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North East Regional Transfusion Committee
Confirmed
NORTH EAST REGIONAL TRANSFUSION COMMITTEE

Meeting at

Lecture Theatre, NHS Blood and Transplant, Newcastle upon Tyne
Wednesday 2nd March 2016 @ 13:30

Present:

Aimi Baird (AB) 
Transfusion Practitioner, Newcastle

Tina Biss (TB)
Haemostasis and Thrombosis link, Consultant Haematologist, Newcastle

Dave Bruce (DB)
RCI, NHSBT

Vaughan Carter (VC)
Head of centre, NHSBT

Jill Caulfield (JC)
Technical Manager for South of Tyne Laboratories
Robin Coupe (RC)
Customer Services Manager, NHSBT

Tom Creasey (TC)
Haematology SpR

Joanne Curly (JCu)
Ass. Transfusion Practitioner, North Tees and Hartlepool

Anne Davidson (AMD)
Patient Blood Management Practitioner, NHSBT
Allistair Dodds (AD)
Consultant Anaesthetist and Chair of HTC, Sunderland - Chair
Chris Elliott (CE)
Haematology Directorate Manager, South Tees

Martin Maley (MM)
RCI, NHSBT

Susanna Mathew 
Consultant Haematologist, Sunderland

Gillian McAnaney (GMc)
Ass Transfusion Practitioner, CDDFT

Janice Robertson (JR)
RTC Administrator, NHSBT - Minutes
Yvonne Scott (YS)
Transfusion Laboratory Manager, Newcastle

Russell Urwin (RU)
Transfusion Laboratory Manager, CDDFT
Marie Walker (MW)
Biomedical Scientist, North Tees and Hartlepool

Karen Ward (KW)
Transfusion Laboratory Manager, Northumbria

Luke Winn
Haematology SpR

Apologies:
Sara Avery (SA)
Transfusion Practitioner, Newcastle

Vicki Davidson (VD)
Transfusion Practitioner, South Tees

Dave Dawson (DD)
Issue Manages, NHSBT

Peter Douglas (PD)
Consultant in Emergency Care and Chair of HTC, Northumbria
Martin Howell (MH)
Consultant Clinical Scientist, Head of H&I Laboratory, NHSBT

Adil Iqbal (AI) 
Consultant Haematologist and Chair of HTC, CDDFT 

Emma King (EK)
Transfusion Practitioner, North Cumbria

Henning Pauli (HP)
Consultant Anaesthetist and Chair of HTC, Newcastle 

Dianne Plews (DP)
Consultant Haematologist and Chair of HTC, South Tees
Lianne Rounding (LR)
Training Co-ordinator, NHSBT

Karen Simblet (KS)
QA Manager, NHSBT
John Sutton (JS)
Transfusion Laboratory Manager, Cumbria

Jonathan Wallis (JW)
Northern Regional Haematology Group Representative

Sue Wardle (SW)
Blood Conservation Lead, Transfusion Practitioner, South Tees

Chris Williams (CW)
Consultant Haematologist, Northumbria

Jonathan Wyllie (JWi)
Consultant Neonatologist, South Tees
There was no representation from North Cumbria 
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15.
	AD welcomed the group and noted changes in NHSBT staffing (Consultant Haematologist and Patient Blood Management Practitioner).
PRESENTATIONS

Novoseven
Presented by Tina Biss
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Group agreed to move to reduction of stocks (2 doses at trauma centres and 1 dose at other hospitals) with a loan and restocking system to be used in the region.
AD to set up a working group to progress this.
Where does plasma go?
Presented by Tom Creasey
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MINUTES OF PREVIOUS MEETING 04.11.2015.

Minutes confirmed.  Can be posted on website.

Matters arising
· Regional protocol for major haemorrhage packs, 4:4:1.  
YS awaiting amendment to BCSH guideline re: Pre Thawed Plasma – expectation to extend to 120 hours by April 2016.  This may lead to other Trusts moving to holding pre thawed FFP.
· Competency assessment of FY1 and 2 doctors in administration of blood components.  AD to contact Jonathan Wallis for clarification.
Blood Component use by RTC

[image: image3.emf]Issue data RTC  Mar  2016.pdf


Serological differences in different patient populations reflected in regional figure for O neg issues, group felt this should be noted on national figures.
Hepatitis E PCR negative blood components

[image: image4.emf]Hepatitis E.pdf


HEV and shared care – The Newcastle Trust (NUTH) are planning to use the current special requirements notification form to inform hospitals of any shared care patients. It must be noted that NUTH laboratory services will only be able to inform local Hospitals if identified by their clinical team. This form has been modified to accommodate HEV requirement and the clinical team have been advised to list the local hospital for the patient.

A modified notification form is with the regional foetal team to notify local hospitals if an IUT has been undertaken. This form will be kept in the maternal hand held notes until the birth of the baby at which time it is hoped that the clinical team will complete and send to the local blood bank so that any special requirements (e.g. irradiated) can be supplied if required.  
Identification of Solid Organ Transplant patients – a potential system is in place (form to be completed at listing).  Roll out will be dependant on funding at Newcastle University Hospitals Trust which is still under negotiation.  The Institute of Transplantation has adopted a modified protocol based on SaBTO recommendations but differing in the duration of quarantine from Hep E negative components.
Problems envisaged due to no communal IT system.  AD to write to HTC’s requesting the subject be added to HTC agendas. 
Include in the HTC report for next RTC meeting.
Reports From HTC’s
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Progress with supply chain modernisation
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NHSBT Quality 

MHRA visited NHSBT on 23rd – 25th Feb 2016.  

Two inspectors – Vivian Rowland was the Lead, and Steven Grayson was in attendance as a trainee.  The inspection went well, and the inspectors were very complimentary about the site and the staff.  They raised 1 major and 7 others:
· The Major was in regards to control of materials.  This comprised of four separate elements:

· Questions were raised around the humidity specifications of our Computype labels

· The goods in checking

· No checks on site of manufacture of received goods/supplier list

· Local labelling and quarantine 

· The 7 others are ctegorised as:

· Computerised systems management and the control of data integrity

· Facilities and equipment

· Validation

· Documentation

· Deficiencies in labs

· Donation Sessions

· Adverse Event procedure.
Haemostasis and Thrombosis matters
· Due to an antidote for Dabigatran (Idarucizumab) now being available, the  ‘Guide to the management of bleeding and urgent surgery in patients taking a direct oral anticoagulant’ protocol has been updated and circulated. AD suggested the NE RTC conduct a survey re: usage.

