London & South East Transfusion Science TAG

Meeting held on Friday 15 November 2019
at Great Ormond Street Hospital

Sponsored by BPL, Haier BioMedical and Sarstedt
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Sudhakar Vimalanathan
Susan Mitchell
Thais Ferrari

East Kent
Dartford and Gravesham

Tim Maggs St Thomas
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2 Chairman’s Opening Remarks:

Jey welcomed everyone and thanked Great Ormond Street for the use of the room.
Attendance was particularly good this time, somewhat better than expected and
thus the very snug and cosy ambience. He thanked the sponsors for their
generous support without which these meetings would not be possible and urged
people to take the opportunity to talk to them during the lunch period.

We said goodbye to David O'Connor and Kumar.Uthayakumar who have retired
and welcomed David Stokes to his first meeting.

Sometimes TLMs can be asked by their managers if these meetings are really that
important and whether they need to attend. There was some discussion as to
whether attending TAG meetings should be part of the TLM job description if not of
particular benefit to us but as a legacy for future post-holders

3 60 Minute Rule - RBC Quality and Safety: Stephen Thomas

The '30 minute' rule was based on old studies of the effects of temperature
excursions on the quality and safety of RBC for transfusion and has led to the
wastage of about 10,000 units per year. Changing to a 60 minute rule would
reduce this but studies were needed to gather evidence of the effects on RBC as
there was little evidence for the storage guidelines.

Studies showed that the degree of haemolysis and other adverse effects on RBC
were proportional to the number and severity of the temperature deviations. Units
take time to equilibrate with the surrounding temperature and bacteria also have a
lag time in responding to increased temperature and laboratory tests and bacterial
studies suggested that it should be safe to extend the 30 minute rule to 60 minutes
for both adult and paediatric units and the guidelines were updated — see
Guidelines for the Blood Transfusion Services in the UK 8™ Edition sect 7.6.5.

For occasions when red cells are removed from 2-6°C controlled storage and returned then:

- If possible, time out of a controlled temperature environment should be restricted to under 30 minutes

- if 30 minutes is exceeded the unit should not be returned to the issue location in the refrigerator, but returned to the
transfusion laboratory or quarantined remotely using electronic blood tracking

- up to 60 minutes out of controlled temperature is acceptable, provided the unit is then quarantined by placing in a secure
refrigerator for at least 6 hours prior to reissue, to allow the unit to return to 2-6°C.

- Hospitals will need to identify such units so that they are not subject to being out of controlled temperature storage for
between 30 and 60 minutes on more than three occasions.
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Hospitals implementing systems to enable them to make this change have seen a
dramatic reduction in the number of units wasted with considerable financial
savings. Hospital LIMS can help if units are recorded as 'quarantined’ as there is
then a record of the time it was put into and taken out of quarantine. Hospitals can
safely assume that if a unit is issued to them there has been no '30minute’
excursion at NHSBT.

4 BBTS: Bill Chaffe

Bill was pleased to see so many people attending and it reminded him of the
various incarnations of the TAGs of yesteryear which he had chaired in their early
days back in the 70s and 80s which had Peter and Richard nodding with wistful
memories and silent nostalgia for people long gone and heated discussions about
antibodies and whether glass tubes were better than plastic and the like.

He was very impressed at the number of people who indicated that they were
members of the BBTS as he was here to encourage people to join: if you want
things to change you need to get involved.

There are currently about 1600 members and the Society aims to be a professional
body which looks out for everyone, whatever their role, within the world of
transfusion.

BBTS aims to play a leading role in safe and effective transfusion practice by
delivering high quality education and training, setting standards and promoting
research and development and innovation.

There is always a 5 year plan and a 10 year vision to guide the society's activities
to help members and to ensure that money is well spent. Presently they are trying
to improve communications and to enhance the education offering all managed,
apart from the paid office staff, by volunteers. There is a new website and new
CPD Manager package allowing members to quickly and easily record and review
all their CPD activity

There are many Special Interest Groups and BBTS are willing to consider setting
up new ones if there is sufficient demand.

The Communications Group encourage two way communication with members, as
it is key to everything, with active links with a range of professional bodies.

In terms of education they offer courses delivered by experts in their field for a
range of Specialist Certificates and are working on offering a range of courses to fill
in the gaps of what is being offered elsewhere.

The Annual Conference in Harrogate in September seemed to be favourably
received. The 2020 meeting will be in Glasgow. Bursaries are available but there
was some discussion as to whether different payment methods could be made
available to make it easier to have the expense accepted.

https://www.bbts.org.uk/

5 Laboratory Matters:

SABTO Guideline — plasma recipients born on or after 1.1.96

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/775670/PCWG_statement.pdf

In March 2019 SABTO published a report on the importation of plasma and use of
apheresis platelets as risk reduction measures for vCJD. This recommended that
the risk reduction measures of the provision of imported plasma and apheresis
platelets for individuals born on or after 1st January 1996 or with TTP be
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withdrawn, although there was uncertainty as to whether users still expected a
pathogen inactivation stage.

