Confirmed

Newcastle Blood Centre User Group
Meeting at

Lecture Theatre, NHS Blood and Transplant, Newcastle.
Wednesday 11th May 2016. 

Present:

Helen Baxter (HB)

Vaughan Carter (VC)

Jill Caulfield (JC)

Anne Davidson (AMD)

Chris Elliott (CE)
Martin Maley (MM)

Alison Muir (AM)

Chris Philips (CP)

Janice Robertson (JR) - minutes
Yvonne Scott (YS) - Chair
Karen Simblet (KS)

Karen Ward (KW)

Apologies: 
Robin Coupe (RC) 

Martin Howell (MH)

John Sutton (JS)

No representation from North Cumbria or North Tees and Hartlepool
	1.

2.

3.
4.
5.
6.

7.
8.
9.
10.

11.
12.


	YS welcomed the group.
Presentations
· Introduction of 5 day thawed plasma
Presented by Yvonne Scott
Discussion points included:
· Defining guidelines interpretation of ‘unexpected major haemorrhage’
· What is temp controlled storage classed as – validated boxes?
· Thawing process and equipment
· Alternative manufacturing processes

· Wastage and cost implications

· Inclusion in ‘regional major haemorrhage pack’
Minutes of previous meeting  10.02.16
· Minutes confirmed as true record.  Can be posted onto website.
Matters arising
· ‘Wastage of Platelets as a region’ – awaiting feedback from haematology trainee to lead on the project.
· HEV shared care – Identification of patients listed.  VC to raise at regional transplant meeting
NHSBT Departmental Updates 
RCI – Martin Maley 
· UKAS assessment at Newcastle on 9th May 2016. – 3 inspectors attended.  

· Applied for accreditation over 8 sites – process was constructive, no major issues.  Awaiting executive summary – will inform Trusts of findings.

· Turn around times – 100% completed within 5 days of receipt in last 12 months, average 2.2 days

· EQA – no points on last 2 exercises

· Introduction of papainised cells in quantification process should provide better standardisation in 4 labs providing the service.
H&I – Vaughan Carter
· No issues
Quality - Karen Simblet

· MHRA inspection February 2016

Overall positive, 1 major / 7 others.
Customer Service Update


[image: image1.emf]Customer Service  Update.pdf


· CP to circulate instructions for taxi drivers
· CP to circulated ‘blue light’ protocol for labs

· Bank holiday deliveries – Group felt this would be beneficial, especially for Trusts in the south of region.  It was noted that this may have implications on staff levels in labs.

· Va-q-tec containers for hospital use, demand assessment survey – forms to be completed and returned to Janice.robertson@nhsbt.nhs.uk
Trust / Hospital Reports


[image: image2.emf]Reports.pdf


Patient Blood Management Team

[image: image3.emf]PBM Report.pdf


NBTC Laboratory Managers Group
· Platelets – new guidelines due, suggestion that non abo identical products will give poorer outcome

· BPL attended face to face meeting.  Issues with supply but this is improving. Request to share email address to enable them to communicate issues – group agreed to this.
· Push from NHSBT to encourage use of A neg products.  Group happy to use on A pos patients but this will have an impact on electronic issues.  

MHRA Blood Consultative Committee


[image: image4.emf]Blood Consultative  Committee report.pdf


Credit request process – feedback

No issues
AOB
· KW requested a direct link from the Hospitals and Science website to audit website – customer services to look into this.
Date and time of next meetings
Wednesday 5th October 2016 at 13:00

Lecture Theatre, Newcastle Blood Centre.

	Action
JR
VC
CP
CP
CP
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NHS

Blood and Transplant

Customer Service Update

Newcastle Blood Centre User Group Meeting
11th May 2016

Chris Philips, Head of Hospital Customer Service






NHS

Blood and Transplant

NHSBT Updates

e Customer Service Support
« Customer Satisfaction Survey
* Routine Deliveries Mini Review

« Bank Holiday Routine Deliveries

e Short Journey Containers






NHS

Blood and Transplant

Customer Service Support

Response Desk: 0208 201 3107

nhsbt.customerservice@nhsbt.nhs.uk

hospital.blood.co.uk






NHS

Blood and Transplant

Giguee





NHSBT Customer Satisfaction Survey
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Customer Satisfaction Q3 15/16 - Customer Journey
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NHS

