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In My Previous Life…As an Assessor…

• If a lab didn’t have any internal 

oversight – you can guarantee 

there would be issues in the lab.

• Better to disclose serious findings 

discovered by the lab, rather than 

be discovered by an assessor 

through an external audit.

• Internal audits need to include 

raw data review.
Over 7 MI to make up a baseline to get the CCV from 0 mg/L 
to 44.



In My Current Life…As a Lab Manager

• Internal audits are only meaningful 
if proper corrective action is put in 
place.  

• Proper training of internal auditors 
is essential for proper lab overview.  

• Supervisors need to do proper data 
review as well in facilitating internal 
audits.  

• Keep in Mind...Internal Audits are 
for Self-evaluation & Improvement.



Lab Size Doesn’t Matter…

 Whether you are a large or small laboratory, If you 
choose to be an accredited laboratory, you need to 
perform internal audits prior to seeking certification, and 
on a regular basis thereafter.

 Identify your weak spots and give yourself time to 
correct and implement.

 You need to be familiar with the standard and state 
requirements to ensure you are meeting them: website, 
checklists provided by state/TNI.

 Internal audits can be done by QA Staff, Supervisor, Lab 
Manager, peer or a 3rd party assessor.



Quality Systems Toolbox  
http://www.qualitysystems.com/support/pages/9-auditing

• The audit process is a mandatory requirement of ISO9001 (TNI V1:M2 – Section 4.14). 

Audits are required to monitor and report on the effectiveness of the implementation of 

the quality management system.

• A documented procedure is required by the standard.

• We suggest you enroll in a professional development course before jumping into the role 

of Auditor.

• An alternative is to use an external consultant to perform your internal audits for you.



Quality Systems Toolbox  
http://www.qualitysystems.com/support/pages/9-auditing

• Internal Audits need to be scheduled at planned intervals to check that the quality system 
conforms to the IS0 9001 Standard and that the system is effectively implemented and 
maintained.

• We recommend the organization perform at least one complete Internal Audit prior to the 
actual Certification Audit. Findings raised at this audit should be documented. The 
organization should make every effort to “close-out” these findings before the External 
Audit takes place.

• The standard recommends that you plan audits to take into consideration the status and 
importance of the processes and work activities undertaken by your organization.



Quality Systems Toolbox  
http://www.qualitysystems.com/support/pages/9-auditing

A few tips to consider when scheduling your audits:

o prior to the initial Certification Audit you need to have audited all the processes 

identified in your management system at least once.

o as new processes are introduced they may need auditing several times over quite a short 

period of time to verify workflows and finalize record keeping requirements.

o you cannot audit processes that you manage / control yourself – what this means is that 

even in smaller organizations, it is advisable to have at least two internal auditors 

trained and available. If this is not possible you may need to consider using an external 

resource.



Quality Systems Toolbox  
http://www.qualitysystems.com/support/pages/9-auditing

Audit Checklists need to be prepared prior to the actual audit.

• There are several options for the format of the audit checklist:

o a formal checklist can be prepared using a pre-formatted list of questions, or

o you can use a photocopy of the procedure being audited and mark this up with 

questions and points to verify.

• The completed Audit Checklist needs to include the names of any personnel interviewed 

as well as details of documents and records reviewed. Cross reference any non-

conforming findings to your Nonconformance Register.



Quality Systems Toolbox  
http://www.qualitysystems.com/support/pages/9-auditing

• Findings raised at both Internal and External Audits need to be followed up and the 

corrective actions taken must be verified as effective.

• Typical records to be maintained are:
o Audit Report

o Audit Findings

o Audit Checklists

o Audit Schedule

• You can refer to standard ISO 19011 for guidance on auditing. It sets out requirements on 

training and experience for auditors, and requirements for how audits should be planned.



Pima County Lab Background

• 30 current employees: Inorganic 

& Metals/Organic/Micro & Wet 

Chemistry/ QA & Safety.

• Average 55,000 work orders 

(COC’s) annually.

• QA unit with a Supervisor and 2 

chemists that do Internal Audits 

& maintain Training Records.  



Pima County Audit Schedule

• Averaging 8 Internal in-depth Audits annually.  The Goal is to Schedule 12 Annually.

• in addition to Scheduled Audits, it may be necessary to conduct special audits as a follow up 

to corrective actions, PT results, complaints, regulatory audits or alleged data integrity 

issues.  These audits address specific issues.

• Aim is to audit 2 Methods per Unit (Micro/Inorganic/Organic), in detail.

• Audit Processes and Safety, as well.

• Our LIMS, ELEMENT, contains an Audit Trail that Supervisors, QA and Lab Manager use 

Daily when Reviewing Data.  

o NOTE:  If you find something Serious…then what???



Analyst changed analysis time to show that tests were completed earlier since he normally clocked out at 1630 as was 
listed in his timesheet.



Analyst changed a pH and temperature result when he noticed later in the day that the result he wrote down would 
have been a violation (faulty meter) but he never changed LIMS to show the true reanalysis time, which in fact, was a 
different sample all together.















Small Lab Internal Audit Reviews

• Peer review of data and entry.  Need a second set of eyes.
• Comparisons of SOP, referenced method and actual procedure.
• Properly completed bench sheets & reagent/standard traceability.  

o Five years from now will you know what lot you used?
• Checklists are a big help.  Identify what should be checked, Daily, weekly, Monthly, etc.
• From sample receipt to sample report.

o Can you put all the vital records back together?

Thanks to North Gila county Sanitary district for insight – 8 accredited methods/2 lab employees



Questions???
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