· Newcastle Trust is moving toward using Beriplex for warfarin reversal without consultant approval. 
· Blood Conservation /PBM working group
A resource file for ‘Single Unit transfusion resources’ has been produced and circulated to TP’s.
EDUCATION AND TRAINING

11.1  RTC Study Day 2016 
· Tuesday 11th October 2016, Venue: The Durham Centre.

· Title - Managing major haemorrhage.
11.2 Nurse Authorisation Education Event - Feedback
· Thursday 25th February 2016, Venue: NHS Blood and Transplant
· Very well evaluated.
11.3 Student Nurse Education Event - Feedback

[image: image7.emf]Student Nurse  Transfusion Event.pdf

 

11.4 Scientific and Technical Training
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AUDIT      
12.1 National Audits
  NCA PBM in surgery audit reports are available at  www.nhsbtaudits.co.uk
REPORTS FROM RTC GROUPS

13.1 Transfusion Practitioners Group: Meeting cancelled due to number of apologies
Assistant Transfusion Practitioners Group: Presentation on a patient who received 80 blood components
13.2 Newcastle Blood Centre Users Group 
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13.3 MHRA Blood Consultative Committee  
No update, next meeting will be at end of March
13.4 NBTC Laboratory Managers Group

[image: image10.emf]NBTC Laboratory  Manager Group.pdf

 

KW to feed back comments re indication codes, from the ‘Where does plasma go?’ survey.
AOB
· CE.  TEG now 24/7 in the South Tees laboratory, with live feed to clinical areas 
· AD asked about near patient testing systems for haemoglobin estimation in the context of single unit transfusion protocols.– South Tees are evaluating Hemocue and Newcastle use smaller (paed) tubes

· AD.  The NE RTC are interested in recruiting a patient representative, names of suitable candidates to be forwarded to JR. 
Date and time of next meeting
· 22nd June 2016
· 2nd November  2016
	Action
AD
JR
YS
AD
AMD
AD
JR
AD
KW

All
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Hepatitis E

1/2500 donor units
50% likelihood of infection

SaBTO recommends screened products (PCR
negative) in solid organ and stem cell
transplant patients.

NHSBT has produced enough PCR neg for
neonates.





Challenges

1) Identifying recipients — regionally & nationally.

2) IT systems (LIMS) - regional collaboration.

3) Acute leukaemia/aplastic anaemia pre transplant.
4) Blood ordering policy.

5) Other at risk groups e.g. chronic liver disease.
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NHS

Blood and Transplant
Core Skills & Knowledge in Transfusion

(NHSBT), the Organisation and Workforce

Development team provide education
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and training in all aspects of transfusion.

The courses listed here are open to hospital
staff.

Education and Training in Transfusion Science

Blood Centre Tour A basic overview of the NHSBT and Blood Centre laboratories.

Practical Introduction to Transfusion Science A five day course to provide basic theoretical information and
an introduction to routine practical techniques.

Specialist Transfusion Science Practice A five day course to provide more complex and specialist
level theoretical and practical information.

Advanced Transfusion Masterclass A one day interactive study day comprising of talks and case
studies, focussing in depth on one area of transfusion and /
or transplantation.

Education and Training in Transfusion Medicine

Non-Medical Authorisation of Blood A four day programme for senior nurses and midwives who
Components are working towards making the clinical decision and
providing the written instruction for blood component
transfusion

Essential Tra”Sf”SiO” Medid”? ?”d To meet the training needs of Specialist Registrars and
Intermediate Transfusion Medicine Clinical Scientists who are studying for RC Path part 1 exam.

(free to SpRs training in England)

RC Path Revision Refresher Course To Support specialist registrars studying for their RC Path
part 2 exam.

Dates may be updated or cancelled.

For the latest information, please visit: http://hospital.blood.co.uk/training/ or email learning@nhsbt.nhs.uk






Develop your skills and knowledge in Transfusion!

Education and Training in Transfusion Science at NHS Blood and Transplant, Newcastle upon Tyne

Blood Centre Tour

Newcastle
10/05/16
18/10/16

Practical Introduction to Transfusion Science

Newcastle
18-22/04/16
04-8/07/16
06-10/02/2017

Specialist Transfusion Science Practice

Newcastle
10-14/10/16

Advanced Transfusion Masterclass

Newcastle
23/11/2015

20 free spaces are currently available across the county, these will be allocated on a 1** come 1%

served basis.

Please note: All course should be booked via the Hospital and Science Website:
http://hospital.blood.co.uk/training/training-courses/

Dates may be updated or cancelled.

For the latest information, please visit: http://hospital.blood.co.uk/training/ or email learning@nhsbt.nhs.uk






Education and Training in Transfusion Science

Blood Centre Tour

Sheffield Filton (Bristol) Manchester Colindale Newcastle
23/02/16 18/02/16 21/04/16 04/03/16 10/05/16
22/03/16 06/09/16 18/05/16 18/10/16
21/04/16 12/01/17 26/07/16
17/05/16 07/09/16
16/06/16 30/11/16
. 26/07/16
Liverpool 18/08/16
20/10/16
24/11/16
20/12/16
Practical Introduction to Transfusion Science
Sheffield Filton Manchester Tooting Newcastle
7-11/03/16 25.29/04/16 23-27/05/16 29/02-04/03/16 18-22/04/16
24-28/10/16 20-24/06/16 18-22/07/16 18-22/04/16 04-8/07/16

26-30/09/2016

21-25/11/16
16-20/01/17

10-14/10/16

06-10/02/2017

Specialist Transfusion Science Practice

Sheffield
07-11/11/16

Filton
11-15/04/16
10-14/10/16

Manchester
25-29/04/16
12-16/09/16

Tooting
14-18/03/16
12-16/09/16

Newcastle
10-14/10/16

Advanced Transfusion Masterclass

Sheffield Filton Manchester Tooting Newcastle
23/02/16 Oct 2016 TBC 22/03/16 23/11/2015
Essential Transfusion Medicine
Filton Manchester Tooting

27/06-01/07/16
05-09/09/16

10-14/10/16
30/01/-03/02/17

22-26/02/16
06-10/06/16

Intermediate Transfusion Medicine

Filton
04-22/07/16

Manchester
08-26/02/16
06-24/02/17

Tooting/Colindale
13/06-01/07/16

07-25/11/16

RCPath Pre Exam Revision

Dates may be updated or cancelled.

For the latest information, please visit: http://hospital.blood.co.uk/training/ or email learning@nhsbt.nhs.uk






Filton

29/02-04/03/16

12-16/09/16

Manchester
14-18/03/16
05-09/09/16

Tooting
07-11/03/16
19-23/09/16

14-17/03/16

09-12/05/16

03-06/10/16

13-17/03/17 06-10/03/17 20-24/03/17
Non-Medical Authorisation of Blood Components
Filton Manchester Colindale Tooting

19-22/09/16

Please note: All course should be booked via the Hospital and Science Website:
http://hospital.blood.co.uk/training/training-courses/

Dates may be updated or cancelled.

For the latest information, please visit: http://hospital.blood.co.uk/training/ or email learning@nhsbt.nhs.uk
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Unconfirmed

Newcastle Blood Centre User Group

Present:

Meeting at

Lecture Theatre, NHS Blood and Transplant, Newcastle.

Wednesday 10" February 2016.

