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Information to Patients & Users regarding UKAS Accreditation 
Pathology First is UKAS accredited to ISO 15189 for the majority of it’s test repertoire under a single registration of 7880. This includes accreditation for any Phlebotomy undertaken by our own staff.

There is a Single Quality Management System (QMS) in place across all sites and all disciplines and this has been commended by UKAS as being well embedded. 
UKAS accreditation is on a test by test basis and the tests that are covered under our accreditation are on the Test Schedule on the UKAS Website. As and when new tests are introduced or analytical methods changed, applications are submitted to have these tests assessed via an Extension to Scope (ETS). 

The laboratory is constantly making changes to the test repertoire or the site on which the tests are performed. This may be based on:

· Clinical demand

· Changes to equipment or reagents

· Method changes

· Where there are issues around loss of CE marking etc 

When these changes occur, the laboratory carries out extensive change control and validation / verification process before it is introduced for use on patient testing. However, it may take much longer to establish accreditation via an ETS and for that period of time the test will be out of scope of the ISO 15189 accreditation. However, this does not mean that the tests do not meet the required standards of Quality. The same applies to any tests sent to referral laboratories and for this reason, their accreditation status is checked each year. Each User handbook test page carries information about accreditation status and appropriate UKAS icons. Paper reports carry the Pathology First UKAS accreditation icon and any test that is not currently accredited is indicated as such on the report

In 2024 the laboratory underwent a full (4 yearly) Reassessment of Accreditation and also Transition to the new version of the ISO 15189:2022 standard. This places much greater emphasis on patient care and also risk management. We are delighted to announce that we successfully achieved this transition with some very complementary comments made about our approach to this with the Gap Analysis.

To look up tests on the UKAS Website – go onto the website www.UKAS.com – then go into Search UKAS Accredited Organisation and search 7880 to upload the Schedule
If you need any information as to which tests are accredited please contact a member of the Quality Team at pf.quality.team@synlab.co.uk
Kim Aston

Quality Manager
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