Blood and Transplant
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. Delayed Delivery Info

Additional Deliveries

Transport

Courier Training





NHS

Blood and Transplant

. Reporting OIP

— Quarterly Update

Targeted Visits

B NTLM Engagement





Newcastle Satisfaction o

Blood and Transplant
Customer Satisfaction Survey Q4 15/16 by Centre
RCI - overall satisfaction % Response
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Blood and Transplant

Customer Satisfaction Q4 15/16 by Centre
Ad hoc Deliveries % Response
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Customer Satisfaction Q4 15/16 by Centre
Routine Deliveries % Response
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Customer Satisfaction Q4 15/16 by Centre
Emergency Deliveries % Response
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FEEDBACK
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Routine Delivery Review

P

- \
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Cut off
times

Routine
Deliveries

Additional |
deliveries |

A






NHS

Blood and Transplant

Easter Bank Holiday
Routine Deliveries

* One delivery was provided on Easter Monday

» Uptake was moderate with 46% utilisation

Feedback Please:

|s a Bank Holiday delivery required?






NHS

Blood and Transplant

Transport Boxes

« NHSBT will be providing short journey containers for
hospital use

* Pilot with Liverpool Centre in May

* Boxes, PCMs, validation data will be supplied. It is
hoped (not confirmed) that we will also be able to
supply foam racking for PCM storage.

Action: Please complete survey and hand back
to Janice





. NHS|
A Final Note..... Blood and Transplant

—
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Patient Blood Management Team Update
Name: Anne Davidson, Patient Blood Management Practitioner
Date: 11.05.16

Region: North East

Information update for NBCUG:

Education:

Managing Major Haemorrhage 11" October; 110 delegates registered already
National Paediatric event - 2nd Feb 2017, Hilton Metropole Birmingham

+ Additional national event target audience TP and BMS staff, Birmingham

R/
0.0
R/
0.0

Audit:

+ PBM National survey; draft results were presented to the NBTC and the finalised
report is expected soon

« 2015 Audit of lower gastrointestinal bleeding and the use of blood - Data
collection closed in December. Report is expected in May 2016

« 2016 Audit of Red Cell & Platelet transfusion in adult haematology patients -

Audit completed. Report is expected in July 2016

2016 Re-audit of Patient Blood Management in adults undergoing elective,

scheduled surgery - Re-audit September 2016

2016 Audit of Red Cell transfusion in Palliative care - Audit Autumn 2016

2017 Audit of Red Cell & Platelet transfusion in adult haematology patients - re-

audit Spring 2017

R/
0’0

R/
0’0

>

R/
%

News

e NHSBT strategic plan for the next 5 years has been published and is available
at; http://www.nhsbt.nhs.uk/

e Vulnerable blood stocks; maintaining stock levels of O RhD-ve RBC, ARhD-ve
platelets and AB MBFFP is particularly challenging at present

e We delighted to announce that Dr Andrew Charlton was successful in gaining
appointment to the NHSBT Patient Consultant post for the region. This a joint
post between NHSBT and The Newcastle upon Tyne Hospitals NHS Foundation
Trust

Regional Issues 2015/16:

YTD (Dec) NE RTC National

RBC ¥ 4.3% (3668 units) ¥ 4.0% (65797 units)
PLT (ATD) ¥ 0.6% (80 units) ¥ 1.3% (3639 units)
FFP ¥ 6.2% (938 units) ¥5.6% (12170 units)
Cryo A 3.3% (33 units) A 2.3% (746 units)







_1523773951.pdf
Report from Blood Consultative Committee, M arch 2016
Chris Elliott

The Blood Consultative Committee (BCC) is a forum vehidwe regulator (MHRA)
meets with industry representatives (UK Blood TransfuServices, hospital blood
bank managers, SHOT, professional groups etc.). | arartiyion this group
representing the IBMS. The BCC meets twice a yedrsiss information on any
matters affecting regulation. Next meeting will b&diatober 2016, if anyone has an
item of relevance for the agenda please contacthes (elliott@stees.nhs.pk

1)

2)

SABRE 2015 update

There has been a slight drop in reports over ladvévaonths but this is
probably related to changes in the reporting system akitdj to SHOT

which has had a delaying influence on getting reports througdystem. This
delay is just a temporary start up issue and normalcgeivialready resuming.
The development of the linkage between SABRE and SHDTinues to
progress with little major problem.

