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Lets Go ISO!
ISO Audits and After Actions

What happens next?
Cynthia M. Mangione

New York State Department of Agriculture and Markets

Ready for the ISO Audit?
 All deficiencies from gap analysis have been addressed
 Fill out accrediting bodies paper work to request an 

audit

American Association for Laboratory Accreditation (A2LA)

 Fill out checklist
 Send (upload) necessary documentation (a/k/a your 

management system)
Quality Manual

Corrective Action SOP

Preventative Action SOP

Organization Chart

 SOPs for in-scope methods
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A2LA Checklist

c) have policies and procedures to 
ensure the protection of its customers'
confidential information and 
proprietary rights, including 
procedures for protecting the electronic 
storage and transmission of results;

QM 4.1.5c
SOP GP-4-05
WI-712

d) have policies and procedures to 
avoid involvement in any activities 
that would diminish confidence in its 
competence, impartiality, judgment 
or operational integrity;

QM 4.1.5d & 4.1.4
Employee’s Handbook
NYS Public Officers 
Law
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Pre ISO Audit

Pre ISO Audit
 Accreditation body may come back with requests 

for additional documentation

 After documentation has been received and 
reviewed an auditor(s) will be assigned
 A2LA gives the opportunity to ask for another auditor

 Work with auditor(s) to set up date of audit

 Auditor (lead) will send an proposed agenda 
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Pre ISO Audit

Hold an “all lab” staff (including support 
staff) meeting 
Dates of audit

Who the auditor(s) will be

What is in scope and what is not

How to answer questions

Pre ISO Audit

 Remind staff that an audit is just an opportunity to

 Increase your understanding of the ISO 17025 
standard (will be working with an expert)

 Improve the management system

 Improve the quality of test results
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During the ISO Audit
 Opening meeting(s)

 Management, QA staff, and other senior staff

 Invite entire staff

 Lab tour
 Meet/talk to analysts

 Adjust agenda if needed/decide on meeting schedule

 Decide what kind of findings report will be generated (A2LA)
 With Observations

 Without Observations

Never let an ISO Auditor roam laboratory unescorted!!

During the ISO Audit
 Answer questions openly and honestly

 Don’t have something auditors are looking for just 
say so – worst that could happen is a deficiency 

Deficiencies can be corrected

Gained knowledge about what is needed to be 
accredited

 Don’t try and correct deficiencies while the 
auditors are at the laboratory

 Each deficiency needs a corrective action –
including root cause analysis
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ISO audit
 Management System Documentation – (our lab ~1 ½ days)

 Technical Information – (our lab ~1 day)

 End of day meetings with QA staff and ISO committee 

 End of Audit Closing meeting

 Invite all staff (including support staff)

Auditors go over audit findings 

Audit Findings

Don’t argue with ISO Auditor during audit
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After Audit
 Give laboratory staff time to think about responses

 A2LA –

 Initial Assessment 

response not due for 30 days

all deficiencies resolved within 6 months

Renewal Assessments

response not due for 30 days

all deficiencies resolved within 60 days

 ISO committee meets and decides who is going to 
handle each deficiency

 Thank analytical staff – PARTY! 
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Audit 
Response 

Audit 
Response 
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Protest – identify what you are protesting
Deficiency #2d & 12d
2. ISO/IEC 17025 4.13.2.1 requires the laboratory to retain records of sufficient information to 

facilitate identification of factors affecting the uncertainty and to enable the test to be repeated 
under conditions as close as possible to the original.  
This is a repeat deficiency from 2011.

Finding: (SA) The laboratory does not always capture sufficient information, for example:
d. Balances, pipettes, and equipment such LC Columns used for each test are not 

recorded or otherwise linked to sample analyses/test reports.

12. ISO/IEC 17025 5.5.1, 5.5.5 b-g requires the laboratory to be furnished with all items of 
measurement and test equipment required for the correct performance of tests, including 
preparation of test items, processing and analysis of test data (5.5.1).  Records shall be maintained 
on each item of equipment and shall include (b) unique identification; (c) checks that the equipment 
complies with the specification; (d) the current location; (f) dates, results and copies of reports and 
certificates of adjustments, acceptance criteria, and due date of next calibration; (g) the 
maintenance plan and maintenance carried out to date. This is a repeat deficiency from 2011

Findings: (SA)  The laboratory does not always meet these requirements, for example:
d. The laboratory does not include the identification numbers of equipment such as balance, 

furnace/oven, pipette used for sample preparation in records.

Protest – what the standard says

4.13.2.1 of the standard states: The laboratory shall retain records of 
original observations, derived data and sufficient information to 
establish and audit trail, calibration records, staff records and a copy of 
each test report or calibration certificated issued, for a a defined period. 
The records for each test or calibration shall contain sufficient 
information to facilitate, if possible, identification of factors affecting the 
uncertainty and to enable the test or calibration to be repeated under 
conditions as close as possible to the original. The records shall 
include the identity of personnel responsible for sampling, performance 
of each test and/or calibration and checking of results. 
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Protest – make your case

Pipettes are either class A or calibrated via a spectrophotometric 
system every six months as per Appendix A: Equipment Table 1 
Calibration and Verification of Equipment. Again because of this, the 
laboratory considers all pipettes to be equal and therefore not 
individually linked to samples. Records of calibration are maintained 
for each pipette.

The laboratory verifies all balances daily (day of use) either by running 
the internal calibration or by using a standard weight as per Appendix 
A: Equipment Table 1 Calibration and Verification of Equipment. All 
balances are considered to be equal therefore individual balances are 
not traced to samples. Records of internal calibrations or external 
weight verification are maintained for each balance. If a balance could 
not be verified it would be marked as being out of service. 

Protest – make your case

Furnaces are verified annually as per Appendix A: Equipment Table 1 
Calibration and Verification of Equipment. If a furnace did not meet the 
laboratory specification it would be marked out of service. Again the 
laboratory therefore considered all furnaces to be equal and therefore they 
are not directly traceable to samples.

When a chromatographic column is replaced in an instrument the date of 
replacement is noted in the instrument log book. See attachment 1. There is 
also a sticker indicating the phase and size of the column and its lot number. 
This sticker is dated and attached to the instrument when installed. See 
attachment 2. This makes the column traceable to samples based on their 
analysis dates.
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Protest – make your case

The laboratory feels that records referenced above are sufficient 
to facilitate the identification of factors affection uncertainty 
and to enable the test to be repeated under conditions as close 
as possible to the original and that no corrective action is 
necessary.

The laboratory feels that items stated in finding 12d are 
equivalent as state above, therefore it is not necessary to have 
their unique identification traced to samples. 

Protest – also sent
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Protest - Outcomes

 Balances – won

 Pipettes – won (or lost in shuffle???)

 Furnaces – won

 Chromatographic column

Were indicating what samples were being run on 
what column (by date of column install) 

Column information kept on computers internal log

Updated equipment SOP to clearly state that if 
calibration/verification not acceptable it will be 
marked out of service

Accredited – now what?

 Standard focuses on continual improvements
 Internal audits

 SOP updates

Proficiency Testing (PTs)

Corrective Actions/Preventative Actions

 Scope expansions

 QA staff will always have a full time job!

Attend Accreditation Body’s annual meeting
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Questions?

Contact information:
Cynthia Mangione
NY State Department of Agriculture and Markets
Food Laboratory
1220 Washington Ave
Albany NY, 12206

518-549-0135
Cynthia.Mangione@agriculture.ny.gov

Thank you!


