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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 
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UKAS 

Meeting the International Standard means 

the laboratory meets; 

 the technical competence requirements & 

 the managerial system requirements…. 

 

to consistently deliver 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 

failures 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 

• 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 IQC 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 



 

The visit plan 



 





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 



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 

granted…… 

   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-IA-2014-IAR-ver issued 28Oct2014 

Organisation name: Cambridge University Hospitals 
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8027-IA-2014-IAR-ver issued 28Oct2014 

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 APCH7 CD56 BV CD45 V500 

Batch number                     

Volume 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 

Antibody added (tick)                     

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

Expiry date (4weeks)                     

         /          /                       

                    

                    

                    

                    

Stick Patient labels  

                    

                    

                    

                    

                    

                    



8027-IA-2014-IAR-ver issued 28Oct2014 



8027-IA-2014-IAR-ver issued 28Oct2014 

• Pre PBSC WBC = 10 x10^9/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-IA-2014-IAR-ver issued 28Oct2014 



8027-IA-2014-IAR-ver issued 28Oct2014 

• Amend Uncertainty of Measurement statement  

• Add IQC additions (platelets) 



8027-IA-2014-IAR-ver issued 28Oct2014 







8027-IA-2014-IAR round 2 

BC114 absolute results
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8027-IA-2014-IAR-var round2 



Control RBC Plts MPV Plt events RBC events Platelet count diff % diff

1 4.28 209 9.4 1000 17896 239 30 14

2 4.42 219 9.2 1000 24196 183 -36 -17

3 4.56 200 10.3 1000 15868 287 87 44

4 4.2 233 9.2 1000 15264 275 42 18

5 5.03 163 10.6 1000 39319 128 -35 -22

6 4.22 254 10.2 1000 14396 293 39 15

7 4.15 226 8.8 1000 27086 153 -73 -32

7 4.15 226 8.8 1000 28821 144 -82 -36

7 4.15 226 8.8 1000 26513 157 -69 -31

7 4.15 226 8.8 1000 25744 161 -65 -29

7 4.15 226 8.8 1000 27998 148 -78 -34

8 4.8 237 7.7 1000 16554 290 53 22

9 4.31 246 8.7 1000 18383 234 -12 -5

10 4.21 211 9 1000 14364 293 82 39

11 4.08 268 9.4 1000 13226 308 40 15

12 4.45 231 9.5 1000 17149 259 28 12

13 4.62 205 10.7 1000 29182 158 -47 -23

14 5.17 186 10.6 1000 25641 202 16 8

15 3.83 179 9.5 1000 15132 253 74 41

16 4.84 169 9.3 1000 24462 198 29 17

17 4.43 240 8.7 1000 14998 295 55 23

18 4.93 235 9.8 1000 17779 277 42 18

19 4.53 301 9.4 1000 20584 220 -81 -27

20 4.43 186 10 1000 22427 198 12 6

21 4.44 157 11 1000 24221 183 26 17

22 4.62 229 9.1 1000 13604 340 111 48

23 4.23 251 7.8 1000 16490 257 6 2

24 4.75 374 9.4 1000 10807 440 66 18

25 5.13 215 9 1000 20611 249 34 16

26 4.71 367 8.5 1000 9293 507 140 38

27 4.53 236 8.4 1000 17795 255 19 8

28 4.06 244 9.7 1000 14935 272 28 11

29 4.98 269 9 1000 17057 292 23 9

30 4.66 269 8.1 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

Dx Flow

Immunological platelet count accuracy data



 

Following Round 2 





1505FB1 Platelet count
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Where are we now 



AC6 form 



AC6 form 



AC6 form cont. 



AC6 form cont. 



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 7/7/12 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 