Sue Barnes (SB)

Helen Baxter (HB)

Ruth Chisman (RCh)

Robin Coupe (RC)

Christine Gallagher (CG)
Joanne Lawson (JL)

Nicola Main (NM)

Martin Maley (MM)

Janice Robertson (JR) - minutes
Erika Rutherford (ER) — presentation only
Yvonne Scott (YS) - Chair
Karen Ward (KW)

Denise Watson (DW)

Apologies:
Vaughan Carter (VC)
Jill Caulfield (JC)
Dave Dawson (DD)
Anne Duncan (AD)
Martin Howell (MH)
Karen Simblet (KS)
John Sutton (JS)
Anne Varey (AV)

No representation from North Cumbria, North Tees, Gateshead, South Tyneside or Sunderland

YS welcomed the group.

Presentations

RCI Developments — Reagents, Antenatal Screening, Fetal Genotyping.
Presented by Erika Rutherford

Trusts receiving requests from MHRA inspectors for independent certificates
of conformance, stating ‘traceable to international standards’ with logo. YS
to advise ER/RC which suppliers are in question.

KW informed the group that this issue is to be raised at the next NBTC
Laboratory Managers Group meeting.

New contract between Trusts / NHSBT required for fetal genotyping
screening and antenatal serology screening

NHSBT Training
Presented by Lianne Rounding

Blood Centre Tours — 10" May and 18" Oct 2016. These tours are free of
charge.

PITS — 18th - 22nd April (6 places available) and 4th - 8th July 2016.

More courses are scheduled for July 2016 and Feb 2017.

STSP — 10th - 14th Oct 2016 (5 places available). Good feedback from
previous event.

Advance courses — Scientific & Technical Training are willing to provide a 1
day event (topic to be decided) later in the year, expressions of interest to be
sent to Lianne.Rounding@nhsbt.nhs.uk

20 free spaces are available across the country, these will be allocated on a
1st come 1st served basis.

YS






10.

Minutes of previous meeting 07.10.15

e Minutes confirmed as true record. Can be posted onto website.

Matters arising

e Suggested survey of ‘Wastage of Platelets as a region’ to be discussed at RTC
meeting on 4™ March 2016.

Supply Chain Modernisation

Update given by Chris Gallagher

Concerns expressed by group regarding issue of shorter dated products, this could
increase wastage due to time expiry.

Customer Services
Update given by Robin Coupe
RC asked that groups feed back re: priorities

NHSBT Departmental Updates

RCI — Martin Maley

e |H1000 now up and running, gelstation is no longer in operation.

e Invitation extended to any interested Trust staff to visit RCI lab and request for
RCI staff to visit hospital laboratories to see how they work.

e MHRA inspection due end of February 2016.

e UKAS inspection at Newcastle on 9"/10" May 2016.

e Extended working day — 1 BMS plus 1 support staff member working from 5pm
to 9pm. RCI may call hospitals during busy times in an attempt to avoid
unnecessary on-call charges.

e Re-starting enrolling of patients for the AIR study, comment on reports stating
patient eligible for study, to be passed onto patient.

H&I — Ruth Chisman

e RC introduced herself as the newly appointed Laboratory Operations Manager.

Trust / Hospital Reports
Trust reports. pdf

Patient Blood Management Team
PBM Report
February 2016. pdf

NBTC Laboratory Managers Group

Feedback requested on:

e Indication codes — changes to the codes may impact on trust in the short term.
BCSH IT Guidelines have clinical code included and are asking for these to be
embedded into IT systems

e Bank holiday transport provision ~ — 1 delivery per day would be nice, but may
cause problems with reduced levels of staff receiving routine deliveries on bank
holidays, may incur costs

e DAT control cells — batch validation only

e UKTLC — unclear as to direction this is heading in. Staffing levels are an issue.

AOB

o Newcastle Transfusion Course (SPOTS) — Jonathan Wallis keen to keep going,
decision to be made in next few months. Official masters for TP may take over
from this in the future.

e SB toforward article from the Guardian re: rejected samples causing transfusion
delay with clinical impact on patient, for circulation to the group.

e HEV and shared care — The Newcastle Trust (NUTH) are implementing the
SaBTO guidance on HEV negative units and are planning to use the current
special requirements notification form to inform hospitals of any shared care
patients. It must be noted that NUTH will only be able to inform local Hospitals if
identified by the clinical team. This form has been modified to accommodate
HEV requirement and the clinical team have been advised to list the local

JR

All

SB






11.

hospital for the patient.

A modified notification form is with the regional fetal team to notify local hospitals
if an IUT has been undertaken. This form will be kept in the maternal hand held
notes until the birth of the baby at which time it is hoped that the clinical team will
complete and send to the local blood bank so that any special requirements (e.qg.
Irradiated) can be supplied if required.

Date and time of next meetings
Wednesday 11" May 2016 at 13:00
Lecture Theatre, Newcastle Blood Centre.
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Student Nurse Transfusion Event: 11 ™ January, 2016 — feedback.

The working group felt the event was a success but did identify a number of

suggestions to improve any future events:

e Use less abbreviations — (to review presentations to ensure abbreviations
are explained before going onto the internet)

e The Strange Case of Penny Allison — pause video to ask questions /
interact more with delegates

¢ Include more on the basic science of blood groups from the clinical point
of view (consider a doctor / nurse for this presentation) — nursing staff
need less on the crossmatching of blood products

In all there were 86 delegates registered, 11 cancellations and 27 no shows
giving a total of 48 delegates attending the event, 36 of the 48 completed an
evaluation form.

Janice will send a link to the presentations which will be available for
download from the North East Regional Transfusion Committee website in the
next few weeks to both the delegates and the university.

All delegates who completed the evaluation stated they would recommend the
event to a colleague.

The university would like us to repeat this day in the future.

HTN} { —-—-‘\"’_‘H‘TT?H"" bFa

Denise Watson
PBM Practitioner - Education

D.Watson Page 1 16/02/2016
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NBTC Laboratory Managers Group

Areas currently under discussion:

L.

Indication codes — an update to existing codes has been proposed —
we have been asked to canvas users for impact — some Trust’s include
codes on their request forms and have them embedded within their IT
systems — NE area view = minimal impact

Bank holiday transport provision — NHSBT have asked for views on
provision of routine transport on a public holiday — NE area view = one
journey per day would be useful though large routine orders could not
be accommodated due to staffing levels.

DAT control cells — the group were asked whether there was a demand
for NHSBT Reagents to produce a C3d control cell — NE area view =
most sites currently only use IgG and perform batch validation —
feedback from UKAS inspections would inform decision.

UKTLC — There is real concern nationally about the widening skills gap
and how the current MSC framework does not appear to be working.
The group are planning to come up with a plan to present to NBTC
which will then be forwarded to the DoH — any good ideas on how we
address vacancies, skills gap etc. are welcomed — NE area view =
concur with concerns and ability to recruit experienced staff.

