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Brief Intro of UKAS and Paul Greenwood 



Who thinks that ISO9001 is good enough?  

 

PLEASE RAISE YOUR HAND 

 

And who thinks it isn’t good enough? 

 

AGAIN, PLEASE RAISE YOUR HAND 
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ISO 9001 is a management system standard, and is certainly good 

enough for general application (including in test and calibration 

labs),  as recently confirmed in the words of the version of ISO17025 

(where it is offered as an optional route). 

  

It covers the “general” but then, one needs ISO17025 to cover the 

“specific” technical and competence issues. 

 

So should we really be asking “Is the use of ISO 9001 alone 

sufficient to demonstrate the competence of a testing or 

calibration laboratory?” where the answer is a resounding ‘NO’ 

because there is no element of competence from an ISO9001 

certification! 
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Very helpful – NOT! 

 

While ISO’s highly specific technical standards are of concern 

principally to engineers and technical specialists concerned with the 

precise scope of specific standards, ISO 9001 applies much more 

broadly. Management system standards directly concern processes 

rather than their outcomes. The products and services that are the 

outcomes of these processes are only indirect concerns of the 

standards. 

 

ISO 9001 is concerned with quality management—what the 

organization does to ensure that its products or services satisfy the 

customer quality requirements and conform to any applicable 

regulations.  

 

It is important to understand the difference between the two 

approaches. 

The quality system of a laboratory may be certified according to the 

ISO 9001 standard but this certification only guarantees that this 

quality system is subject to continuous improvement. Accreditation, 

however, aims to foster the recognition not only that the applicant is  
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organised, but also that he runs his business according to a code of ethics 

and codes of practice which are internationally accepted (impartiality, 

independence, competence).  

It is for this reason that accreditation requires the intervention, on the one 

hand, of quality management system evaluators and, on the other hand, 

technical experts.  

Accreditation goes one step further in providing, in addition to recognition of 

the conformity of the quality system, that of the competence of personnel, the 

men and women working on the site concerned.The two approaches are 

therefore different but complementary. Everything depends on the customer's 

choice. It is also necessary that customers be very well informed and are 

aware of what the accreditation symbol stands for on a report or a certificate. 

In addition, as the certification of a company or laboratory quality system will 

never be able to guarantee the "quality" of its products, the quality system 

certifier's label must never be shown on the product itself – which means, in 

the case of a laboratory or an inspection body, on the report or on the 

conformity certificate that they issue.  

 

 

Certification is about conformity  -  you do what you say you are going to do, 

you decide how “good” it will be and your product or service is consistent, in 

fact you decide how consistent it needs to be, i.e. quality is about conformity, 

it does not mean high quality. 

 

Accreditation is about competence.  Accredited service providers  meet the 

requirements of one of the 17000 competence standards, so for a lab their 

use of 17025 which is a competence standard ensures good results.  The 

definition of 17025 good involves uncertainties and decision rules.  Expert 

assessors check this at accredited labs. 
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A question of compliance or competence. If we start with ISO9001 as a 
baseline, what do we need to specifically look at to give confidence in the 
competence of the organisation? 

 

ISO9001 is a certification that confirms compliance; by overlaying the specific 
technical requirements of ISO17025 it is possible for an organisation to 
confirm not only their compliance but also their competence to operate a 
laboratory (in this case) that can produce and appropriately evaluate the 
suitability /appropriateness of test or calibration results 

5 



You will find all of these (to a greater or lesser extent) in both ISO9001 

and 17025 – the red ones are currently in the technical requirements 

section of 17025 and require evaluation by a third party to confirm 

competence rather than compliance. 
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Given a particular specification, a sample could meet the requirement of the 

customer (who isn’t necessarily competent to make the decisions on what 

needs to be analysed) but still taste disgusting or worse still make you ill 

because  

a) The specification is wrong (limits too broad or wrong list of 

determinands requested) 

b) The laboratory is not technically capable of meeting the criteria to 

satisfy the analytical demands of the specification (wrong 

instrumentation, poor uncertainties, bad method selection, inability to 

provide opinions/interpretations (staff competence/understanding)) 

 

