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Disclaimer

Whilst the majority of information is factual
and correct some of the content Is subjective
and formed from personal opinion

It Is however a true reflection of an inspection
of our service that took place Oct 2014

It Is Intended to act as a snapshot of such an
Inspection



UKAS

United Kingdom Accreditation Service

“recognised by Government, to assess and
declare the competence of organisations against
Internationally recognised standards.”

Medical laboratories: ISO 15189
Independent from Government
Subject to Peer review

Have a duty to act in the public interest






INTERNATIONAL ISO
STANDARD 15189

Third edition
2012-11-01

Medical laboratories — Requirements for
quality and competence

Laboratoires de biologie médicale — Exigences concernant la qualité et
la compétence
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UKAS

Meeting the International Standard means
the laboratory meets;
the technical competence requirements &
the managerial system requirements....

teliver technically valid results



Before the visit

Read ISO 15189 2012

Review Quality manual
Perform GAP analysis
Concentrate on filling the gaps
Objective evidence

Where does it say what you do?

Why is it done that way?

Do staff know what should be done and why?
Where is the evidence that this is implemented?
Is the evidence objective?

What does the evidence tell you?

Does it work?



vs CPA — New/Modified

Evaluation & Risk management
Purchasing Equipment / Reagent records
Laboratory director & clinical staff competence
Staff competence

Information management

Service agreements

Traceability

Validation/Verification

Uncertainty

EQA/IQC

Staff suggestions



Evaluation & Risk management

Emphasises the need for regular reflection

Evaluate the work process for impact and potential
fallures to reduce risk

Establish KPI's that are reviewed
Reviews by external organisations



Purchasing Equipment / Reagent records

« Equipment and Services
Acceptance criteria
Evaluation
Monitoring of performance
Collaborate with other departments, if necessary

 Reagents, consumables
Expanded requirements —records maintained
Acceptance testing: new lot verification of performance
Inventory and instructions for use

Records: identity, condition, instruction, performance
verification



Laboratory director & clinical staff
competence

Responsibilities of Laboratory director

On-going competency assessment programme
Acceptance criteria for performance

Records of qualifications, experience and training
Evidence of incorporation into management system
Coverage by internal audit



Staff competence

Staff competence - objective evidence

Specifies listing

Across scope of testing?

Across scope of staff?

On-going assessment against pre-defined criteria
Continuing education and proof of effectiveness

Personnel records to include accidents, work
experience



Service agreements

« 4.4.1. Each request shall be considered an
agreement

 Agreement shall specify the information needed on
request to ensure appropriate examination and
result interpretation

* Following conditions shall be met:

Requirements of customers, users and provider
(lab) must be understood - evidence

Capability, including skills/expertise
Methods fit for purpose



Information management

Validated by supplier and verified by lab

Safeguarded against tampering — authorisations
for management, modification and maintenance of
LIMS

Integrity maintained and system failures
documented

Results and records accurately reproduced
Contingency plans

If systems maintained off site, requirements must
still be met — selection of suppliers



Traceability

When equipment directly or indirectly affects results
Verification at defined intervals

Records of metrological traceability of calibration
standards

Manufacturer data may or may not be sufficient
Provenance of reference materials

Where traceability is not possible/relevant, other
means of providing confidence in the results are
required



Validation

Confirmation, through provision of objective evidence,
that the requirements for a specific intended use or
application have been fulfilled

* Defined acceptance criteria

« Documented procedure — as detailed as
required?

 Critical evaluation of manufacturer’s validation,
Including traceability

« Suitable for use within the lab for user
demographic

* Validation supplemented where necessary?

 Changes to methods captured for impact on
validation

e Suitable authorisation



Verification

Confirmation, through provision of objective evidence,
that specified requirements have been fulfilled

 Documented procedure to verify competence

« Can manufacturer's specifications be met?

» Use of kit limited to manufacturer’s specified
scope or requirement to validate?

 Have representative staff been involved?

« Authorisation by competent personnel

 When reagents are changed



Uncertainty

Requirements cover examinations reporting
measured quantity values and those that include a
measurement step

Performance requirements for each measurement
procedure need to be defined

Regularly reviewed
Uncertainty estimates to be readily available



EQA/IQC

Proficiency testing and interlaboratory comparisons critical in
demonstrating competence

Documented procedure —responsibilities, participation
Acceptance criteria for the scheme
Acceptance criteria for the results

On-going monitoring of performance by 1QC required

Needs to be suitably robust
What is this based on?
Define rationale for approach to test assurance —what is the
package?
Including manufacturer material, is there sufficient to provide
confidence in test results?