The next meeting is due to be held on 11" March 2016 — the above views will
be reported back at this meeting. UKAS inspectors will also be attending —
any comments that you wish raised should be sent to
karen.ward@nhct.nhs.uk prior to the meeting.
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Blood and Transplant

NE RTC
Issue and Wastage Data

March 2016

Denise Watson, Patient Blood Management Practitioner






NHS

Blood and Transplant

Red Cell Issues since 2012/13

Red cell issues NE RTC

100000 92426

SEsde 85750

Number of issues

2012/13

Full year

2013/14 2014/15
Full year Full year
Year

2014/15 2015/16
Y-T-D (Jan)

YTD - Regional decrease of 4.6%, National decrease of 4.2%

Denise Watson, Patient Blood Management Practitioner






NHS

Blood and Transplant
O Neg % average for past 12 months — up to January 2016

Hospital Hospital Issues Trust Average %
Freeman 2336

17.6%
Royal Victoria Infirmary 1734
James Cook University Hospital 1904 14.0%
Sunderland Royal Hospital 834 9.5%
University Hospital of North Durham 670 10.8%
Darlington Memorial Hospital 569
University Hospital of North Tees 701

11.9%
University Hospital of Hartlepool 265
South Tyneside 330 10.1%
Cumberland Infirmary 551

12.7%
West Cumberland 897
NSECH 787
Wansbeck 197

14.9%
North Tyneside 155 9%
Hexham General Hospital 78
Queen Elizabeth 474 8.8%

Denise Watson, Patient Blood Management Practitioner






NHS

Blood and Transplant
Platelet Issues since 2012/13

Platelet (ATD) Issues NE RTC
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YTD - Regional decrease of 0.8%, National decrease of 0.9%

Denise Watson, Patient Blood Management Practitioner






NHS

Blood and Transplant

FFP Issues since 2012/13

FFP Issues NE RTC

15026

15077
16000 14253

Number of Issues

2012/13 2013/14 2014/15 2014/15 2015/16
Full year Full year Full year Y-T-D (Jan)
Year

YTD - Regional decrease of 9.1%, National decrease of 5.9%

Denise Watson, Patient Blood Management Practitioner






NHS

Blood and Transplant

Cryo Issues since 2012/13

Cryo Issues NE RTC
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Denise Watson, Patient Blood Management Practitioner
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Where does plasma go?

A regional survey of FFP use

Tom Creasey - haematology ST5





Background

Last NCA of FFP use February 2009
Data collection from 183 centres

Data collected until 40 FFP transfusion events In
each centre or for 3 months (April to June 2008)

Total 5032 FFP transfusion events





Key fiIndings
In adults, 43% FFP transfusions given in absence o
documented bleeding

13% used In major haemorrhage

14% of all FFP transfusions in adults given for
warfarin over anticoagulation reversal (56% not
bleeding)

19% In liver disease





Key fiIndings

8% of adults did not have PT/INR documented
before FFP transfusion

23% adults, 45% children, 31% infants who were
given FFP without documented bleeding had PT<1¢
seconds

40% adults, 24% children and 20% infants had FFF
dose <10 mis/kg





...and now

FFP use has fallen both regionally and nationally
Patterns of use may have changed

No longer indicated for reversal of warfarin when
PCC is avalilable

Regionally survey to re-assess FFP use in North
east and Cumbria





ODbjectives

|dentify percentage of FFP use by:
- Age
- Gender

. Clinical indication
. Speciality

ldentify which patient groups are using virally-inactivated FFP
Determine whether coagulopathy is present (excluding MH)

Audit any instances where FFP use for warfarin reversal





Methods

All 9 trusts in North East and Cumbria supplied by
NHSBT Newcastle invited

All agreed to take part
Data returned for 8/9 trusts

Organisational questionnaire





your nospital transftusion laboratory per
annum?

m Standard m MB FFP m SD FFP

1,000

2,000

0,000

3,000

6,000

4,000

2,000






APPIOXITIalely Nnow Iimally irstarices 0Ol
major haemorrhage are seen per annum?

300

2925 220

150

75






Via)Or lNaclmnorirtiage
management

How many units of FFP In a major haemorrhage pack?
+ 4 units in 7 trusts

+ 6 units in 1 trust (changing to 4 units)

Do you maintain thawed FFP for immediate use?

- No In 7 trusts

. Yesin 1 trust





Survey methods

Data collection for 2 weeks from 23/11/15
Audit form completed for each FFP Issue
Intended ‘real-time’ data collection

Compromise between adequate detall and work
pressures

Using modified indication codes from NBTC





NB | C indication codes

Fresh frozen plasma

{Dose — 1 5mifkg body weignt equnalent to four units far
en ajuly;

F1. Replacement of sngle coagjuletor Tactor delicierniies,

where 3 specife or combired facter concentrate 15
unavaibble e.c. factorV

F2. Immediate reverszl of warlanr effect, in the presence of
life-threatenng bleeding. Prolwonbinr compoles

carcertrate i the treatment of choice. FFP has a partal
effect and s naot the optiral treatmert.

F3. Acute desemirated inravasouar coaculztion (DIC) inthe presence of bleecing
ard abmormal coagulstion resulis.

4. Thombotic thiombocytoparic purpurs (T P, ususlly n caryunction with plazma
exchange.

F5. Maor Haemorhace. IF emergencs unconirolled bleecing anog magse
hasmorrhage is anticipated, early infusion of FFP gnitelly in aratiz of 0.5to |

writ af FTPfar every unit of red cels) 8 recommerdss o sreat coagulapeathy:
Laczl protecol: should be followed, and subsequent use of FIP be quided oy

timely tests for coagulatsan incleding near patient testing. Am for a PT and APT
ratie of 1.5 ard a hibrivagsn lewel of =1_Gafl.

F6. Lmver diseass; there 5 no evdence o benefit for FFP in non-tleeding patiznts
recarcless of the PT ratio.





Date

Time

Patient Gender (please circle)

Male Female

Patient Year of Birth

Indication code for FFP
Please circle most appropriate.