This posed logistical problems for NHSBT who held large stocks of pathogen
inactivated plasma which would be wasted if all hospitals stopped using it at the
same time.

Sp-ICE

As laboratories increasingly rely on in-house results fewer are referring samples to
NHSBT and thus results are not available on Sp-ICE. One potential solution was
for RCI to offer reduced confirmatory testing charged just to cover consumables
(£15) but a pilot study led to only two samples being received. NHSBT are looking
into ways of allowing other people to enter results on to Sp-ICE.

In-House Thermometer Calibration

A laboratory was considering doing this to provide a back-up should their electronic
system fail for any reason and wondered whether anyone had done this. There
was much discussion as to how this would be done and the required criteria — use
and criticality would need to be considered. The consensus was that rather than
recalibrating it was far cheaper, albeit wasteful and environmentally unsound, to
buy new, calibrated thermometers when required

O RhD Positive RBC for Emergency Use

Most hospitals are now providing these or working towards this. The question of
how to treat transgender patients was raised at one hospital which chose to use
child-bearing potential as the deciding factor.

6 Accreditation - Ben Courtney (UKAS Accreditation Manager)

UKAS are assessors, appointed as the national accreditation body and must
assess to international standards and comply with ISO17011. They must be
adaptable, approachable and collaborative.

Accreditation establishes the laboratory's competence. Although some assessors
can be overzealous UKAS does not want to stifle innovation and is not desperate
to find non-conformances or obsessed with metrological traceability, only bothered
about test results and concerned about the overall service.

Feedback from users shows that TATs and communcation should be improved and
that assessor inconsistency is a problem (although consistency should not be
confused with uniformity) and that assessments are thorough and reports accurate,
useful and clear.

There seems to be uncertainty as to what constitutes an ETS (extension to
scope). They incliude adding a new location, adding new equipment of a different
type, a new or changed kit/new sample type, merging two or more separately
accredited labs, adding a flexible scope or new standard and adding new analytes
or staining materials, antigens or antibodies.

ETS do not include moving equipment from one area to another, additional,
replacement or upgraded analysers, changes to peripheral equipment, LIMS
upgrades, test kit formulation changes or changes of components.

A lot of questions can be answered by referring to the UKAS website, which
includes 1SO20914 concerning the measurement of uncertainty.

Plans include a pre-visit questionnaire, account management meetings with
laboratories, developing a risk-based approach and a review of how extensions to
scope are handled to see if the process can be streamlined.

UKAS accept that the service it delivers can always be improved.
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Althouigh UKAS can't give guidance they can recommend avenues of approach:
one recommendation is to come to meetings like this which offer valuable peer
support.

https://www.ukas.com/

7a Sarstedt

'
8
|
i
e

heir best known product is probably the Sahara dry plasma thawer, 2
or 4 bag models with the temperature measured directly from the bag.
hey also produce heat sealers for units and tube segment openers and
=Transmed blood transport and storage boxes (pictured) which maintain
A the product temperature with pre-cooled elements. .

https://www.sarstedt.com/en/products/transfusion/

7b Haier Biomedical

Based in China,the UK subsidiary has offices in Middlesex and warehouses in
Sussex and Derbyshire with a service team and trained engineers, Haier make a
full range of cold storage products with a range of blood refrigerators designed to
maintain a uniform temperature throughout the whole cabinet.

There are a range of models and specifications including integrated blood
management using electronic RFID tags attached to individual units.

The Haier Monitoring system is simple, smart and easy to install with no need to be
connected to your hospital IT system as it uses roaming GPRS, uploading to the
cloud and not affected by power supply problems, RF interference, IT issues etc.
Information can be accessed by a wide range of equipment (‘anything with a
screen’)

https://www.haierbiomedical.co.uk/

8 NHSBT Update:

Delivery vans: NHSBT are moving away from refrigerated vans to standard
vehicles with all components being delivered in boxes which should result in a
more constant and reliable product and ease loading the vans at the Centre. This
does mean that labs will have to store more boxes although they will be picked up
at the next routine delivery (TNT drivers doing routine scheduled deliveries are
expected to take boxes back too)

EDN update: In October this was thought to work but feedback to NHSBT has
shown there are problems, which are being looked into, when the EDN transfer has
not worked as it should.

Customer Satisfaction Survey: There were significantly fewer replies than usual
which doesn't help NHSBT identify problem areas.