Documented procedure —responsibilities, participation



Staff suggestions

Communication processes — effective

Staff to be encouraged to make suggestions to
Improve

Evaluated

Implemented, as appropriate
Feedback

Records maintained



AC4 form

AC 4 (Med - CPA Transfer):

Medical Testing Laboratory Accreditation

Scope(s) Requested:

TYPES OF *LocATION
EXAMINATION/ TECHNICAL DESCRIPTION OF EQUIPMENT
LABO ;E'IE%E#II‘ZELDS FIELDS/ACTIVITIES (PLEASE GIVE MATERIN}%EFE%RDD ~le USED AMD MEASUREMENT
GENERAL HEADER FOLLOWED BY LISTING FRINCIPLE
OF ALL AMALYTES ETC)
EXAMPLE EXAMFLE EXAMPLE EXAMPLE EXAMFPLE
Microbiology Therapeutic driig monitoring — antibiotics | Blood ‘Manufacturers’ Analyser and Remaofe
- (Gentamicin Enzyme-multiplied ‘spoke’ af
immunoassay Medtown
*Biood Sciences POCT —Haemogiobin Blood ‘Manufacturers’ Analyser and GF (two
photomefry sites) and
Theatres
at main
hospital
Haemato-Oncology Leukasmia diagnosis by screening against
leukaemia monoclonal antibody panels, CD34
enumeration, immunological platelet count, Elmd M _Flow Cﬂom eters fc_'r
using BD FacsCanto one Marrow !mmumloglg: Le[.:hnlqueﬁ used
Lymph nodes in Leukaemia Diagnosis
o . o Sections
Leukaemladdlt:gnzs;flb\r examhlnlatmn of bone SOP: BD FACS Canto II -
Manmow an o0d THM morpnology OVEI'UiEW
o . ) ADD.HAE 32364
Leukasmia diagnosis by immunofluorescence
and cytochemistry
Cytogenetics Image Capture
System
Cytogenetics analysis using FISH SOP: GenASIs Manual FISH
Capture ADD.HAE 2127
Doc Ref. Draft AC4-2 (Medical Labs Transfer) Page 5of 14




The visit plan

Visit Plan for: Accreditation — Initail Assessment new customer

Standard: 1ISO 15189:2012 - Medical Laboratories
Project Number:  209504-00-01
Project Name: 2014-8514-Initial Assessment

| am writing to confirm the arrangements for the forthcoming UKAS visit which are set out in the
attached visit plan. Please would you ensure that all activities listed will be available for witnessing
during the visit and that documentation is available. Where actual samples are not expected to be
available for an activity QC material can be used for demonstration purposes.

In advance of the assessment visit please would you provide the following documents to UKAS as
soon as possible to myself peter.wilson2@UKAS.com and MedLabsCustomerService@ukas.com

Up to date Quality Manual

Management Review minutes

SOPs relating to the methods due to he withessed
Summaries of EQA performance

Internal audit programme for 2014 and an example audit

Validation/verification reports associated with tests to be witnessed
Updated GAP analysis

If you have any comments on the arrangements, please let me know as soon as possible.



Ver Issued 060ct2014

Visit Plan

Assessment Manager:

AM (attending all days 21-23/10/14)

Lead Assessor:

LA (attending all days 21-23/10/14)

attending all days 21-23/10/14)
attending 22/10/14 from 1300hrs to 1700hrs 23/10/14)

attending 22/10/14)

Observer(s):

A
B(
Technical Assessor(s)/Expert(s): C (attending 22/10/14 from 1300hrs to 1700hrs 23/10/14)
D (
E
F

(attending 22/10/14 from 1300hrs to 1700hrs 23/10/14)
(attending all days 21-23/10/14)

Assessment and Meeting Dates and Timings Assessment Location

Assessment Start Date/Time:

0900hrs 21/10/14 | As laboratory

Assessment End Date/Time:

1700hrs 23/10/14

Introductory Meeting(s):

0915hrs 21/10/14

Private Meeting(s):

1545hrs 22/10/14
1545hrs 23/10/14

Final Meeting(s):

1630hrs 23/10/14

Additional Meeting(s):

tbe




ISO 12189 technical requirements, to include:
Accommodation and environment
Equipment management
Reagents /consumables

Laboratory pre examination procedures- including sample
receipt

Examination processes — including documentation, validation,
verification, uncertainty
Personnel competence

Post examination processes- biological reference intervals /
clinical decision values including reporting and release of
results

Clinical interpretation advice and reporting

Assurance of quality — 1QC, EQA records, performance and
review

Technical records- retention and completion

Reference materials and traceability

Leukaemia diagnosis by PML immunofluorescence and
cytochemistry




The visit —what to expect

S




The visit —what to expect

« Opening Meeting

* Lead Assessor will focus on:
Gap analysis outcomes
Management System incl. supporting activities
Coordinate technical experts

» Technical Experts:
Allocated tasks covering the process from sample
receipt to ‘reporting’/post examination
May use reporting forms but not checklists
Will assess aspects using horizontal and vertical
techniques
Evidence based assessment — ‘show me’



The visit —what to expect

Evidence based approach

Focussed discussions on key differences such as traceability,
validation etc

To demonstrate how you meet the requirements
The assessment will focus on outcomes
Assessment will seek to demonstrate that accreditation can be

The production of valid results

Objective statements will be used to record any potential
nonconformities or opportunities for improvement, assessor
will ensure that the statements are factual and agreed with lab



8027-1A-2014-1AR-ver issued 280ct2014

Organisation name:

Cambridge University Hospitals NHS

Customer number:

8027

Legacy UKAS Ref(s):

Project number:

209504-00-01

Assessment type:

Date of issue:

SERVICE

28/0ct/2014

Initial Assessment o ATION

Lowticn Date tinding
raised

Fow 23/0ct/2014
cytometry

HOD3 23/0ct/2014
HOD3 23/0ct/2014
HOD3 23/0ct/2014
HOD3 23/0ct/2014
HOD3 23/0ct/2014
HOD3 23/0ct/2014

Llause and description of finding Acreditation standard

5.3.2.4 The "in use" stock for monoclonal
anfibodies has a number of expired reagents.
These are no longer used but have not been
discarded.

