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Audits

� types of audits

� how to conduct an audit� how to conduct an audit

� key indications of quality in PGD



Types of audits
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Accreditation in the Netherlands

� based on ISO 15189, outlined in CCKL Code of Practice

� CCKL, incorporated in Dutch Accreditation Council, � CCKL, incorporated in Dutch Accreditation Council, 

accredits laboratories in health care sector



Quality system – ISO 15189 standard

� Technical requirements

� Management requirements 

♦ internal audits 4.14



Audit

Systematic, independent and documented process of 

obtaining evidence and evaluating it objectively to 

determine conformance against criteria set by the ISO determine conformance against criteria set by the ISO 

standard.



Evidence

� information that proves or demonstrates a truth 

� is verifiable (same evidence can be collected by independent auditors)

� can be hold in your hand (records, statement of fact )



Audit

Systematic, independent and documented process of 

obtaining evidence and evaluating it objectively to

determine conformance against criteria set by the ISO determine conformance against criteria set by the ISO 

standard.



Criteria

� policies (general)

� procedures (detailed)� procedures (detailed)

� requirements (what should be in place)



Audit - functional parties

Auditee

organization being audited

AuditorAuditor

person with competence to conduct an audit

Audit client

organization or person requesting audit



Auditor 

The person with the competence to conduct an audit

Ability to apply the skills and knowledge gained through 

education, training, work experience and audit experience

Competence



What does an auditor need to know

� knowledge of the standard

� knowledge of the process being audited   

♦ can't audit what you don't understand

♦ field experts



Types of audits - I 

� vertical audit

� horizontal audit � horizontal audit 

� examination audit



Vertical audit

� follow all elements of a process from one sample or case
♦ top-down

♦ bottom-up

� easy to start with

� used as regular activity and for training purposes

� time consuming, not all aspects covered each time



Vertical audit – example
� PGD administration process (top-down)

♦ select random PGD case

- start with patient medical IVF file- start with patient medical IVF file

- compare content to written procedures



Vertical audit – example
� PGD administration process

♦ patient laboratory IVF file

- compare content to written procedures- compare content to written procedures



Vertical audit – example
� PGD administration process

♦ check all necessary forms

- complete, witnessed- complete, witnessed



Vertical audit – example
� PGD administration process

♦ patient privacy

♦ computerfiles  protected ♦ computerfiles  protected 



Vertical audit – example
� PGD administration process

♦ patient laboratory genetics file♦ patient laboratory genetics file

- compare content to written procedures



Vertical audit – example
� PGD administration process

♦ PGD data storage



Vertical audit – example
� PGD administration process

♦ check all necessary forms

- complete, witnessed- complete, witnessed



Vertical audit – example
� PGD administration process

♦ cryopreservation PGD embryos♦ cryopreservation PGD embryos



CPA Ref.No.  Department title   

 

Section of department   Examination or procedure   

Report number    Reporting assessor  

Laboratory Accession no.   Date and signature of assessor   

 

INSTRUCTIONS 

1. Select a laboratory accession number either from the computer record or from work 
sheets/day book etc. 

2. Audit from receipt of request to issuing of report.  

 
Audit area Standard Records/methods checked  

& procedures witnessed  
Findings Obs&NCs   

Sheet No.  

  
Clinical Pathology  
Accreditation (UK) Ltd  VERTICAL ASSESSMENT FORM 

 

& procedures witnessed  Sheet No.  

Information for users  

Is there information readily 
available to users relating to 
specimen requirements for these 
tests?  

Check:- User handbook  

            Intranet 

          Internet sites  

 

 

 

 

 

. 

 

E 1.1 

 

 

E 1.2 

 

E 1.3 

 

E 1.4 

 

 

   

Specimen transportation  

Are there procedures for 
specimen transport?  

 

Is there evidence of procedures 
meeting all Health and Safety 
requirements?  