F1: Replacement of single coagulation factor deficiencies where a
specific or combined factor concentrate is not available, eg Factor V

F2: Immediate reversal of warfarin effect (Prothrombin Complex
Concentrate is the product of choice)

F3: Acute disseminated intravascular coagulation (DIC) in the
presence of bleeding and abnormal coagulation results

F4: Thrombotic thrombocytopaenic purpura (TTP), usually in
conjunction with plasma exchange

F5: Major haemorrhage

F6a: Liver disease and bleeding

F6b: Liver disease and prophylaxis for an invasive procedure
FX:  Reason not stated or unclear

FY:  Other reason — probably justified (free text required)

FN:  Other reason — probably not justified (free text required)

Specialty (please circle)
Cardiothoracic surgery Gastro-intestinal surgery
Neurosurgery Urology
Trauma Vascular surgery

Solid organ transplant Plastic surgery

Orthopaedics Obs & Gyn
Other surgery Gl medicine
Neonatal/fetal ‘Other’ anaemia

Haematology

If required, please add comments re: Indication code for FFP, in space below:

Number of units requested

Number of units transfused

Component type (please circle)

FFP SD-FFP MB-FFP

Most recent PT value if available — insert in relevant time bracket (if
request based on point of care test, write ‘POCT’)

<24hrs old 24-48 hrs old >48 hrs old

Antithrombotic agents (please circle)

None / Warfarin / Aspirin / Clopidogrel / Rivaroxaban / Dabigatran / Apixaban /
LMWH / Unfractionated heparin / Not known
Other (please state):






ISsues

143 requests for FFP
471 units issued
. 429 standard FFP
35 SD-FFP
/ MB-FFP

412 units transfused

121 1inite nre-thawed FFP not allocated





Patient demographics

Male 73%, Female 27%

Mean age 51 years (range O - 87)

6% neonates and infants, 10% children, 84% adults
Mean number of units requested 3.3 (range 1 - 12)

Mean number of units transfused 2.9 (range O - 8)





Number or requests

30

25

o LN ]
™ — —

sysanbal d1 Jo 1aquiny

Patient age






Number of units

® Number of units issued B Number of units transfused

100

75

50






FFP requests by indication

68

) 3
1 — 0 | | | 1
F1 F2 F3 F4

F5

52

5 3
B = :

Féa Féb FX FY FN

. Single clotting factor deficiency
. Warfarin reversal
. DIC and bleeding

_Al

T™ " TN

F6a: Liver disease and bleeding
F6b: Liver disease and prophylaxis
FX: Reason not documented





FFP units by Iindication

® Number of units issued ™ Number of units transfused

300
259
250
200 —
150 —
100 —
50 T
e 0 ot II ,;

F1 F2 F3 F4 F5 F6a F6h
-1: Single clotting factor deficiency F6a: Liver disease and bleeding
-2: Warfarin reversal F6b: Liver disease and prophylaxis

-3: DIC and bleeding FX: Reason not documented

A . "T"T N





FY Indications

®m Cardiac surgery m Critical care m ECMO
® Neonatal ®m Haemorrhage Plasma exchange






Plasma use by speC|aI|ty

® Number of FFP requests |

GI Medicine
Other surgery
Obs and Gyn
Trauma
Haematology
Other anaemia
Gastrointestinal...
Neonatal /fetal
Orthopaedics
Solid organ transplant
Urology

ITU
Neurosurgery
Vascular surgery
Oncology

Renal






ViR requests

Cardiothoracic surgery
GI Medicine

Trauma

Obs & Gyn
Gastrointestinal surgery
Solid organ transplant
Other surgery

Vascular surgery

Urology

® Number of FFP requests

5 10

15

16

20

25

25






Coagulation tests

PT measured in 83% of patients
.« <24 hrs old in 78%

» 24-48 hrs old In 2%

» >48 hours old In 3%

No PT result in 17% (84% MH)





Prothrombin time results
(<24 hours)

Mean PT 20.3 seconds (range 10 - 120)
PT <15s Iin 25%
PT 15-20s in 44%

PT >20s in 31%





Altacuayuialito allu
antiplatelets

2%

® Warfarin

® Unfractionated heparin
B Rivaroxaban

B Not known

® None

“ LMWH

m Clopidogrel

M Aspirin






FFP dosing

Calculations for One Adult Therapeutic Dose FFP

FFP dose - Volume/Units'

Patient Weight (kg) 15mL/ka e
50kg 750mL
55kg 825mL 3
60kg 900mL
65kg 975mL
70kg 1,050mL
75kg 1,125mL
80kg 1,200mL
85kg 1,275mL
90kg 1,350mL
95kg 1,425mL
100kg 1,500mL

"Wolume of FFP in a unit is variable, mean FFP unit volume = 273mLs™,

I LY VoY oV oW B VY i Y oV aV o ¥ o= A A1 N £ oIS CCrs 78l /SN = oSN 1
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Actual FFP dosing

In 2009 NCA:

. Median dose of FFP In adults, children and infants was 11, 12 and 14
mlis/kg respectively

. In 40% of adults, 24% children and 20% infants, dose was less than 10
mls/kg

In this survey:

. Median dose of FFP Issued to adults and children was 3.6 units and 1.7
units respectively

. 31% adult iIssues were <3 units FFP

« All hiit 1 <inale 1init iIceciiec were to natiente horn 2012 and later





Pathogen-inactivated
FFP

Patients born after 1/1/1996 should be given
pathogen-inactivated FFP

. 2 products avallable are SD-FFP and MB-FFP
25 I1ssues for patients born after 1/1/1996

23 clearly issued virally-inactivated FFP

. 3 MB-FFP
<« 20 <D -EFEP





Conclusions

FFP usage pattern has significantly changed since 2009
NCA

In this survey, no FFP used to reverse effects of warfarin

Most FFP is issued for major haemorrhage in cardiothoracic
surgery, Gl medicine, trauma and obstetrics

Significant wastage, largely from use of pre-thawed FFP

Significant numbers of requests are difficult to assign an
NBTC indication code





Suggestions

?extend shelf-life of pre-thawed FFP

?update NBTC indication codes to better reflect
current usage and facilitate audit

- F2 no longer accepted indication

- F3 Infrequently used - possibly lack of recognition
of DIC





Limitations

Likely that some patients contributed
disproportionate amount of data

FY indication difficult to categorise
Wastage data difficult to assess

No post-transfusion outcome measures





Thank you

To all trusts who contributed data

To Janice and Hazel who collated the data
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Trust

Combined

Inspections

Northumbria - MHRA inspection 15" October 2015 — one major plus 4 others

South Tees - Awaiting CPA inspection.

Newcastle - CQC Inspection January 2016 — report awaited. UKAS inspection arranged for April 2016
Gateshead - ISO Inspection due late April/May (1 week BHI/Transfusion 1 week cell path/micro 1week
POCT), CQC -Trust given overall good rating with 3 areas graded as outstanding

Sunderland - ISO Inspection due late April/May (part of South of Tyne)

CDDFT - UKAS December 2015

How many serious adverse
reactions/events (inc near misses) since
Nov 20157

45 reports in total, including;

e 15xXWBIT

6 X RBRP

2 X ADU

1 x TACO

2 x IBCT

2 XATR

7 x alloimmunisation

1 x HSE

4 X near misses

2 x later withdrawn (TRALI and TTI)

3 x not specified

Examples include;

e WBIT — A&E where a nurse was pushed out of the room by medics wanting to perform a procedure
on the patient and the sample was labelled from patient notes, but the wrong patient notes.

e RBRP - Flying Squad required- during this time we were experiencing a blood bank failure so blood
stock was also being stored in the issue fridge. HCA took two units of blood from the stock- the
blood contained no labels or paperwork. Two qualified RGN'’s transfused both units.