5.3.2 7ah Small volumes of residual
monoclonal antibody are retained in a box
labelled "dregs". The utilisation, procedure for
retention, indexation and assurance of
suitability for use have not been documented.

[HKDO3471] 1ISO15189

[HKDD3471] ISO15189

5.6.2 2 1QC for CD34 assay is monitored as
% rather than absolute count (the parameter
reported)

5.5.1.3 The CD34 count protocol requires
100,000 CD45+ event to be counted. This is
not in keeping with the published
methodology and has not been validated.
5.6.2.1 There is no IQC process for
Immunological platelet counts

5.5.1.4 The HODS laboratory has not
determined unceriainty for measured quantity
values.

5.3.2.7d The in house produced cocktails of [HKD03471] ISO15189
monoclonal antibodies for leukaemia

immunophenotyping do not have expiry dates

[HKDO3471] 1ISO15189

[HKDO3471] 1ISO15189

[HKD03471] ISO15189

[HKDD3471] ISO15189

Additional scoreditation
standards

CPAD3.2d

CPAD3.2d

CPAF3.2c

CPAF1.1

CPAF3.2c

CPAF33

CPAD3.3

Agresd/Proposed improwement acticn MorR

Review monoclonal antibody stock control M
process

Review the retention process of residual M
monoclonal antibodies

Revise 1QC monitoring charts fo monitor M
absolute counts

Review method set up in line with published M
methodology.
Review 1QC approach for this test M

Determine uncertainty for measured quantity M
values.

Establish and document expiry dates for M
menoclonal cocktails.

Evidenos
required |¥./N]

Ewidence due
date

18/Dec/2014

18/Deci2014

18/Dec/2014

18/Dec/2014

18/Deci2014

18/Deci2014

18/Dec/2014



8027-1A-2014-1AR-ver issued 280ct2014

]
Evidenice due

Locaticn Date tinding Clawse and description of fimding Accreditation standand Additional scoreditation |n!g:r-neu|l'|'rnpnuu improwement acticn |M orR Evidenios
raised standards required ['V/N] | date
5324 The "in use" stucl: for monoclonal [HKD03471] 15015189 CPA D3.2d Review monoclonal antibody stock contral M Y
process

aniibodies has a number of expired reagents.
These are no longer used but have not been

discarded.

o NHS

Stock Level Guide

- y
Avthnricad

General housekeeping

A general antibody stock check will be performed monthly and any expired
reagents logged out of routine use.



8027-1A-2014-1AR-ver issued 280ct2014

Location Date tinding |C|HI..EE and description of finding |h|:|:r=ditll:inn standand Additional accreditation |Apu|:|.l'Pm-pnud improwement acticn |M orR Evidenos Evidence due I
raised standards required [¥/N] | date
5.3.2 7ah Small volumes of residual [HKO03471] 15015189 CPA D3.2d Review the retention process of residual M Y
monoaclonal antibody are retained in a box monoclonal antibodies

labelled "dregs”. The utilisation, procedure for
retention, indexation and assurance of
suitability for use have not been documented.

Preparation of antibody cocktails

4.1.3 Antibody dregs can only be used if the new vial has the
same batch number otherwise put the remainder in the
dregs box kept in the fridge and start a new batch. The
dregs box is checked monthly and any expired antibodies
discarded and logged out of use.



8027-1A-2014-1AR-ver iIssued 280ct2014

Loticn Date finding Clause and desription of finding Accreditation standard Additional acoreditation Agresd/Proposed improwement acticn M orR Evidence Evidence due
raized standards required [¥/N] diate
5.3.2.7d The in house produced cocktails of [HK003471] 1S015189 CPA D33 Establish and document expiry dates for M Y
maonoclonal antibodies for leukaemia monoclonal cocktails.
immunophenotyping do not have expiry dates
LPD with CD19 PC5.5 cocktail checklist sheet (50 tests)
Use a total vol of 50ul from the cocktail for each test

Date of preparation:

Antibody Kappa FITC CD4 FITC Lambda PE CD8 PE CD19 Pc5.5 | CD2 PECy7 | CD20 APC CD3 APCHY7 CD56 BV CD45 V500

Batch number

olume per test (ul) 2 5 2 5 3 5 5 5 2 5

[Volume for 50 tests (ul) 100 250 100 250 150 250 250 250 100 250

JAntibody added (tick)

* Buffer total 550ul added (tick) Cocktail prepared by:

Expiry date (4weeks)
/ /

Stick Patient labels




8027-1A-2014-1AR-ver iIssued 280ct2014

]
Ewidence due

Lowticn Date tinding |Clm.u= and description of finding |h|:|:n:dihl:inn standard Additional accreditation |ﬂgrud.l'Pm-pnud improwement acticn |M orR Evidences
raised standards required [¥/N] | date
£.6.2.2 1QC for CD34 assay is monitored as  [HKDD3471] ISO15189 CPAF3.2c Revise |QC monitoring charts fo monifor M Y
% rather than absolute count (the parameter ahsolute counts
reported)

o NHS

Single platform CD34+ cell enumeration

7.0 Quality control and assurance

7.1 BD CD34 control kit is analysed prior to a patient's sample for that day
and accepted if the result meets the reference range stated on the
CD34 kit insert. The CD34 check values are logged and monitored in
the Phenotyping QC folder on the shared network.