Check:- 

Model rules for couriers, p orters 
and general public  

E 4 

 

 

 

C 5 

 

 

E1.2f 
 

 

   



Horizontal audit 

� check one element of a process for multiple samples or cases

� used for follow-up on shortcomings from vertical audit



Horizontal audit – example
� IVF-Genetics transfer of blastomeres and embryo data

♦ complete, signed, witnessed♦ complete, signed, witnessed



Examination audit 

� witnessing an examination as it is performed

and comparing to the written SOPand comparing to the written SOP

� used to ensure that

♦ what is being done reflects what is described in the procedure 

♦ the person carrying out the examination has a good understanding 

of all aspects of the procedure



Examination audit – example
� preparing PGD probe combination

♦ observe♦ observe

♦ ask questions

♦ compare to SOP

♦ check documentation



INPUT to the
process

VERTICAL
AUDIT

examines more
than one element
 in a process on

one item

 EXAMINATION
examines
a person

Element A

Element B

Element C

Types of audits - I  

OUTPUT from
the process

 EXAMINATION
   AUDIT

a person
undertaking
the task

Element C

Element D

David Burnett © 2002

HORIZONTAL  examines

AUDIT        one element

in a process

on multiple items



Types of audits - II 

� internal audit

� external audit 



Internal audit

� organized by own organization

� conducted by own staff

� one (two) auditor(s)

� one day� one day

� preferably independent of the work being audited

� less formal

� used for full system review at fixed intervals (annual)

� re-assessment of procedures, work instructions

and day-to-day working practice (on-going)



External audit

� 2nd or 3rd party surveillance

� conducted by colleagues in the field  / quality professionals

� multiple auditors (different experts)

� multiple days 

� formal

� used for assessment / (prior to) accreditation



Audit process

� selecting matters for audit 

� deciding the timing of the audit 

� planning the audit � planning the audit 

� executing the audit 

� reporting the audit results 

� follow-up and evaluation of audit findings,

conclusions and recommendations 



Audit program

� main elements of QMS should be audited every year

(system review)(system review)

� make annual audit calendar (audit master plan)



Audit calendar

♦ list of all quality documents♦ list of all quality documents

♦ documented audit date



Audit – related quality documents

� implement policy for planning and performing audits, 

for reporting audit results, corrective and preventive actions and

for communication of audit findings

♦ audit calendar

♦ SOP ‘how to perform an audit’

♦ SOP ‘how to report audit results’

♦ SOP ‘how to report corrective and preventive actions’

♦ SOP ‘how to communicate audit findings’



Audit approach

� find information that enables the auditor to judge whether the  

laboratory is operating in compliance with the Standards

� record audit findings in report

♦ clear, timely, concise and objective♦ clear, timely, concise and objective

♦ investigate findings thoroughly

♦ record them accurately

♦ attribute findings to the Standard

� use terms compliances, non-compliances or observations

♦ classify the level of non compliance



Audit report

� compliance

� non-compliance

‘the failure to fulfil the requirements of a Standard, in whole or in part’‘the failure to fulfil the requirements of a Standard, in whole or in part’

♦ critical non-compliance

♦ non-critical non-compliance

� observations



Critical non-compliance

‘a failure to fulfil the requirements of the Standards to 

such a degree that, in the opinion of the auditor,

there is evidence of a system failure’

� evidenced by the failure to comply with the whole Standard

and is a reason for referral



System failure

evidenced by

� inability of a department to meet the agreed needs � inability of a department to meet the agreed needs 

and requirements of its users     ‘or’

� inability to ensure a safe environment for staff , patients or visitors     ‘or’

� inability to ensure the quality of all the laboratory examinations performed



Audit report

� compliance

� non-compliance

‘the failure to fulfil the requirements of a Standard, in whole or in part’‘the failure to fulfil the requirements of a Standard, in whole or in part’

♦ critical non-compliance

♦ non-critical non-compliance

� observations



Non-critical non-compliance

‘a failure to fulfil the requirements of the Standards at a level 

that would not lead to a system failure’that would not lead to a system failure’



Audit report

� compliance

� non-compliance

‘the failure to fulfil the requirements of a Standard, in whole or in part’‘the failure to fulfil the requirements of a Standard, in whole or in part’

♦ critical non-compliance

♦ non-critical non-compliance

� observations



Observation

‘are records of deficiencies noted by auditors, that have the potential   

to affect the functioning of the department’

� are reported to the department and form part of the final report



Corrective / preventive actions

Audits generate corrective / preventive actions that should be 

described and implemented



Taken to eliminate or reduce the effect of existing non-

compliances and prevent recurrence of a known non-

Corrective  action

compliances and prevent recurrence of a known non-

compliance



Action to prevent the occurrence of a potential

Preventive action

Action to prevent the occurrence of a potential

non-compliance



Thank you

“Naughty, nice, nice, nice, naughty, nice…

This you call an audit report?”

Thank you