How many cell salvage procedures since
Nov 20157

In the majority of Trusts this data is not available to the HTT
Data given-156 full set up’s / 69 collect only / Total 225 procedures from Nov 1* to Jan 31°*

Request form audit

Bedside audit.

Platelet wastage

Blood transfusion documentation and consent.
Appropriate use of platelets

Wristband audit

Transfusion Pathway audit

FFP survey - Where does plasma go?

Audit feedback / Local
participation
Regional
National

NCA — Adult haematology Pilot and Full audit.
NCA neonatal Exchange Transfusion






How are your plans to implement the two
sample rule proceeding?

North Tees - Looking to introduce around June /July

North Cumbria - Embarking on “yellow tube” system from 1% March 2016

Northumbria / Newcastle / Gateshead / Sunderland - Implemented

South Tyneside — no problems

South Tees - Work ongoing. Awaiting implementation of WEBICE transfusion reporting to enable wards
to see samples received etc.

Has your trust carried out a gap analysis
regarding PBM recommendations and
created an action plan accordingly?

North Tees - Action plan is almost complete .Awaiting Surgical and Medical input

North Cumbria - No — Gap analysis planned 01/03/2016

Northumbria - On-going point on TTC agenda

South Tyneside — to be completed

South Tees - Yes — working action plan reviewed regularly at HTC/HTT meetings

Newcastle — Ongoing

Gateshead — On agenda

Sunderland - Gap Analysis initiated by Transfusion Practitioner (findings relayed to HTC for action
points)

Have you addressed the
recommendations in the O neg survey
and developed an action plan?

North Tees - Emergency O neg stock is rotated regularly. All MH incidents are reviewed. Group-specific
blood can be provided within 15 minutes. Current automated grouping technology does not allow for stat
analysis but we are exploring other options.

North Cumbria - Gap analysis planned 01/03/2016

Northumbria - No — for discussion at next TTT in March

South Tees - Work ongoing

Newcastle — Ongoing

Gateshead / Sunderland — Not yet

Have you altered practice as a result of
the NICE Transfusion Guidelines? If yes,
how?

North Tees - Not as yet formulating an action plan.

North Cumbria - Gap analysis planned 01/03/2016

Northumbria -Yes — Introduction of Transfusion as a mandatory field on the electronic discharge
summary to inform patients and GP’s of what was transfused, why it was transfused, any reaction and
not to continue to donate blood if they are blood donors

Work underway to develop specific clinical guidelines for each blood component.

Discussed at TTC to determine how we will approach and document patient consent to transfusion
South Tyneside — to be completed

South Tees - Transfusion triggers incorporated into new version of trust policy. Assessing use of post
op iron infusions in selected surgical patients as a pilot. Looking at near patient testing options to
implement FBC checking after each unit of RBC transfused.

Newcastle — Ongoing

Gateshead / Sunderland — Currently being discussed at HTC

Funding for delegate fee and rall
transport (no accommodation)
to attend national conferences.

Details of applicants: None given

Comments

Compiled by......A Davidson.......................
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Supply Chain Modernisation
RTC/User group meetings- early 2016

Chris Gallagher

Lead Customer Service Manager for Supply Chain Modernisation Project





NHS

Blood and Transplant

Reminder of Proposal

Move to three manufacturing sites
— Transfer Manufacturing from Newcastle and Sheffield to Manchester
— Closure of Sheffield and Newcastle Manufacturing departments

— Retain Filton and Colindale

Investment in Manchester to support transfer of Manufacturing activity in 2017

More evolutionary changes to upgrade the Colindale site

Move to 24/7 working on all three sites

— Make best use of every donation
— Ability to make specialist components 24/7

Retain SHUSs in current locations

— pending further work in Leeds/ Sheffield area
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NHS

Blood and Transplant

Customer engagement

Issues raised to date include:

* Volume of routine stock to be held in SHU

— Same as today or higher
« Contingency routes for poor weather

— ldentify specific alternatives: e.g. South
» Provision of specialist components

— Granulocytes, exchange units, paediatric red cells/platelets, HLA matched platelets:
as today

— |UTs, washed components: stockholding or retention of some capability

— Retain irradiation locally
« Contingency in manufacturing
— Capacity across any two sites to cover for third.






Hospitals and Science Website ood and Tranan

You are here: Home > Customer Services > Supply Chain Modernisation winjc-| =) o K

Complaints, Compliments and Feedback

Blood and Transplant Matters

Request For Credit

Voice of the Customer

Supply Chain Modernisation

Supply Chain Modernisation

Supply Chain Modemisation is the proposal to modernise our manufacturing facilities. This
includes the transfer of manufacturing activity from Newcastle and Sheffield to Manchester,
and the implementation of 24/7 working in manufacturing.

These changes will ensure we:

-

Make the best use of every donation

Are prepared for the implementation of new developments and technologies (e.g.
pathogen inactivation, automation)

Support the earlier release of components

Increase productivity thereby reducing NHS costs

-

-

-

We are continuing to work closely with hospital customers and are discussing preferred
options for the supply of short shelf life specialist components to facilitate a smooth transition.

If you have feedback or require any further information please contact your local Customer
Service Manager or Chris Gallagher (Lead Customer Service Manager for the Supply Chain
Modernisation project).

2015 Communications
16 December: Common themes and our feedback from Hospital engagement

August - December: Presentation (pdf) delivered to stakeholders in Leeds, Newcastle and
Sheffield

August - December: Presentation (pdf) delivered to stakeholders in Manchester
31 July: Letter (pdf) sent to hospitals on proposed service developments

31 July: Hospitals' Questions and Answers (pdf)





Actlon plan: NHS

Blood and Transplant
Routine stock holding at SHU'’s is appropriate for new structure (including neonatal
components)

* Washed red cell stocks are appropriate for demand and developing processes where
hospitals can hold stock

* Investigating possibility of transporting unvalidated platelets to SHU to prevent any delays
to availability for issue

* Reviewing Pooled Granulocyte production / timelines at our future 3 Manufacturing sites.

* Working with RCI and H+I to develop process for any secondary processed products
which require cross matching/ HLA and HPA platelets which require washing.

* Developing processes where IUT’s can be held on standby and remanufactured if not
used.

« NHSBT would also consider retaining local capability for RBC and PLT washing
if this was the only acceptable option.