8027-1A-2014-1AR-ver issued 280ct2014

]
Evidenos Ewidence due
required |¥./N] date

Additional scoreditation MorR

standards

Clause and description of finding Acreditation standard

Date tinding
raised

Lowticn |n!.gm=d."Pr-:hpn:-=d improwement acticn

Review method set up in line with published M Y
methodology.

5.5.1.3 The CD34 count protocol requires [HKDD3471] ISO15189 CPAF1A1

100,000 CD45+ event to be counted. This is
not in keeping with the published
methodology and has not been validated.

Table 1. Total Number of Events to Collect

Frequency of Desired Coefficient of Variation % (Rare Events Required)
Rare Events 30 (1) - 5 (400) 3(1,11)
20 222 2,000 8,000 22,222
50 556 5,000 20,000 55,556
100 1.1 10,000 40,000 111,111
1,000 1,111 100,000 400,000 11111

@D Cioooo0)

10,000 11,111 1,000,000 4,000,000 1,111,111
100,000 1,111,111 10,000,000 40,000,000 111,111,111
1,000,000 1,111,111 100,000,000 400,000,000 1,111,111

* Pre PBSC WBC = 10 x1079/l (10 000 /ul)
* If CD34+ = 0.1% we would count 100 CD34+ /100 000 events (CV10%)

* 0.1% CD34 = 10/ul (threshold for collection — clinically relevant)



8027-1A-2014-1AR-ver issued 280ct2014

Lowticn Date tinding |C|HI.EE and description of finding |h|:|:n:dih1inn standard Additional accreditation |Ap'ud.l'Pmpnud improwement acticn |M orR Evidences Evidence due ‘
raised standards required [¥/N] | date
5.5.1.3 The CD34 count protocol requires [HKOD3471] ISO15189 CPAF1A Review method set up in line with published M Y

100,000 CD45+ event to be counted. This is methodology.
not in keeping with the published

methodology and has not been validated.

® NHS

Single platform CD34+ cell enumeration

4.3.6 Ensure that a minimum of 100 CD34+ events have been
collected. If it is less than 100, re-acquire the tube and record
ensuring you choose ‘append’ rather than ‘overwrite’ when

prompted. The recording can be stopped when >100 CD34+
events have been collected.




8027-1A-2014-1AR-ver issued 280ct2014

Lomtion |Du1:e tinding |4:|mu= and description of finding |h|:|:n:di1:1inn standarnd |P¢|:Idrt|mullnc|:r\edi'lulim |A;rud.n'?mpnuu improvement action | | mmmmmmm I
raized standards requ rﬂl{ w/N] date
5.5.1.4 The HODS laboratory has not [HKD03471] ISO15189 CPAF3.3 Determine uncertainty for measured quantity M Y
determined unceriainty for measured quantity values.
values.

Uncertainty of measurement - Immunophenotyping

« Amend Uncertainty of Measurement statement
« Add IQC additions (platelets)



8027-1A-2014-1AR-ver issued 280ct2014

MerR

Lowticn Date tinding Acreditation standard

raized

Clause and description of finding
standards

]
Evidenos Ewidence due
required |¥./N] date

Additional accreditation |n!.gm=d."Pr-:hpn:-=d improwement acticn

5.6.2.1 There is no IQC process for [HED03471] ISO15189 CPAF3.Zc Review |QC approach for this test M Y
Immunological platelet counts

No positive internal quality controls are used for the immunological platelet
enumeration due to a) no internal or commercial reference material being
avallable and b) the disparity between impedence and immunological platelet
counts making the use of a ‘normal control’ FBC invalid. It is of note that the red
cell population can act as a fluorescence negative control. If no positive events
are seen, the assay is repeated.

During assay validation, investigations showed excellent assay reproducibility and
linearity with other methods of optical, impedence and immunological platelet
counting (albeit with normal sized platelets). This data is available within the
Phenotyping QC folder.

External quality assurance of the immunological platelet count is performed by
participation in the UKNEQAS FBC scheme (12 trials/annum) with assessment
against all user groups irrespective of technique. All qualified staff within the
immunophenotyping section participate in turn allowing additional monitoring and
assessment of competency. Details of these can be found within the Phenotyping
QC folder.



IMPROVEMENT ACTION SUMMARY FORM

Assessment Manager: Peter Wilson Assessor: [ IEGIN

Assessment Type and Standard: Initial Assessment / 15189: 2012

Customer Name: Haemataology, Cambridge University Hospitals
Accr No: 8027  Cust No: 8027 Cost Centre:
Project Name: 8027-2014-1A-Haematology, Cambridge Project Number: 209504-00-01
Mandatory Improvement Action Response
Finding Ref. Action taken Evidence supplied
209504-00-01- Review monoclonal antibody stock Stock control SOP 2293 amended to
E01084-001 confrol process include regular review for expired
reagents
209504-00-01- Review the retention process of SOP 32359 updated
E01084-002 residual monoclonal antibodies
209504-00-01- Revise IQC monitoring charts to SOP 1173 updated. Absolute counts
E01084-003 monitor absolute counts monitored in excel spreadsheest
209504-00-01- Review method set up in line with SOP 1173 updated to include a
E01084-004 published methodology. minimum of 100 CD34+ve events to
be counted
209504-00-01- There is no |IQC process for SOP updated with statement of IQC.
E01084-005 Immunological platelet counts Considered in HODS uncertainty of
Review 1QC approach for this test measurement document
209504-00-01- 55.1.4 The HODS laboratory has HODS uncertainty of measurement
E01084-006 not determined uncertainty for document (2943) reviewed and
measured quantity values. updated with consideration for
measured values
209504-00-01- The in house produced cocktails of SOP 2672 & 32359 updated. Expiry
E01084-007 monoclonal antibodies for leukaemia | dates added to cocktail vials and to
immunophenotyping do not have cocktail preparation checklist
expiry dates

