard Recommended by SaBTO

The following standard, extracted from the NHS Health Improvement Scotland blood
transfusion clinical standards, specifically relates to consent for blood transfusion.

SaBTO recommends its use in clinical practice throughout the UK.

Standard Statement
The decision to transfuse is made following consideration of the potential risks and benefits
of, and the alternatives to, transfusion. Where possible this is discussed between the

clinician and patient (or their legal guardian) in advance of transfusion.

Rationale

- Treatment options (including valid alternatives to transfusion) should be discussed with
the patient.

- Valid consent to treatment is an absolute requirement in all forms of healthcare.

- The principles governing the requirement for explanation and discussion, obtaining the
patient’s consent and documenting this information in the case record are the same for
the transfusion of blood and blood components as for any other therapeutic

intervention.

Essential Criteria

- The patient’s records contain evidence that the reason for transfusion of blood or bloocd
components has been explained and discussed with the patient. This includes
discussion of valid alternatives to transfusion and the option to refuse.

- Leaflets explaining the risks and benefits of, and alternatives to, transfusion are readily
available for patients who may require to be, or have been transfused.

- Where pre-transfusion discussion is not possible (e.g. in an emergency) there is a
system, compatible with the patient’s clinical needs, to investigate and act in
accordance with the patient’s treatment preferences. This includes compliance with an
advance decision document.

- When pre-transfusion discussion has not taken place, the reason for transfusion (based
on risks and benefits) are discussed with the patient and written information offered

retrospectively.

October 2011

Background

During 2010, SaBTO ran a consultation exercise looking at consent for blood transfusion
in clinical practice. This consultation process resulted in the production of a number of
recommendations, including the adoption of the NHS Healthcare Improvement Scotland

consent standard for blood transfusion.

Context

NHS Healthcare Improvement Scotland is a health body with responsibility for supporting
healthcare providers in Scotland to deliver high quality, evidence-based, safe, effective
and person-centred care; and to scrutinise those services to provide public assurance

about the quality and safety of that care.

Building on work previously carried out by NHS Quality Improvement Scotland and the
Care Commission, NHS Healthcare Improvement Scotland’s vision is to deliver
excellence in improving the quality of care and experience of every person in Scotland
every time they access healthcare.

In July 2005, following a detailed scoping exercise, which formed the evidence base for
transfusion standards development, a project group was established. In September 2006,
following extensive consultation, their Clinical Standards for Blood Transfusion' were

developed and published.

Reference

1. NHS Quality Improvement Scotland. Blood Transfusion: clinical standards. 2006
Available at :
www.healthcareimprovementscotland.org/system_pages/published_resources_search.as
px?source=pubform&ty=313&t=3148&q=

October 2011
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The Care Quality Commission (CQC) and
NHS Litigation Authority (NHSLA) and
equivalent organisations will be made aware
by SaBTO of this consent standard for blood
transfusion

CQC: Essential Standard 2
NHSLA: Standards 5.3 and 5.8
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A UK comparative audit of consent for
transfusion should be carried out,
facilitated by the National Comparative
Audit of Blood Transfusion

Royal College  National Comparative Audit m
of Physicians of Blood Transfusion Blood and Transplant

s
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National Comparative Audit on consent to
be led by Dr Shubha Allard

Data collection will commence Autumn 2013
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Depending on the role envisaged for
Healthwatch, the potential role of patient
groups In providing an active oversight
should be explored
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There should be a standardised source of
iInformation for patients who may receive
a transfusion in the UK

« There is a list of key points that all UK countries should include
In adult patient information leaflets

 Patient Information Leaflets can be found at:
http://hospital.blood.co.uk/library/patient information leaflets/leaflets/index.asp

Ordered via: ww3.access-24.co.uk

User name and password can be obtained via your RTC Administrator.

* Further patient information can also be found at:
http://www.blood.co.uk/about-blood/information-for-patients/

Patient Blood Management Team
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Patient information leaflets

« Why blood transfusions are needed
« Alternatives to transfusion

« What the patient can do reduce the need
for transfusion

« Safety of transfusion, including risk of
Hep B, Hep C, HIV and vCJD

« How they will feel during the transfusion

Patient Blood Management Team
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Patients who have recieved a blood transfusion
and who were not able to give valid consent prior
to the transfusion should be provided with

Information retrospectively

Patient Blood Management Team
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SaBTO consent working group should produce
good practice guidance to help identify the most
effective way of providing information
retrospectively when patients were unable to give
prior consent

Patient Blood Management Team
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Consent for Blood Transfusion

Retrospective Patient Information — Good Practice Guidance

Executive Summary

The provision of refrospective information for patients who were not able o give valid

consent prior to a bloed transfusion is important for three main reasons:

- To ensure patients are awars of the treatmant they have recsived and informed of
any associated potential risks relating to transfusion

- To ensure patients who have received a transfusion know they are no longer eligible
to donate blocd. Patients who are not aware that they have received a transfusicn
may subssguently go on to donate when they should not

- To reassure some patients who may think that they have received a transfusicn, for
example during surgery, when they have not.

This guidance has been produced to assist aorganisations to establish mechanisms o

ensure that refrospective information is provided to those that nead it. A process

flowchart (figure 1) helps to identify which patients should be given retrospective

information.