In early development phase is a proposal to link othertguainagement
systems (such as DATIX and QPULSE) to the reportistesy to reduce
reporting workload for users — this will not happen quicklyamors

Blood Compliance Report (BCR) for 2015/16

The new BCR (with guidance notes) is available foxmload from the
MHRA website and the closing date for responses'is4ggil.
https://www.gov.uk/guidance/blood-authorisations-and-safeppiting

It will be in the same format as last year and suechiteports will have an
automated risk assessment in May to June. Those B@Rrded onto the
Blood Assessment Team (BAT) for further assessmdhbaiooked at in
July and then compliance letters should start to appeangust onwards.

There is no requirement for those institutions deemedidfalities to
complete a BCR but there is a declaration documeatlée for download
on the MHRA website) they must complete and submit.

Various new questions submitted by stakeholders were coedidehere were
a number based on staffing related to the UKTC guidancthéWNIHRA were
unable to include them because they felt they were tooctivigieand difficult
to score in an automated risk assessment process. tt i@gjood if one or
two additional (to the existing) questions on staffing coeldifafted that
could be scored as this is obviously an issue concerning madogpital

blood banks.

The new questions in the BCR are B1.10, P3.4.2 and P3.4.3

The MHRA remain open to suggestions to new questions forefl@GR but
they must be able to be subjected to objective risk assasscoring.





3)

4)

The following are examples of inspection triggers olatsif the BCR:
major site changes, SABRE trends or information xecki

Control inspections (of a couple of sites who are déernenpliant by BCR)
will continue

2015/16 Inspections update:

The assessment process last year resulted in tbeviiog):

308 BCR received

27 BCR received after the closing date

45 BCR referred by automated assessment process to BAT

287 sites deemed compliant through BCR

10 sites required further assessment (MHRA asked forefudarifying
information)

11 sites required inspection for cause based on BCR

2 sites were inspected as control sites

No information was presented as to number of majorcoompliances or
whether any sites had any critical non compliances.

Onlineforum

Following discussion and agreement at the previous BCBIHRA have
been developing an online forum as a means of commumdagiween the
agency and stakeholders. It is based on an existing fau@QP (which is
viewable through the MHRA website now if you wish to se@xample of
how this will work).

Viewing of the forum and its’ topic submissions will &eailable to anyone
without having to register as a user.

Individuals will need to register as a user before podtde accepted on the
system. All posts are moderated by GMP inspectors bb&ng placed on the
forum (72 hour turnaround promised for the moderating prpcessrder to
encourage openness the moderators will not see anisddttie submitter
other than the username. All the normal ground rulesagriery a forum such
as this — these rules will be available for viewing. & submission is deemed
unsuitable the moderator will respond to the user stétmgeasons for
unsuitability or for changes to be made that would thekentiae submission
suitable for placement on the forum.

Topic headings reflect the GMP guide plus there wilhteas for links to
directives, guidance, legislation etc.

Updates from the MHRA on hot topics can be attachedle@renic ‘post it’
notes.

Users will be able to ask questions of each other andlliHiRA on the
relevant topics. MHRA will offer advice and users w#l &ble to post useful
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documents that may aid others and share best practse (thll be
moderated before placement on the forum) e.g. a gefoem for reagent
acceptance.

The forum is undergoing beta testing within the agentliyeamoment and is
not available to anyone else yet, although the schedulédegs summer
2016.

The MHRA will be using material from its’ archive and@khe OIG website
to pre-populate the forum with useful material befordivgoin order to
encourage uptake of this facility.

Blood Establishment (BE) authorisation

BE sites submit a pre-inspection compliance report det&éyg-hanges
since the last inspection. The template for this wasigadabout a year ago,
however while the update was good for pharmaceuticaltsliewas less so
for blood establishments and the MHRA will be pilotingeaised template
specifically for this group in the next round of inspeasio

In Vitro Diagnostics (1VDs) regulatory update
New EU regulation on IVDs is likely to appear in OctoB@46 and guidance
will soon follow.