Name: | David Bloxham Date: | 18.12.2014

Please return this form together with the evidence to one of the following email addresses quoting the



Assessment Manager:

IMPROVEMENT ACTION SUMMARY FORM

Peter Wilson

Assessor: Paul Virgo

Assessment Type and Standard: Initial Assessment / 15189: 2012

Customer Name:
Accr No: 8027

Project Name:

Haematology, Addenbrookes Hospital, the Pathology Partnership

Cust No: 8027

8027-2014-1A-Haematology, Cambridge

Cost Centre:

Project Number: 209504-00-01

Mandatory Improvement Action Response

‘normal” samples however there is
frequently significant discrepancy in
the platelet values that make this
impractical. (Data shown in plt
spreadsheet). We believe this is the
inherent problem when comparing
techniques that employ different
methodologies. We are currently
looking at using the most recent
UKNEQAS FBC control material to
provide us with an internal control.
The suitability of this material over
time is not yet known however data
is currently being collected

Finding Ref. Action taken Evidence supplied
209504-00-01- New CD34 SOP 1173 attached plus copy | SOP Add.Hae 1173
E01084-003 of 1QC spreadsheet CD34 check 2014 and 2015 xIs
209504-00-01- There is no clear way of responding | Immunological platelet count
E01084-005 to this. We have looked at using accuracy data.xls

209504-00-01-
E01084-006

UofM SOP attached including
calculation of uncertainty.
Calculation also shown on CD34
check spreadsheet

UofM Immunophenotyping SOP
PDF

| Name: | David Bloxham

| Date: | 2/2/2015




8027-1A-2014-1AR round 2

Looaticn Date tinding

Clawse and description of finding Accreditation standard Additional scoreditation |Agruu,l'Prn-pm=eu improvement scticn M or R Evidenios Evidenios due
raised standards required [¥/N] | date
§.6.2.2 1QC for CD34 assay is monitored as  [HKD03471] ISO15189 CPAF3.2c Revise 1QC monitoring charts to monitor M Y
% rather than absolute count (the parameter absolute counts

reported)

Single platform CD34+ cell enumeration

7.0 Quality control and assurance

7.1 BD CD34 control kit is analysed prior to a patient’'s sample for that day
and accepted if the result meets arence range stated on the
CD34 kit insert. The CD34 chedk absolute Jalues are logged and

monitored in the Phenotyping QC<alder o the shared network.
BC114 absolute results
40.0
L}
[ - [
35.0 --
-
30.0 o
25.0 & Lowabsolute
L} High absolute
20.0
— — — —Lowmean absolute
300 s ———— N (i High mean absolute
- — — —— - ——— = *g————g——————-
100 g 2
5.0
0.0 r r r r r r r
28/10/14 02/11/14 071114 12/11/14 17/11/14 22/11/14 27/1114 02/12/14 07/12/14




8027-1A-2014-1AR-var round2

Lowticn Date tinding

raized

Clause and description of finding

5.6.2.1 There is no IQC process for
Immunological platelet counts

Additional scoreditation
standards

Accreditation standand

[HKOD3471] ISO15189 CPAF3.2c

|n!.gm=d."Pr-:hpn:-=d improwement acticn MorR

Review IQC approach for this test

Evidenos
required |¥./N]

Mandatory Improvement Action Response

Finding Ref.

Action taken

Evidence supplied

209504-00-01-
E01084-005

There 1s no clear way of responding
to this. We have looked at using
‘normal’ samples however there is
frequently significant discrepancy in
the platelet values that make this
impractical. (Data shown in plt
spreadsheet). We believe this 1s the
inherent problem when comparing
techniques that employ different
methodologies. We are currently
looking at using the most recent
UKNEQAS FBC control material to
provide us with an internal control.
The suitability of this material over
time is not yet known however data
1s currently being collected