* It is our intention that as many products as possible should be provided
from local SHU





NHS

Blood and Transplant

Next steps

« Continue to attend HTCs, RTCs and User Groups to provide
updates

 Further individual discussions at hospitals where required

 Further development of (and agreement with hospitals) plans
for provision of specific components
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Development of rFVlla

1983 Haemophilia A/B with inhibitors

1996

UK license for inhibitor patients

1999

Use in intractable haemorrhage





Licensed indications

e Recombinant factor Vlla (rFVIla:NovoSeven) is licensed for the
treatment of bleeding episodes and prevention of bleeding
during surgery or invasive procedures in patients with;

» Haemophilia A or B with an inhibitor
» Acquired haemophilia

» Congenital factor VIl deficiency

» Glanzmann’s thrombaesthenia with antibodies to Gpllb/Illa or HLA
who are refractory to platelet transfusions





Normal Haemostasis - Cellular Model

—

Hoffman et al. Blood Coag Fibrinol 1998





rFVila- Mechanism of Action

Hoffman et al. Blood Coag Fibrinol 1998;9(1):561





rFVlla- Mechanism of action

Forms an important complex with tissue factor, initiating coagulation

In high doses, produces sufficient factor Xa (on the platelet surface) to
bypass deficiencies of factors VIIl and IX, producing a “ thrombin burst”

Activity limited to sites of endothelial damage and platelet activation,
resulting in a response local to the site of injury





Off-label use in intractable haemorrhage
- Factors predicting poor response

Acidosis
— Maclaren et al. Transfusion 2005;45:1434-1442
— Dutton et al. J Trauma 2004;57:709-718
— Martinowitz et al. ] Thromb Haemost 2005;3:640-648

Transfusion of a greater number of red cell units
— Maclaren et al. Transfusion 2005;45:1434-1442
— Dutton et al. J Trauma 2004;57:709-718

Lower median platelet count
— Dutton et al. J Trauma 2004;57:709-718

Higher coagulopathy score
— Mayo et al. Vox Sang 2004,87:34-40





rFVlila: NovoSeven

Off license use of rFVlla:

* Individuals, without bleeding disorders, who have uncontrolled surgical or
traumatic bleeding

e Individuals with bleeding due to direct oral anticoagulants (DOACs)
» LACK OF EFFICACY DATA TO SUPPORT THIS

Safety concerns:
e Arterial thrombotic complications have been reported
e The SPC advises against its’ use outside the approved indications

Cost:
* Dose of 90mcg/kg for a 70kg individual = approx. £3800
* Relatively short expiry date

Infrequent use outside of haemophilia comprehensive care centres means that
there is a potential for wastage





Regional protocol for off-label use of rFVila
[March 2013]

Severe haemorrhage...

* From multiple sites, particularly from large raw areas
e Brisk blood loss (>200ml/hr)

...occurring despite...

e Correction of coagulopathy with FFP/platelets/cryoprecipitate to achieve
platelet count >20x10°/I and fibrinogen >1.0g/L

e Optimal surgical management
e Correction of hypothermia and acidosis

Avoid if...

* Overall outlook is so poor that arresting haemorrhage in unlikely to improve
outcome (i.e. in established multi-organ failure)

Use must be approved by a Consultant Haematologist





Regional protocol for off-label use of rFVila
[March 2013]

90 ug/kg dose
Dose repeated after 3 hours if no initial response

Platelet count, PT, APTT and fibrinogen measured before and 15
minutes after dose





Aims of the audit

 To review off-label use of rFVIla within the Northern region
— Indications
— Outcomes

e To compare current off-label use of rFVIla to previous regional review of
use during time period 2001-2005

© 2005 Blackwell Publish
ORIGINAL PAPER DO 10,1171 1423-0410:200500711 5

Recombinant activated factor VII (rFVIla/NovoSeven®) in
intractable haemorrhage: use of a clinical scoring system to
predict outcome

T. T. Biss* & J. P. Hanley*

Department of Haematology, Newcastle upon Tyne Hospitals NHS Trust, Newcastle upon Tyne, UK

 Toreview regional stocks and use of rFVlla and to consider optimising
stocks in order to reduce wastage





Methods

Retrospective review of off-label use of rFVIla in the Northern region over
a 2-year period (between Jan 2013 and Dec 2014)

Data on issues obtained from blood banks

Clinical and laboratory data obtained from medical records:
— Indication for use
— Patient demographics
— Coagulation parameters
— Dose and number of doses of rFVlla
— Other methods used to obtain haemostasis
— Outcome

Stocks of rFVIla held within each blood bank

Results compared to previous audit of use: 45-month period from August
2001





Results

25 issues over 24-month period
Issued from 10/15 A+E departments within the region

Details available for 23 patients
— 14 males, 9 females
— Median age 62 years (range: 2-90)
— Used in = 1 pt/month

Issued to 36 patients August 2001-May 2005
— 19 males, 17 females
— Median age 38 years (range: 0.2-77)
— Used in = 0.8 pt/month





— Elective surgery
— Emergency surgery
— Gastro-intestinal bleeding

— Other

m Jan 2013 - Dec 2014

Elective surgery (%)
Emergency surgery (%)
Gl bleeding (%)

Other (%)

Jan 2013 - Dec 2014

3/23 (13%)

Indication

Aug 2001 - May 2005
9/23 (39%) 17/36 (47%)
7/23 (30%) 15/36 (42%)
4/23 (17%) 0/36 (0%)

4/36 (11%)

= Aug 2001 - May 2005

13 25 38 50





Indication

m Jan 2013 - Dec 2014 = Aug 2001 - May 2005

Cardiothoracic/vascular (%)

Gl tract bleeding (%) €
Trauma and burns (%)
Gl surgery (%)
Obstetric usage (%) &
DOAC-related (%) €«





Dose of rFVlla

m Jan 2013 - Dec 2014 ® Aug 2001 - May 2005

Unknown
9mcg/kg
30mcg/kg
40mcg/kg
60mcg/kg
90mcg/kg
120mcg/kg

* The majority of patients received 90mcg/kg rFVlla

e 2/21 (9%) patients received 2 doses of Novoseven in 2001 - 2005, compared to 7/36
(19%) in 2013 -2014





Coagulopathy at time of administration

Jan 2013 - Dec 2014 Aug 2001 - May 2005
No of % surviving to 100 : % surviving to 100
) No of patients
patients days days
Coagulopathy:
PT>=20,
APTT><50, 12/17 (71%) 8% 24/36 (67%) 33%
fib<=1, plts<=50
No
coagulopathyi.e 0 0 0 0
one of the 5/17 (29%) 20% 12/36 (33%) 75%
above
Coagulation
immediately
pre-rFVlla not 6/23 (26%) 67% 0/36 (0%) N/A
clear/not
measured

Coagulopathy improved in 10/11 patients who had bloods taken pre- and
post-administration






Other potential prognostic factors

Jan 2013 - Dec 2014

Aug 2001 - May 2005

No of patients

% surviving to 100
days

No of patients

% surviving to 100
days

Creatinine>120

5/15 (33%)

20%

13/36 (36%)

23%

Creatinine<120

10/15 (67%)

10%

23/36 (64%)

61%

Temp<=35 degrees

3/18 (17%)

0%

5/36 (14%)

20%

Temp>35 degrees

15/18 (83%)

13%

31/36 (86%)

52%

Features of sepsis

4/23 (17%)

0/4 (0%)

Acidosis (pH<7.35)

7/9 (78%)

0/7 (0%)

Acidosis (pH<7.25)

5/9 (56%)