For chemical analysis, the criteria to determine fitness for purpose may need 

to include: 

  

•Applicability (matrix and concentration range) 

•Limit of detection / quantification 

•Accuracy and precision 

•Repeatability and reproducibility 

•Recovery 

•Selectivity and sensitivity 
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•Linearity 

•Measurement uncertainty 

•Opinion / interpretation 

 

Assuring the quality of test results, methods include: 

•Regular use of certified reference materials and/or internal quality control 

using secondary reference materials 

•Participation in interlaboratory comparisons or proficiency testing 

programmes 

•Replicate tests or calibrations using the same or different methods 

•Retesting of retained items 

•Correlation of results for different characteristics of an item 

 

Another example - Accreditation can only be valid for a specific area of competence. 

In this way, for example a recognised inspection body which is competent to carry 

out inspections of hoisting equipment will not necessarily be competent to inspect 

pressure vessels. Although the inspection body may always apply for overall 

certification of its quality management system. 

 

(Admittedly, if a 9001 lab had a defined requirement, it would need a QMS suitable 

for delivering it.  So if uncertainties, sentencing, traceability etc. were all defined in 

the job requirement, 9001 would deliver them.  The greater point is that there is not 

a third party attestation available to check that) 
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Some background – probably not to be discussed during the 

presentation however 

 

UKAS conforms to the requirements of ISO/IEC 17011 General 

requirements for accreditation bodies accrediting conformity 

assessment bodies. 

Include criteria for: 

•Competence of all those involved 

•Conduct of assessments 

•Reporting of the assessments 

•Decision-making and the granting of accreditation 

•Reassessment and surveillance 

•Sanctions (suspending, withdrawing or reducing accreditation) 

 

Accreditation is an international network to ensure equivalence 

and acceptance of results - removal of technical barriers to trade 
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• Multilateral agreements established between economies to 

recognise results - ‘Tested, inspected, certified once, accepted 

everywhere’. 

• Signatories must be declared competent to ISO 17011 

• UKAS is the United Kingdom Member of: EA, ILAC, IAF 

 

Benefits 

Accreditation can open markets abroad 

•Companies with UKAS accreditation or accredited certification can 

tender for overseas work 

•UK companies can have confidence in results from overseas  

accredited facilities 

 - Removes technical barriers to trade, such as the retesting 

of products each time they enter a new economy 

 - No need to commission private audits 

 

National Accreditation Bodies cooperate with each other to ensure 

consistency of output; they do not compete 

 

Participation in mutual recognition agreements is based on the results 

of intensive evaluation of each body carried out by peers 

 

ISO 17025: Used by National Accreditation Bodies as the basis for their 

laboratory accreditations  

Specifies the requirements for sound management (complying with the 

principles of ISO 9001) 

Specifies the requirements for technical competence for the tests 

and/or calibrations undertaken 
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Alignment has been around for some time!! This communique was 

issued in 2009. 

 

The end conclusion is that 9001 is a good basis on which to build but 

will never give any assurance of competence (“getting the right 

answer” is not covered).  If I had a lab only I would just use 17025, if I 

was part of something larger then I would start with 9001. 

 

We must never say 9001 is not good enough, just that it alone does 

not in itself provide sufficient coverage. It is important to maintain the 

agreement that 17025 labs meet the intent of 9001 as well as vice 

versa.  Paras 8.1.2 and 8.1.3 in ISO17025 CD2 mod are the important 

point. 

 

8.1.2 Option A 

As a minimum the management system of the laboratory shall address 

the following: 

management system documentation (see 8.2) 

control of management system documents (see 8.3) 

control of records (see 8.4) 
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actions to address risks and opportunities (see 8.5) 

improvement (see 8.6) 

corrective action (see 8.7) 

internal audits (see 8.8) 

management review (see 8.9) 

8.1.3 Option B 

A laboratory that has established and maintains a management system, in 

accordance with the requirements of ISO 9001, and that is capable of 

supporting and demonstrating the consistent fulfilment of the requirements of 

clauses 4 to 7 of ISO/IEC 17025 also fulfils at least the intent of the 

management system section requirements (8.2 - 8.9). 

 

 

13 



14 



15 



16 