Immunological platelet count
accuracy data.xls

Ewidence due
date



Immunological platelet count accuracy data

Dx Flow
Control RBC Plts MPV Pltevents RBCevents Platelet count diff % diff
1 428 209 94 1000 17896 239 30 14
2 442 219 92 1000 24196 183 -36 -17
3 456 200 10.3 1000 15868 287 g7 Ay
4 4.2 233 9.2 1000 15264 275 42 18
5 503 163  10.6 1000 39319 128 -35 -22
6 422 254 102 1000 14396 293 39 15
7 415 226 88 1000 27086 153 -73
7 415 226 88 1000 28821 144 -82
7 415 226 88 1000 26513 157 -69
7 415 226 88 1000 25744 161 -65 -29
7 415 226 88 1000 27998 148 -78 AN
8 4.8 237 17 1000 16554 290 53 22
9 431 246 87 1000 18383 234 -12 -5
10 421 211 9 1000 14364 293 g2 s
11 408 268 94 1000 13226 308 40 15
12 445 231 95 1000 17149 259 28 12
13 462 205 107 1000 29182 158 -47 -23
14 517 186  10.6 1000 25641 202 16 8
15 383 179 95 1000 15132 253 74 AN
16 484 169 9.3 1000 24462 198 29 17
17 443 240 87 1000 14998 295 55 23
18 493 235 98 1000 17779 277 42 18
19 453 301 94 1000 20584 220 -81 -27
20 443 186 10 1000 22427 198 12 6
21 444 157 11 1000 24221 183 26 17
22 462 229 91 1000 13604 340 111 [4eN
23 423 251 78 1000 16490 257 6 2
24 475 374 94 1000 10807 440 66 18
25 513 215 9 1000 20611 249 34 16
26 471 367 85 1000 9293 507 140 [EEN
27 453 236 84 1000 17795 255 19 8
28 406 244 97 1000 14935 272 28 11
29 498 269 9 1000 17057 292 23 9
30 466 269 81 1000 15846 294 25 9
1501FB1 3.68 199 10 1000 17218 214 15 7

1501FB2 2.67 180 8.9 1000 16091 166 -14 -8



Following Round 2

Assessor Feedback on Improvement Actions

Customer: Cambridge University Hospitals NHS Foundation (Haematology)
Customer No.: 8027

Standard: 1SO 15189:2012 - Medical Laboratories

Project Number: 209504-00

Project Name: 2014-8027-Haematology CUHFT-Initial Assessment

| have examined the documentary evidence submitted by this organisation following the above
assessment.

The evidence submitted for findings requiring mandatory action and closure by UKAS are listed on
the attached form; | have indicated whether each one has been cleared or not with appropriate
comments or further actions required.

My conclusions are that:

a The improvement actions/proposals raised at the above visit are now cleared/accepted

X There are some further actions required as detailed on the Assessor Feedback on
Improvement Actions form

Consequently:

a | do not have any outstanding actions relating to this assessment

er evidence is to
209504-00-01-E01084-003
209504-00-01-E01084-005

mitted to clear finding numbers:

X | confirm that, as a result of this review, there is nothing that affects the original
recommendation



Assessor Feedback on Improvement Actions

Customer: Cambridge University Hospitals NHS Foundation (Haematology)
Customer No.: 8027
Standard: 1SO 15189:2012 - Medical Laboratories
Project Number: 209504-00
Project Name: 2014-8027-Haematology CUHFT-Initial Assessment
Finding No. C:‘e(?r:.;d Justification for clearance or request for further evidence
209504-00-01- Y Round 1: Cleared 23/12/2014
E01084-001 Stock control SOP 2293 amended to include regular review for
expired reagents
209504-00-01- Y Round 1: Cleared 23/12/2014
E01084-002 SOP 32359 now includes review of “dregs” and discard of any
expired reagents
209504-00-01- Y Round 1: Not Cleared 23/12/2014
E01084-003 The 1QC section of SOP 1173 refers to recording CD34 check

values but does not stipulate recording of absolute counts. A

copy of the latest IQC data would also help to clear this
Danimd 9 Claarvad ARINDIONAE

209504-00-01- N Round 1: Not Cleared 23/12/2014

E01084-005 The laboratory has not identified an |IQC process for
Immunological platelet counts. The statements in OC2943
appear inconsistent in that it is suggested that normal FBC
control is invalid yet recognise that assay validation shows
excellent linearity when assessed against optical/impedence
counting on normal samples. This would suggest that a normal
FBC could be used to IQC this assay.

Round 2 Not Cleared 06/02/2015

The difficulty of appropriate IQC for this assay is recognised.
Submission of additional data on stabilised UK NEQAS
samples would help if this proves to be a suitable IQC material.
If this proves unsuitable a risk assessment approach might be
appropriate here to validate the fithess for purpose of this assay
in the absence of suitable IQC material.

209504-00-01- Y Round 1: Cleared 23/12/2014
E01084-007 SOP 2672 & 32359 expiry dates added to cocktail vials and to
cocktail preparation checklist

END OF REPORT




5.6.2.1 There is no IQC process for [HK003471] ISO15189 CPAF32c Review |QC approach for this test
Immunoloaical platelet counts

® NHS

Immunological platelet count by flow cytometry

7.4 The NEQAS FBC (IQC) sample is analysed prior to a patient's sample
for that day and accepted if the result falls within the range stated for
that sample. This range and the RBC of the sample can be found
within the Phenotyping QC folder on the shared network drive.

7.5 Results of the NEQAS FBC (IQC) sample are recorded within the
Phenotyping QC folder on the shared network drive to allow for
imprecision calculations to be performed.

1505FB1 Platelet count
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Customer:
Customer No.:
Standard:
Project Number:
Project Name:

Cambridge University Hospitals NHS Foundation (Haematology)

8027

1SO 15189:2012 - Medical Laboratories
209504-00
2014-8027-Haematology CUHFT-Initial Assessment

| have examined the documentary evidence submitted by this organisation following the above

assessment.

The evidence submitted for findings requiring mandatory action and closure by UKAS are listed on
the attached form; | have indicated whether each one has been cleared or not with appropriate
comments or further actions required.