0/5 (0%)

5/36 (14%)






Other potential prognostic factors

Jan 2013 - Dec 2014

Aug 2001 - May 2005

No of patients

% surviving to 100
days

No of patients

% surviving to 100
days

Creatinine>120

5/15 (33%)

20%

13/36 (36%)

23%

Creatinine<120

10/15 (67%)

10%

23/36 (64%)

61%

Temp<=35 degrees

3/18 (17%)

0%

5/36 (14%)

20%

Temp>35 degrees

15/18 (83%)

13%

31/36 (86%)

52%

Features of sepsis

4/23 (17%)

0/4 (0%)

Acidosis (pH<7.35)

7/9 (78%)

0/7 (0%)

Acidosis (pH<7.25)

5/9 (56%)

0/5 (0%)

5/36 (14%)






Other potential prognostic factors

Jan 2013 - Dec 2014

Aug 2001 - May 2005

No of patients

% surviving to 100
days

No of patients

% surviving to 100
days

Creatinine>120

5/15 (33%)

20%

13/36 (36%)

23%

Creatinine<120

10/15 (67%)

10%

23/36 (64%)

61%

Temp<=35 degrees

3/18 (17%)

0%

5/36 (14%)

20%

Temp>35 degrees

15/18 (83%)

13%

31/36 (86%)

52%

Features of sepsis

4/23 (17%)

0/4 (0%)

Acidosis (pH<7.35)

7/9 (78%)

0/7 (0%)

Acidosis (pH<7.25)

5/9 (56%)

0/5 (0%)

5/36 (14%)






Other potential prognostic factors

Jan 2013 - Dec 2014

Aug 2001 - May 2005

No of patients

% surviving to 100
days

No of patients

% surviving to 100
days

Creatinine>120

5/15 (33%)
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13/36 (36%)

23%

Creatinine<120

10/15 (67%)

10%

23/36 (64%)

61%

Temp<=35 degrees

3/18 (17%)

0%

5/36 (14%)

20%

Temp>35 degrees

15/18 (83%)

13%

31/36 (86%)

52%

Features of sepsis

4/23 (17%)

0/4 (0%)

Acidosis (pH<7.35)

7/9 (78%)

0/7 (0%)

Acidosis (pH<7.25)

5/9 (56%)

0/5 (0%)

5/36 (14%)






Other potential prognostic factors

Jan 2013 - Dec 2014

Aug 2001 - May 2005

No of patients

% surviving to 100
days

No of patients

% surviving to 100
days

Creatinine>120

5/15 (33%)

20%

13/36 (36%)

23%

Creatinine<120

10/15 (67%)

10%

23/36 (64%)

61%

Temp<=35 degrees

3/18 (17%)

0%

5/36 (14%)

20%

Temp>35 degrees

15/18 (83%)

13%

31/36 (86%)

52%

Features of sepsis

4/23 (17%)

0/4 (0%)

Acidosis (pH<7.35)

7/9 (78%)

0/7 (0%)

Acidosis (pH<7.25)

5/9 (56%)

0/5 (0%)

5/36 (14%)






Use of blood products

Jan 2013 - Dec 2014

Aug 2001 - May 2005

Median number of units
transfused (range) FFP RBCs plts Cryo FFP RBCs plts Cryo
Pre-rFVlla 12 12 1.5 2 8 14 2 2
Post-rFVlla 0 2 0 0 4 5 1 1.5






Use of blood products

Jan 2013 - Dec 2014

Aug 2001 - May 2005

Median number of units
transfused (range) FFP RBCs plts Cryo FFP RBCs plts Cryo
Pre-rFVlla 12 12 1.5 2 8 14 2 2
Post-rFVlla 0 2 0 0 4 5 1 1.5






Other methods used to establish haemostasis

Antifibrinolytics, 8
Beriplex, 4

Floseal, 2

CVVH (dabigatran), 1

Surgical intervention: ligation of vessels, wound packing, diathermy,
hysterectomy, 5

Radiological embolisation, 2





Outcomes

Jan 2013 - Dec 2014 Aug 2001 - May 2005
Survival
% of patients % of patients
<24 hours 7/23 (30%) 19/36 (53%)
>100 days or to discharge 6/23 (26%) 17/36 (47%)

e Survival rate was poorer in Jan 2013 — Dec 2014 compared to Aug 2001 — May 2005.





Outcomes

6/23 patients survived overall (26%)

...4/19 patients who had haemorrhage not related to DOACs

*1 had returned to theatre for laparotomy and evacuation of a retroperitoneal
haematoma following abdominal surgery

*1 had bleeding post Hickman-line insertion
1 had spinal surgery

1 had skin grafting for burns

...2/4 patients with DOAC related bleeding
*1 had a pierced pericardium whilst undergoing an ablation and was taking apixaban

*1 had a bleeding duodenal ulcer, AKI and was on dabigatran. Also had CVVH





Thrombosis

Thrombosis was documented in 6/23 patients (26%). All patients had other risk
factors so it is difficult to determine aetiology:

Micro thrombi in the CPB circuit

Bowel and lower limb ischaemia, following repair of ruptured AAA
PE on post mortem, following fall and multiple trauma

Ischaemic stroke, following AVR and root replacement

PE, 2 weeks post op- history of VTE, malignancy

Ischaemic leg, post thrombectomy for massive PE- history of vascular disease





Regional Stocks of Novoseven

5mg 2mg 1mg Licensed issues Off—licence
issues

FRH 5 5 5 _ 6
"t c c c 1427mg in total -
JCUH 0 8 0 9;;;‘;15()2 4
North Tees 10 3 issues 4
Darlington 2 3 2 2
Carlisle 5 2 1issue 1
Durham 1 1 2 1
Gateshead 7 1
Sunderland 1 2 1 1issue 1
South Tyneside 1 2 1 0
Hartlepool 10 0
Friarage 3 1 0
Wansbeck 4 0
North Tyneside 4 0
Hexham 4 0






Conclusions

The frequency of off-label use of rFVila has remained similar despite
advice against its’ use due to risk of thrombotic complications (=1

pt/month)
Median age of patients treated has risen (62 yrs vs. 38 yrs)

Indications have changed slightly- reduced use in obstetric haemorrhage,

increased use in DOAC-related bleeding and Gl tract bleeding

Presence of risk factors for poor response persist- coagulopathy (71%),

hypothermia (17%), acidosis (56%)
The majority of patients received the recommended 90 mcg/kg dose

The majority of patients received only one dose (91%)





Conclusions

Survival to 100 days or discharge from hospital has fallen over time (26% vs.

47%)

Thrombotic complications were seen in 6 patients (26%) but all patients had

additional thrombotic risk factors

Outcome of rFVIla use is poorer than previously ? use in cases of futility

Ongoing use of rFVlla is largely accounted for by use for DOAC-related

bleeding- this may become obsolete once antidotes are available

Current stock within the regional blood banks does not necessarily match

recent issues






