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ISO 15189
Section 5.3  
Laboratory Equipment



Equipment



Reagents



Consumables



Reference materials



Computer software



5.3.1

• Must have access to all equipment needed

– Primary sample collection

– Sample preparation

– Sample processing

– Sample examination

– Sample storage



5.3.1

– Pre pre PCR area 
– Pre PCR area
– PCR area
– Post PCR area

– micro pipettes
– centrifuges 
– tubes 
– tips

For example for PCR PGD

• PCR machines

• Genetic analyser

• Separate fridges/freezers for DNA and PCR products



5.3.1

• If equipment not available or in case of a 
breakdown
– Access to external equipment pre-organised

– Out of hours/ weekend access

– QM must ensure equipment complies with standards

– PGD-Important due to short time available to report 
results and inability to retest single cells



5.3.2

‘Equipment shall be shown (upon installation and in
routine use) to be capable of achieving the
performance required and shall comply with
specifications relevant to the examinations
concerned.’



5.3.2

• The purpose of each examination should be 
reviewed to decide equipment required

• Exact performance specifications for equipment 
must be defined- acceptable ranges must be set 
e.g. pipettes

• Before use the equipment must be tested and 
validated using internal quality control samples



5.3.2
• Regular monitoring and calibration is essential to 

show that specifications are being met
– E.g. Temperature monitoring of fridges/incubators
– Assigned person 

• Intervals can be different for different equipment, 
as long as clearly specified e.g. Weekends?

• Preventative maintenance- service contracts 

• Records kept of all maintenance and faults





5.3.3 and 5.3.4
• All equipment should be uniquely labelled and an 

inventory maintained

Item Model 
Number

Lab 
code

Company 
Name

Contact 
number

Serial 
Number

Purchase 
Date

Location Service 
contract 
Y/N?

Last 
serviced

Repairs Assigned 
person



5.3.5 and 5.3.6

• Used by authorised personnel only
– trained and regularly tested
– retraining after long absences

• Maintained in safe working conditions
– SOPs include risk assessments

• Instructions readily available
– Manuals/SOPs next to equipment





5.3.7
• Faulty equipment should be taken out of service, 

labelled until repaired/ decommissioned

• All users must be made aware of fault in weekly 
meetings/email

• Once repaired, before putting it back in use, must 
be calibrated and validated according to specified 
criteria

• All users notified- Ok to use





5.3.11 Computer Software
• Software according to requirements

• Risk assessment for data protection
– No data should be lost
– All data adequately backed up
– Authorised staff only

• SOP for reports
– Email –secure?
– Fax

– Who has access
– People left- remove access



Reagents and consumables

• All should be logged in
– Forms – help keep track of stocks

• Expiry dates must be noted and adhered to

• In house reagents must be given a lot number 
and expiry date



Reagents logging in form



In house solution logging in form



How to start?

• Make an inventory

• Assign equipment to different staff
– Write SOPs

– Maintenance logs

– Create forms

– Training- devise tests
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