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Consultation: 29/04/2015 – 13/05/2015 
Version of document consulted on: Q 2dp+ 
Proposal for changes 

Comment number 1  

Date received 10/05/2015 Lab name Salford Royal 

Section Various 

Comment 

Very useful summary. There are a few minor editing issues. 
a. section 1, EQA, first sentence needs amending for grammatical reasons 
b. section 3, uncertainty of measurement, ISO 15189:2012 should be written in full 
c. throughout, 'eg' should be replaced with 'e.g.' 
d. reference 7 is incomplete and not useful in its current form 

Evidence 

N/A 

Financial barriers 

No. 

Health benefits 

No. 

Recommended 
action 

a. ACCEPT 
The first sentence has been rephrased and updated 
accordingly. 

b. ACCEPT 
This has been updated in the section of the document. 

c. NONE 
This was not accepted as this is not in line with the PHE 
style guide. 

d. ACCEPT 
     This reference has been updated. 

 

Comment number 2  

Date received 11/05/2015 Lab name Quality, PHE 
Microbiology 
Services 
Colindale 

Section Various 
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Comment 

a. Introduction p9 
“….necessary for compliance with the United Kingdom Accreditation Service 
(UKAS) standards….” 
Better to state “….necessary for compliance with standards assessed by 
UKAS…” as there is no such thing technically as UKAS standards. 

b. Introduction p9 
“EQA1 
IQA2 
IQC3” 
References for EQA, IQA and IQC are all very old.  Are there not more recent 
ones?  Not sure if the books would still be available to readers. 

c. Introduction p9 
“…participation in IQA and audit schemes is regarded as good laboratory practice 
(GLP) according to ISO 15189:2012 standards4” 

i. When ref 4 was published, ISO 15189:2012 had not been written.  Better 
to quote the ISO standard directly 

ii. Should never use the phrase ‘good laboratory practice’ or the acronym 
GLP unless toy are specifically referring to clinical trails.  Best to say 
something like ‘best practice’ 

iii. ISO 15189, 5.6.3.2 only recommends testing “samples previously 
examined” as an alternative to EQA where no EQA is available. 

d. EQA p10 
“… assays performed in the clinical virology laboratory…” 
Why specify virology laboratory?  Is applicable to all disciplines. 

e.  EQA p10 
“…efforts should be made to ensure EQA samples are handled in a “routine” 
manner…” 
ISO 15189, 5.6.3.3 specifically states “Interlaboratory comparison samples shall 
be examined by personnel who routinely examine patient samples using the 
same procedures as those used for patient samples. UKAS will assess that this is 
the case.  It is important to strengthen the text and quote ISO 15189.  Rather than 
state “efforts should be made to ensure” state “EQA samples must be…” 

f. EQA p10 
ISO 15189 includes far more requirements for participation in EQA schemes than 
CPA did.  Not sure if you want to spell this out but it is important.   

g. 3. IQC p12 
Most serology kits include IQCs.  However, ISO 15189 states ” Use of 
independent third party control materials should be considered, either instead of, 
or in addition to, any control materials supplied by the reagent or instrument 
manufacturer. 

h. 5.2 Examination audit p18 
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The term ‘Examination audit’ can be confusing as some think this specifically 
means auditing compliance with CPA std F or ISO 15189 5.5.  May help to state 
“Examination audit, also known as witness or observation audit” 

i. 5.3 Vertical audit 
“An audit of specimen turnaround time involves the following steps and is 
illustrated in Figure 3.” 

i. Figure 3 does not illustrate a turnaround time audit. 
ii. A turnaround time audit is not a vertical audit.  Very confusing being in this 

section. 
j. 4 Uncertainty of Measurement p30 

“UM = ± s.k 
 √n” 

I used this formula for a presentation and was informed by an expert from the 
LGC that you would only divide by √n if your data sets consisted of mean values.  
Therefore, as we typically only use single data points for the 20 or 30 values I 
now use the more simple formula 
UM = ± s.k.  
I am not an expert but you need to double check. 

Recommended 
action 

a. ACCEPT 
This has been amended in the document. 

b. NONE 
More references have been searched for but there aren’t 
newer references on these topics. 

c. i) ACCEPT 
ii) ACCEPT 
iii) ACCEPT 
These comments have been updated in the document 
accordingly. 

d. ACCEPT 
This has been updated in the document to reflect all 
Microbiology disciplines. 

e. ACCEPT 
This has been updated in the document. 

f. ACCEPT 
More information on ISO 15189 has been updated in the 
document. 

g. ACCEPT 
This has been updated accordingly. 

h. ACCEPT 
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          This information has been updated in the document. 
i. i) ACCEPT 

This has been rephrased to reflect what is being meant. 
The figure 3 shows how an audit being done of specimen 
pathway turnaround time links in with different areas. 
ii) ACCEPT 
This has been amended to read correctly and this 
section has been moved to Appendix 4. 

j. ACCEPT 
This information has been updated in the document.  

 

Comment number 3  

Date received 12/05/2015 Professional body RCPath 

Section  

Comment 

a. Quality must start with the selection of analytical method and platform! Methods 
that do not show an adequate link to WHO/NIBSC reference methods and 
reference materials/standards should not be selected for use. Standardisation of 
results through method selection is key to the use of pathology data between 
laboratories and for secondary purposes such as surveillance.  

b. Secondly variation in results may be reduced if commutability issues were 
reduced by using serum alone rather than serum or plasma. 

Evidence 

EQA findings and surveys relating to quality of virology results. 

Health benefits 

The key benefit is a move towards results having the same meaning regardless of the 
laboratory producing those results. The NLMC reporting of virology results differentiates 
between those using WHO/NIBSC standard materials and those that do not. 

Recommended 
action 

a. ACCEPT 
This has been incorporated into the scope of the 
document; however, a caveat has been put in for 
methods where there are no WHO/NIBSC reference 
methods and reference materials/standards. 

b. NONE 
This has not been accepted because there are assays 
that specifically require plasma while others require 
serum, or even EDTA plus Blood as is the case for CFT 
assay.  
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Comments received outside of consultations 

Comment number 1  

Date received 05/11/2015 Lab name PathWest 
Laboratory Medicine 

Section SMI Q2, Section 3 - Internal Quality Control 

Comment 

Layout is easy to read. 
The matrix of the IQC material must be considered. It is not appropriate for IQC material 
to have underlying constituents that are also found in calibrators or reagents such as 
from the same manufacturer. Good laboratory practice dictates that the manufacturer of 
the IQC is different form the manufacturer of the calibrators and reagents. 

Evidence 

Any chemical or biological compound will deteriorate with time, whether stored correctly 
or not. If there are common constituent components in IQC, calibrators and reagents, 
any deterioration will manifest itself across all components. Deterioration in assay 
performance may not be promptly detected under these circumstances. 

Do the scope and suggestions for each heading cover all user requirements, are 
there any gaps? 

Possibly more attention to logging of operator or analyst actions and troubleshooting. 

Financial barriers 

None foreseeable. 

Health benefits 

None expected. 

Recommended 
action 

ACCEPT 
This has been updated in the document accordingly. 

 
Respondents indicating they were happy with the contents of the document 

Overall number of comments: 3 

Date received 30/04/2015 Lab name General 
Practitioner 

Date received 06/05/2015 Lab name King's College 
Hospital NHS 
Foundation Trust 

Date received 11/05/2015 Lab name Aberdeen Royal 
Infirmary 

 