The greatest area of dissatisfaction was routine deliveries - the timing, not the
service provided. Deliveries will be reviewed.

RCI Reports: There was some discussion as to whether labs wanted these in plain
text rather than tabulated but the low response rate to the survey meant it was not
possible to tell the scale of the demand. To be discussed further at the next
meeting.

Fax Machines: These have generally been removed from use in the NHS, a
policy enacted without consideration of their use by NHSBT. They don't require IT
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and are thus a robust, and good reserve means of communication with no obvious
alternative replacement. NHSBT has procedures for using internal departmental
emails but these are not monitored and so hospitals need to phone to alert
someone if they are used.

Hospitals are encouraged to set up similar accounts but it is vital that all staff,
including lone workers, know how to access them.

Platelets: Laboratories continuing to monitor and review stocks has helped
demand to be met. RBC demand is not going up but platelet use is, especially A
RhD negative. Pooling at current levels requires the collection of A RhD neg RBC
donations above the RBC requirement leading to wastage. There are not enough
apheresis donors to meet the demand of 600 packs per month.

At least 24 hours notice should be given when ordering HLA selected platelets for
the weekend in normal working hours — OOH services are for emergencies only
not routine orders.

Ro RBC: NHSBT remains understocked as regards Ro units for sickle
patients.The more notice given the better the chance of an order being met and if
not already doing so then clinical teams should be encouraged to give you
advance notice. 60% of the Ro usage is within the M25 and NHSBT is finding ways
of working with London hospitals to help in getting more BAME donors and thus
increase stocks of Ro blood.

Patients on Daratumumab: If not bleeding, even if anaemic, these patients may
not require an antibody screen on-call. All these patients can be grouped provided
antiglobulin techniques are not used and thus can usually be referred to RCI during
the routine working day.

9 2018 SHOT Report

https://www.shotuk.org/wp-content/uploads/myimages/SHOT-Report-2018 Web Version-1.pdf

Transfusion is still relatively safe - most of the reports are near miss events.

After 10 years of SHOT 90% of the errors in the process are still within the
laboratory's control.

Most of the transfusion associated deaths were preventable and more frequently
this is due to delays happening not just inclinical areas but in laboratories too. The
key SHOT messages involve rethinking transfusion education, investigating
incidents to identify systemic issues, staffing challenges, learning from near
misses, and ensuring SOPs are simple to follow and explain the rationale for each
step.

The common response to a mistake is to add another step to the SOP which
becomes ever longer and more unwieldy.

Overall about a third of errors occurred in the laboratory: a lot of wrong
components being selected, errors in storage and labelling of components — these
stages need to be robust and clear.

Robust procedures are needed for IT downtime to prevent delays to transfusion
with a clinical impact.

Implementation of Electronic Identification systems has been patchy in the UK and
needs to be hastened as they reduce the number of wrong components
transfused.

Key laboratory messages concern failures to follow correct procedures, robust root
cause analysis and ensuring staff complete annual GMP training,

SHOT are keen for managers to consider human factors when investigating errors
rather than just blaming the person involved (which is quick and easy), looking at
the person and the system in collaboration. It is uncommon for an individual to be
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solely responsible for an incident. Amending the underlying issues will help prevent
further incidents. Investigators need knowledge and understanding of human
factors and ergonomic principles to assess all aspects of incidents and bring about
sustainable change. We need to look at ways of stopping people being able to do
something wrong and ensure they are not being set up to fail.

Essentially a safe system makes it easy to do the right thing and difficult to deviate
or do the wrong thing.

It is necessary to make people feel it is safe to work in transfusion and thus want
to work in transfusion — staffing levels are still a concern with a high level of
inexperienced staff without adequate specialist support and increased vacanies
which can lead to deskilling through recruiting at lower banding.

A survey of laboratory culture was undertaken in response to some laboratories
threatening staff who made errors with disciplinary action. SHOT recommend that
all NHS organisations must move away from a blame culture and that all clinical
and laboratory staff should be encouraged to become familiar with human factors
and ergonomic principles.

The 2020 SHOT Symposium will be held at the Lowry Theatre in Manchester on
Tuesday 7t July.

http://shotuk.org/annual-shot-symposium

A short SHOT video about laboratory errors is available for general use

https://www.youtube.com/watch?v=-SNmVf49e3k

Other educational resources are available at

http://shot.uk.org/resources/current-resources/

9A MHRA

When notifying an error to SABRE the initial report must be made within 48 hours
of the error first being known about. This is not always being complied with.

This is written into the regulations which state that the regulator must have all the
information made available to them.

10 NLM Meeting:

The group is working on a competency template for senior staff.

11 Future Meetings:

TBA 2020 TAG
Tuesday 7™ July 2020 SHOT Annual Meeting
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