My conclusions are that:

209504-00-01-
E01084-005

Y

Round 1: Not Cleared 23/12/2014

The laboratory has not identified an |QC process for
Immunological platelet counts. The statements in OC2943
appear inconsistent in that it is suggested that normal FBC
control is invalid yet recognise that assay validation shows
excellent linearity when assessed against optical/impedence
counting on normal samples. This would suggest that a normal
FBC could be used to |IQC this assay.

Round 2 Not Cleared 06/02/2015

The difficulty of appropriate IQC for this assay is recognised.
Submission of additional data on stabilised UK NEQAS
samples would help if this proves to be a suitable IQC material.
If this proves unsuitable a risk assessment approach might be
appropriate here to validate the fitness for purpose of this assay
in the absence of suitable IQC material.

Round 3 Cleared 02/04/2015

Laboratory have devised a suitable |IQC process for this test
and implemented trend monitoring.




Where are we now

We have got CPA accreditation.

ISO accreditation pending.

Angus Gidman

Quality & Governance Manager

We are waiting for the decisionmakerat UKAS to make the offer. Everything we needtodo has
been done.

Patience.

Angus Gidman



ACG6 form

AC 6 Medical Testing Laboratory Accreditation

ORGANISATION DETAILS

Organisation Name

{i.e. name of the body taking legal responsibility for the Cambridge University Hospitals NHS Foundation Trust
activities of the medical laboratory)

CPA Reference Number 4019 (Molecular Malignancy) 8027 (Flow and Cytogenetics)
STANDARD

S0 15189 Tes S0 22870 (POCT)  MNo

scope(s) Requested:



ACG6 form

AC 6 Medical Testing Laboratory Accreditation
Cambrdge Haemato- Diagnosis and | Blood Instrument: HODS
University Oncology monitoring of Bone marrow Hematek Il automated stainer using modified laboratones
Hospitals NHS | Diagnostic haematological | CSF wrights’ stain
Foundation and malignancy and | Biopsy material Shandon Cytocentrifuge Il Mo remote
Trust - monitoring bone marrow (including fine needle locations
Addenbrockes | Service failure aspirates) S0Ps:
syndromes. Other body fluids ADD HAE 16403: Penpheral blood
-Microscopic ADD HAE 16360: Bone marrow
examination/mo ADD.HAE 16365: CSF
rphological ADD.HAE 16406: Lymph node preparation
assessment of ADD HAE 32280: Hematek slide stainer
stained material ADD.HAE 16389: Iron Stain
ADD HAE 16382: Haemosidenn
ADD HAE 16396: Myeloperoxidase stain
ADD.HAE 955: Morphology review
Microscopy
Cambndge Haemato- Diagnosis and Blood Instrument: HODS
University COncology monitoring of Bone marrow 8 colour BDBioscience FACSCanto Il flow laboratones
Hospitals NHS | Diagnostic haematological | CSF cytometer
Foundation and malignancy and | Biopsy material Mo remote
Trust - monitoring bone marmow (including fine needle SOP: locations
Addenbrookes | Service failure aspirates) BD FACS Canto Il SOP’s
syndromes by Other body fluids ADD HAE 32364: Overview
flow cytometry ADD HAE 32066: Start-up
and appropriate ADD. HAE 32370: Reagent maintenance
monoclonal ADD HAE 32372: Cytometer Set Up and
antibody panels Tracking (CS&T)
ADD HAE 32449: Creating new expenments
ADD HAE 32368: Using panel templates
ADD HAE 32436: Analysis guide
ADD.HAE 32367: Routine workflow
ADD HAE 32181: Daily shutdown
ADD.HAE 32371: Fluorescence compensation
F4l1e Issue No: 1 Page 17 of 25




ACG6 form cont.

ACSH6 Medical Testing Laboratory Accreditation

ADD.Hae 686: Canto panels

ADD HAE 32359: Preparation of antibody

cocktails

ADD HAE 32361: Lymphoproliferative Screen

ADD HAE 32362: B cell panel

ADD HAE 32363: Hairy cell panel

ADD HAE 32438: T cell panel

ADD.HAE 32357 Acute leukaemia

ADD HAE 32360: Plasma cell panel

ADD HAE 32358: Nuclear and cytoplasmic

staining

ADD HAE 32450: DNA index

ADD HAE 32262: Broncho-alveolar lavage
Cambndge Haemato- CD34+ve stem | Blood Instrument: HODS
University Oncology cell enumertion | Bone marrow 8 colour BD Bioscience FACSCanto |l flow laboratonies
Hospitals NHS | Diagnostic by flow Stem cell harvests (cord | cytometer
Foundation and cytometry blood, PE, BM) Mo remote
Trust - monitoring SOP: locations
Addenbrookes | Service ADD HAE 1173: Single platform CD34+ve cell

enumeration

ADD HAE 32455: Allogeneic cell harvests

ADD HAE 1004: Cord blood CD34+ve cell

enumeration
Cambndge Haemato- Immunclogical | Penpheral blood Instrument: HODS
University Oncology platelet 8 colour BD Bioscience FACSCanto |l flow laboratories
Hospitals MHS | Diagnostic enumerafion cytometer
Foundation and No remote
Trust - monitoring SOP: locations
Addenbrockes | Service ADD HAE 32049: Immunological platelet count

by flow Cytometry (ICSH reference method)
F4d1e |ssue MNo: 1 Page 18 of 25




ACG6 form cont.

