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900,000 donors
4,415 transplants
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WHO ARE WE?

g9 12,000 tissue Implants Supporting the NHS
Diagnostic and 50% UK stem cell Lean expertise HR services Clinical R&D
" Therapeutic Services transplant market ’s.
40% NHS H&! testing market Y 512
Team of 750
Transport & logistics Supporting Specialist Haematology advice
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To find out more about NHS Blood and Transplant visit: www.nhsbt.nhs.uk www.blood.co.uk www.organdonation.nhs.uk




What are serum eyedrops?

AAutologous Serum ( Auto SE) : SE
Prepared from blood donated by
patients : First reported in the 1980s

A Allogeneic SE (Allo SE): Prepared
from blood donated from unrelated
voluntary blood donors , relatively
new.

In the UK, serum eyedrops are classed as
an unlicensed (O0Ospeciald
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Who needs serum eyedrops?

Severe dry eye disease

AMay be caused by:

Aut ol mmune di seases
Stevens-Johnson Syndrome)

Other immune ( Graft vs host disease)

Ocular injuries (e.g. chemical burns, post-laser eye
surgery)

Other medical conditions or medication
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Effects of severe dry eye disease

Extreme pain
Sensitivity to light
Eye infection

Loss of visual acuity

Management of severe dry eye
disease

r le ngrove Igcgd,@la/ifogn?ﬁrét;,remove the source

of the problem

I Use over the counter pharmaceutical
eyedrops

I Surgical options; punctal occlusion

Severe cases of dry eyes have a
maj or effect on p
life - If none of the other treatments

work, serum eye drops may be

considered




History of the Service 2003- 2014

U Study performed in Leeds

U Continued provision to trial patients; Service established

ey  Oxford, Bristol, Liverpool

U New patients referred through word of mouth, other centres T London, Newcastle,

J\_

U Donations at 4 Therapeutic Apheresis (TAS) units & 2 Blood donor centres (BD).
A0em U Processing done at local blood centres

U Dispensing centralised where clean rooms were available initially in Leeds, then
el Sheffield, Bristol and Colindale before moving to Liverpool in 2006

\_

U Donation sites moved from TAS to BD static sites.
U Processing centralised in Liverpool & Central Administration Hub established
U TES overall management responsibility -
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NHS
\Wh y AllOSE? Blood and Transplant

A50% patients are not healthy enough to donate enough of their own blood
AChildren cannot donate blood

A Poor veins, anaemia and adverse events such as fainting associated with
blood donation T may lead to exclusion

A Urgent treatment, hospital inpatients requiring treatment

APatients do not have to travel to donate blood

NHSBT CAN ADDRESS THIS UNMET CLINICAL NEED!!




How was the service implemented?

: ALiterature Review
SEUNINONCAGEARY A Fsiaplish clinical advisory group
ADevelop a business case

A Senior Management & Clinical Governance Approval
A Set up Project Board and Cross-functional Project Team
o e AConsult with regulatory authority

(2013-14) Almplement change process through Quality Management System

A Communication with internal & external stakeholders (leaflets,
newsletter)

ARegular activity monitoring
Monitoring AClinician satisfaction survey

APatient Reported Outcome Measures
recording

A Clinical outcome monitoring

(2014 Y )




1600

1400

1200

1000

800

600

400

20

o

2004

Improved Access to the Service

2005

2006 2007 2008 2009 2010 2011

2012

2013

2014

2015

2016

2004-2013 7 Figures for AutoSE only
20147 AutoSE for the whole year + AlloSE from July-
2015-2017 7 Figures for both

2017
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Consul tant Feedbacké.
Hello.Akila

Hope you:are fine. | just wanted to let you know that the allogenic blood worked like a charm and

the'epithelial defect has healed very well. Thanks for all your help

Kind regards
XXXXXX

Pati ent Feedbacké.

Buwr Mr B <o The oucwer aumsh
’[Mscnbed @w Rrathe --ﬂﬁe— d\m‘FS Thar use
has frowsfonued “tj oy Eisfendd. [ hope s
{@wﬁ Ry fus Spotuculor  Sernte rs il

Cevarmdhlodons A eoch ove Bd \\jm thﬂ\\‘
I Such T gfiicient Wi, And &5 wondrerfu) e
be olbe B Seak fo Ha Toom membes, who we

chirys toger o olp




Key Learning Points




Strengths Weaknesses

Established QM systems for blood Active components not defined

COI_I?Ct'On SIS No defined specification /standard
Ability to scale up to meet increased manufacturing protocols

demand due to access to voluntary :
blood donors Varylng regulatory approa(.:h
Link between hospitals and blood Labile | C°|d_ stor'a:qe required
services i easy access to service Lack of quality clinical data

Serum

. Eyedrops
Opportunities Threats

Interna_ltional collaboration to share Changes in the regu|atory framework
expertise (ABO/BEST) impacting on ability to provide the

Research and development service
Collection of clinical outcome data Healthcare funding restrictions
Changes in the regulatory framework