Background
Curing 2010, 5aBTO (the Advisory Committes on the Safety of Blood, Tissuss and
Cirgans) initiated a public consultation process to review the options for undertaking wvalid

consent for blocd transfusion and the potential operational challengss involved.

Twao key recommendations resulting from this consuliation process were:

- Valid consent for blood transfusien should be obtained and documented in the
patient's clinical record by the health care professiona

- Patients wha have received a blood transfusion (red cells, platelets, fresh frozen
plasma, cryoprecipitate or granulocytes) and were not able to give valid consent

befora the transfusion should be provided with retrospective information.

A 5aBTO Consent for Transfusion sub-group (appendix 1) was established o look
specifically at the provision of retrospactive information and fo produce this good practice

guidanee for healthcare professionals.

Figure 1: Retrospective Information Flowchart

Autologous
{own blood)

Inform the
patient that they
received their
own blood and
did not need
donated blood

Was the patient
tald pre- M Has the patient
procedure that = received a blood
they might nesd transfusion?
a blood
transfusion? Yes
Mo Yes
L
Was the blood
Mo further Inform the auto ogous or
action patient that allogensic?
nesded they have
nof received Allngeneic
a blood {donated blood)
transfusion ¥

Has the patient
already received

nformation
pre-transfusion?

e.g. pre-
operatively
Mo Yes

Inform the patient that they
have received a blood
fransfusion and that they
are no longer allowed to
donate blood. Provide
details of the risk of
Transfusion Transmitted
Infection (TTI} and allow the
patient time to discuss and
ask guestions. Provide the
patient with a retrospective
nformation leaflet

Inferm the patient that they
have received a blood
fransfusion and that they
are no longer allowed to
donate blood. Check that
the patient is happy with
the information they have
received and provide the
patient with a retrospective
infarmation leaflet

N

-

Complete patient
discharge list and
nform GP
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* The majority of blood transfusions go to
elective patients where there Is time to discuss
transfusion and the alternatives available

* |t Is very important that you find time to give
your patient a leaflet and discuss with them
the risks and benefits of receiving a blood
transfusion

Patient Blood Management Team
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UK blood services should have an ongoing
orogramme for educating patients and the
public about blood transfusion as part of
their respective Better Blood Transfusion
strategies

Patient Blood Management Team
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Patient Blood Management

« PBM initiative was launched in June 2012
 PBM is a multidisciplinary, evidence-based
approach to optimising the care of patients who
might need a blood transfusion. It puts the patient
at the heart of decisions made about blood
transfusion to ensure they receive the best
treatment and avoid the inappropriate use of blood
and blood components

Further information can be found at:

under ‘National Blood Transfusion Committee’

Patient Blood Management Team
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12. LearnBloodTransfusion e-learning should
be promoted

13. The feasiblility of developing a module
specific to consent should be explored

A module on consent has been developed and is now available
on the LearnBloodTransfusion website:
www.learnbloodtransfusion.org.uk

Patient Blood Management Team
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* Completion of the LearnBloodTransfusion
e-learning package should be included In
undergraduate curricula

o The Iearnmg objectlves for the prmmples
of consent should include consent for
blood transfusion

Patient Blood Management Team
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Local Web-based
Resources Resources
 Transfusion Practitioner www.transfusionguidelines.org
« Hospital Transfusion ww3.access-24.co.uk
Committee http://hospital.blood.co.uk
* YOUR Trust Transfusion www.blood.co.uk

policy
« The NHSBT Patient Blood
Management Team

* Regional Transfusion
Committee

Patient Blood Management Team
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Discussion

* What else can be developed / done to
help facilitate implementation of the
recommendations on consent?

* Are there any lessons to be learned from
others in the room?

Patient Blood Management Team
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The Key to Informed Consent
is Communication
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Will | need a blood
transfusion?

Patient information

Patient Blood Management Team
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Biood and Transplant

Will | need a platelet
transfusion?

Patient information

Patient Blood Management Team
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Information for patients who
have received an unexpected

blood transfusion

ould be read alongside the MHS Blood and Transplant
leaflet WWill | need a blood transfusion?

While you were In hospital, It became necessary for you to recelve a blood
transfusion. Thare are many reasons why patients may need a transfusion,
some of which are discussed In the attached leaflet. However do pleasa
ask a member of your healthcare team about why you needad a blood
transfusion. They will be able to answer any questions about It.

Are blood transfusions safe?

s, the rik that a blood trarsfusion may make you Il & wery low. Mare
Information about any potential iInfection risks, and all the measuras that are
taken to ersure your safety, k& Included In the attached leaflat Will 1need a blood
fransfsion?’.

I'm a blood donor. Can | still donate?

As 3 precautionany measure to reduce the risk of transmiting vanant Creutzfeldt-
Jakob Deease (WCIDY), people who have received a blood transfusion since 1980
are ot cumantly able to donate blood.

Do | need to tell my doctor?

The hospital should Indude Information I the discharge letter to your GF to tell
them that you have had a blood transfusion, and to explain why It was camed
out. The hospital should give you a copy of this letter; If they don't, you can ask
the hospital fior a copy

Patient Blood Management Team