Class D devices will not require CE marking but there balla need to inform
the regulator of their use. This would include tests d@egldor in house use
only. There would be a need to commit to a good quality maragesystem
(so GMP) and these tests could not be marketed for tsel®of the
institution although hospitals having work referred intentihfor specialist
testing using non CE marked in house tests can continuee Wikbe the
expectation that any in house tests would be subjecbst fparket
surveillance’ - that is review of quality, incidents andures.

The situation with IT will be changing with any systenedisn medical
diagnostics that interprets information or makes atlgovic decisions will
require CE marking. Only those systems acting as sidgibases will not
require CE marking. The MHRA were not aware of allltHdS providers in
the UK market so JPAC will supply them with a listged on a recent survey
necessitated by blood component label changes).

Blood regulatory update

a) Good practice guidance

Council of Europe blood guidance published (update due for releasg s
formal adoption by EU of this guidance has been tabled §piphake several
months to go through legislative process) and once agredtallow MHRA
to inspect against these standards as opposed to gendpPatt@hdiards.
Impact for UK will be minimal as MHRA has been ‘de faiahspecting
against these standards for some time.
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b) West Nile Virus (WNV) testing
Proposal by EU to make WNV NAT testing mandatory falividual samples
rather than pools — will advise when passed.

c¢) Joint regulatory and accreditation agency meetings

MHRA, HTA and UKAS have commenced meeting to improve coaten
between the agencies and reduce regulatory burden fotmpdisll try to
ensure that one quality manual satisfies all agenciespective of different
terminologies utilised by them for same processes. Lgakiperform an
audit between themselves to identify areas of overdpageas of difference.
This initiative was welcomed around the table.

d) Implementation of SABTO guidance on Hepatitis E V{dEV)

MHRA due to distribute a position statement through websithe near
future.

Once HEV negative blood components become availablejtabisiood
banks should, under normal circumstances, issue HEMiveda those
patients identified by the clinical teams as requiriregéhcomponents in line
with the SABTO guidance.

Failure to provide pre-identified patients with appropriate Hiegative
components under these circumstances is reportable thEABRE as a
SAE.

Emergency situations can be covered by concessionaageetd non HEV
negative units if required and would not require reporting S8E.

MHRA expect labs to utilise their normal processemrding special
requirements to control this process — but do not insisinaglectronic flag to
interrupt issue being present (just as well becausesainaoLIMS has one
yet).

A situation where a patient receives non HEV negatiits because the lab
has not been informed of the requirement at the tinesae (but it was

discovered later) iBIOT SABRE reportable as a SAE because there has been

no failure of the lab QMS (it is a ‘clinical’ failunehich is not covered by
BSQR) however it would be reportable to SHOT.

JPAC submissions

a) Extension of viability of thawed FFP from 24hrs to $sda

Following evidence collection, JPAC is to issue recommigmks (and effect
changes in labelling) that will allow standard FFP toam viable for issue
and transfusion to patients for up to 5 days post-thawrgpds it has been
kept at 4C. Change notices to the Blood Suppliers havei$sesd and it is
likely that changes in labelling will commence in thamtiture.

This will not extend to neonatal, paediatric of methylbhe treated plasma.
There will be no retrospective labelling of FFP unitdiespitals will have to
take a local decision as to whether they commenowiall 5 day post thaw
viability before units with the new labelling are recelve

The MHRA had no problems with these recommendatiohscfwcan be
found on the JPAC website)





Extension of
post-thaw shelf life F

b) Extension of red cell viability outside of controliesinperature
environment from 30 mins to 60 mins

Following evidence collection, JPAC is to issue recommigmks (and effect
changes in labelling) that will allow standard red cellsemain viable for
issue and transfusion to patients if units have beeofdemperature control
for no longer than 60 mins so long as certain key camditare met. Change
notices to the Blood suppliers are to be issued andikiely that changes in
labelling will commence in the not too distant future.

This will not extend to neonatal red cell units.

The BCSH administration guidelines are reviewing th&GQP
recommendations and conditions and will build thesetimtoupdated
guidance (which is almost in final draft stage).

The MHRA had no problems with these recommendatiohscfwwill be
posted on the JPAC website).

Red cell temperature

deviations for BCC.pc