AC 6 Medical Testing Laboratory Accreditation
Cambndge Haemato- Diagnosis and FPenpheral Blood Instrument: HODS
University Oncology monitoring for 8 colour BDBioscience FACSCanto Il flow laboratories
Hospitals NHS | Diagnostic Paroxysmal cytometer
Foundation and Nocturnal Mo remote
Trust - monitoring Haemoglobinur S0Ps: locations
Addenbrookes | Service a by flow ADD HAE 32373 Paroxysmal Nocturnal
cytometry (red Haemoglobinuria (PNH) diagnosis by flow
and white cells) cytometry of neutrophils (Canto Il)
ADD.HAE 1463 Paroxysmal Nocturnal
Haemoglobinuria (PNH) diagnosis by flow
cytometry of red cells {Canto Il
Cambndge Haemato- Hereditary Penpheral Blood Instrument: HODS
University Oncology spherocytosis 8 colour BD Bioscience FACSCanto Il flow laboratories
Hospitals NHS | Diagnostic screening by cytometer
Foundation and eosin-5- Mo remote
Trust - monitoring malemide S0P: locations
Addenbrockes | Service binding assay ADD HAE 32444: Flow cytometric screening for

iflow cytometry)

Hereditary Spherocytosis- Canto




Summary

UKAS website has lots of helpful info
Read ISO 15189:2012

Perform GAP analysis

Complete detailed AC4 or AC6 form

Ensure you cover the new areas
 UoM, Traceabilty, Validation, Verification

Collate objective evidence — know where it Is
Attention to detail
Don’t panic
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Leukaemia

Immunophenot
yping Leukaemia Data interpretation CD34+ve stem cell PNH PNH Platelet enumeration (FBC)
High resolution
Trial Date Operator Trial Date Operator Trial Date Operator  Trial Date Operator Trial Date Operator ~ Trial Date Operator
121301 5/4/11 DB 121301 DB/EB/RG/KB 121301 MAY 2012 EB 121301 06.12 RG 121301-HR 07.12 DB 1201 9/1/12 RG
121302 24/4/12 RG 121302 DB/EB/RG/KB 121302 Jul-12 EB 121302 9.12 RG 121302-HR 11.12 RG 1202 2/2/12 RG
121303 02/10/12 EB 121303 DB/EB/RG/KB 121303 20.08.12 RG 121303 22.01.13 HC 121303-HR 05.02.13 EB 1203 6/3/12 LG
121305 05/02/13 HC 121304 All 121304 01.10.12 DB 121304 12.03.13 DB 121304-HR 18.04.13 LG 1204 5/4/12 EB
121306 11.03.13 DB 121305 All 121305 26.11.12 EB 1205 5/5/12 DB
121306 All 121306 12.02.13 RG 1206 MISSED
1207 717112 EB
1208 8.8.12 RG
1209 4.9.12 RG
1210 5.10.12 DB
1211 8.11.12 EB
1212 5.12.12 HC
131401 09.04.13 LG/EB 131401 All 131401 04.04.13 LG 131401 08.07.13 EB 131401-HR 01/05/13 DB 1302 4/2/13 HC
131402 09.05.13 LG 131402 All 131402 19.6.13 DB 131402 28.08.13 LG 131402-HR 04/07/13 EB 1304 03.04.13 RG
134403 31.07.13 RG 131403 All 131403 28.08.13 EB 131403 23.10.13 RG 131403-HR 22/1013 RG 1305 01.05.13 LG
131404 08.10.13 rejected-db 131404 All 131404 29.10.13 RG 131404 06.03.14 LG 131104-HR 27.02.14 LG 1308 06.08.13 HC
131405 26.11.13 EB 131405 22.01.14 All 131405 22.01.14 LG 1309 09.09.13 eb
131406 26.02.14 LG 131406 31.03.14 All 131406 22/03/2014 EB 1310 08.10.13 RG
1311 06.11.13 LG
1312 02.12.13 DB
141501 23/04/2014 HC 141501 23.06.14 All 141501 12/05/2014 DB 141501 31.7.14 DB 141501 -HR 31.7.14 DB 1401 09.01.14 HC
141502 24/06/2014 LG 141502 08.09.14 All 141502 23/06/2014 LG 141502 ? 141502-HR 03/12/2014 EB 1402 04.02.14 EB
141503 20/11/2014 RG 141503 15/12/2014 All 141503 19/08/2014 EB 141503 26.01.15 JEN/EB 141503-HR LG 1403 05.03.14 HC
141504 03/12/2014 DB 141504 19/02/2015 All 141504 14/10/2014 DB 141504 02.03.15 EB 141504-HR 23/03/2015 DB 1404 31.03.14 LG
141505 not submitted 141505 11/05/2015 All 141505 17/02/2015 LG 1405 06.05.14 HC
141506 23/03/2015 EB 151601 06.06.15 LG 151601-HR 27/05/2015 EB 1406 02.06.14 EB
151601 01/06/2015 EB 1407 30.06.14 LG
151601 27/05/2015 DB 1408 not done
1409 1/9/14 EB
1410 29.09.14 HC
1411 not done
1412 01.12.14 HC
1501 12.01.15 HC
1502 09.02.15 HC
1503 11.03.15 HC
1504 02.04.15 EB

1505 06.05.15 EB



