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Background

MHRA, SHOT, UKTLC, NBTLM, RCPath and others recognise the pressures in

Transfusion laboratories

 Resource
« Vacancies
« Skills

* Education
* Workload

 Incident reporting — another challenge or a tool?
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Root causes

54 Human error
(2017) c/w 75
(2018)

Increase in
number of
reports linked to
Inadequate
process and
staffing and
workload
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Root causes

« However, still 42%
of all reports are
procedural errors
l.e. assessed to be
entirely the
responsibility of the
individual

* Only 8% staffing
and workload
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B Inadequate process
M Inadequate QMS — staffing and workload
M Inadequate supervision
Inadequate training
B Incorrect procedure
M Ineffective training
M Lapsed/ no training
B Procedural steps omitted/ wrong procedure

performed

B Procedure performed incorrectly

= MHRA



dicines & Healthcare products
Regulatory Agency

Typical SABRE report

2 units of red cells to patient that were not irradiated. Message on the patient’s notes
stating they needed Irradiated units. There was no flag on the patient’s record. No
BMS had added the flag stating irradiated was required.

BMS did not follow the instruction on the critim

Irradiated flag added to the psii
over to Labcentre from old L]/ s

Correction, not
CAPA

| as had not been updated since migrated
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Further info

The BMS is unable to confirm why he missed the critical notes on the patients

file stating that irradiated units were required. However, the critical notes should still
have been acted upon.

The number of staff in the lab having reduced does contribute to the

number of different jobs BMSs are doing at one time. Therefore concentration is
not always easy.

## CPRD £ NIBSC # MHRA
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Managing

change

Was the error a result of a

No

Follow “Process” flow

e?

Yes

,

Was the change formally

managed by a change
control/ management

Were plans

No

Use a formal change
»1  management process

Improve change

adequate/robust?

Yes

!

Were the plans followed

No

». management process and

Re-do change

correctly?

Yes

No

management process
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Process

Design a process that
identifies the critical
process steps

Is there a defined process ’
that covers the root cause
of the error?

Write SOPs, including
steps and instructions to
cover all scenarios

Is the process fully
described in all relevant
documentation?

No

Yes

v

Is there training and
assessment material which
covers the process?

.

Design suitable training
and assessment material

Yes
[
\
Has the person involved in "
the error been trained and S Train and assess the
assessed? individual
Was th_e person
Yes supervised?
If not, review training
process
;§ Ifyes, review supervision
PN process
Q.
Y
Is further training required? N Continue process for
0 —— “individual’




Did the individual
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Individual o

Did the individual
follow an incorrect
procedure or miss
steps in the
process?

No

Did the individual
follow the correct
procedure, but

make an incorrect
decision?

Yes

Did the individual
take an
unacceptable risk
or deliberately
ignore the
procedure?

Consider re-
training initially, or
formal proceedings

if persistent

No

Was the deviation Update SOP or
made u_sing ensure that a
professional Yes process deviation

judgment in the
best interests of
the patient?

is used in future

Consider if the
process/SOP/
training can be re-
designed to
improve staff
performance

Follow
“‘environment’ flow

Consider if staff
have access to
sufficient support
and information to
aid the decision
‘making process
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Environment

Devise a capacity
plan with minimum
Do you have a staffing levels, skill-

capacityplan? #————————— No mix and expected
workloads

<
Yes &(@ o

¥

Was the department If lone worker Address staffing
sufficiently staffed during a normal problems, consider
when the error was periodoflone W skill-mix, workload
made? working, then bottlenecks, staff
‘proceed as Yes rotas and breaks

Consider process
and workload flows,

staff breaks and
rotas

\;o

X

Is the skill mix of

staff appropriate

according to your
capacity plan?
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appropriate
according to your
capacity plan?

Yes

l

Was the member of
staff distracted?

Mo
¥
Consider self-
o9 reflection processes
= CPRD
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°éd

Consider all possible
distractions and look
to eliminate or
manage the
distractions. Train
staff to deal with
distractions including

Yes " starting again and




Case study

Rh + K phenotype not performed for Sickle patient. Diagnosis missed on a number
of occasions

Two units cross-matched, issued and transfused
Patient developed Anti-C and anti e

Conclusion

BMS did not follow guidelines and SOP already in place

Assumes that full responsibility lies with BMS i.e victimised and no improvement to
QMS initiated



Further info

Short staffed on that particular night

Existing vacancies

Although BMS has responsibility for their actions, opportunities to recognise deficient
QMS should be taken and acted upon and escalated if necessary

Improvements cannot be made if you don’t document this



