[organization name]

Appendix 2 — ISO/IEC 17025:2017 Internal Audit Checklist

Clause iRequirement‘ ‘ NES ‘ NO | ‘Comments

4.0 GENERAL REQUIREMENTS

4.1.1 X

4.1.2 Is Iabc;ratory maﬁagemenf
committed to impartiality?

4.1.3 Does the laboratory prevent
impartiality?

4.1.4 Does the laboratory identify risks
to its impartiality on an on- going
basis?

4.1.5

4.2.1 Does the laboratory ensure the
results?

4.2.2 Is the laboratory responsible,
through legally enforceable
performance of its activities?

4.2.3 When legally allowed, does the
laboratory notify its customer of
any release of confidential
information?

4.2.4

4.2.5 Do all personnel, including
required by law?

5.0 STRUCTURAL REQUIREMENTS

5.1 Is the laboratory a legal entity or a
defined part of a legal entity that is
responsible for all its activities?

Commented [170251]: This checklist is to be used for the first
internal audit to ensure that all the elements, clauses and issues of
standard have been adequately covered during implementation.

1) Note 1: The term “documented information” means that the
standard requires the organization to establish, document,
implement and maintain a management system.

2) Note 2: To meet the requirements, the laboratory shall
implement a QMS in accordance with Option A (8.1.2) or Option B
(8.1.3). See also Annex B of standard.

3) Note 3: Documentation can be in any form and any type of
medium.

Commented [170252]: These are the requirements of the
ISO/IEC 17025:2017 standard; you should also insert the specific
requirements from your own documentation.

Note that this is the complete set of requirements and can either be
done at one time, several different times, or split throughout the
year as per the “Internal Audit Plan.” The important thing is that the
entire system be audited at least once annually.

Commented [170253]: To be filled in during the audit —fill in
Yes or No depending on whether the company is compliant or not.

Commented [170254]: To be filled in during the audit —
records, verbal statements, or auditor’s personal observations that
confirm the finding.
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5.2 Has the laboratory identified
management who have overall
responsibility for the laboratory?

5.3 Does the laboratory carry out its

sites and temporary and mobile
facilities or customer facilities?

5.4 Has the laboratory defined and
documented the range of
laboratory activities for which it
conforms to this I1SO standard?

5.5 Has the laboratory:
a.

activities?

b. Specified the responsibility,

laboratory activities?

c. Documented its

results?

5.6 Does the laboratory have

a. Implementation,
maintenance and

improvement of the
management system?
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c. Initiation of actions to
prevent or minimize such
deviations?

d. Reporting to management

improvement?

e. Ensuring the required
validity of laboratory
activities?

5.7 Does laboratory management
ensure:
a.

are implemented?
b. That communication takes

requirements?

6.0 RESOURCE REQUIREMENTS

6.1 In general, does the laboratory
activities?

6.2 Personnel:

6.2.1 Do all personnel, internal or

external, that could influence

system?

6.2.2 Does the laboratory document [Commented [170256]: Look for documentation.

requirements for education,
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qualification, training, technical
knowledge, skills and experience?

6.2.3 Does the laboratory ensure that

significance of, and response to
deviations in laboratory activities?

6.2.4 Does the laboratory communicate

responsibilities and authorities?

6.2.5 Does the laboratory have
procedures and maintain |records\ [ Commented [170257]: Look for a procedure.
for: [ Commented [170258]: Look for records.
a.

b. Selection of personnel?

c. Training of personnel?

d. Supervision of personnel?
()

f.

6.2.6 Does the laboratory authorize
personnel to:
a.

c. Report results?

6.3 Facilities and environmental
conditions:

6.3.1 Are the facilities and

validity of results?

6.3.2 Are the requirements for facility
6.3.3 Does the laboratory monitor,
procedures or where they ( commented [170259]: Look for a procedure.

influence the validity of results?
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6.3.4

Are measures to control facilities

a. Access to and use of areas
affecting laboratory
activities?

activities?

c. Effective separation

6.3.5

When the laboratory performs

met?

6.4

Equipment:

6.4.1

Does the laboratory have access to

activities:
a. Measurement
instruments?

Software?

Measurement standards?

Reference materials?

Reference data?

~lolalo o

Auxiliary apparatus?

6.4.2

When the laboratory uses

ISO standard are met?

6.4.3

Does the laboratory have a

ensure proper functioning and in
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order to prevent contamination or
deterioration?

6.4.4

Does the laboratory verify that

into service?

6.4.5

Is the equipment used for

to provide a valid result?

6.4.6

When the measurement accuracy

result, or metrological traceability
is a requirement, is the measuring
equipment calibrated?

6.4.7

Did the laboratory establish a

maintained?

Is the calibration program
reviewed and adjusted as
necessary in order to maintain
confidence in the status of
calibration?

6.4.8

6.4.9

When equipm.ent is subjected'to

out of service?

Is that equipment isolated to
prevent its use and/or clearly
labeled or marked as being out of
service?

6.4.10

When intermediate checks are

equipment, are these checks
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carried out according to a
procedure?

[ Commented [1702510]: Look for a procedure.

6.4.11 For calibration and reference

implemented as appropriate, to
meet specified requirements?

6.4.12 Does the laboratory ensure

results?

6.4.13 Are records maintained for

following:

a. The identity of equipment,
including software?

d. The current locations,
where appropriate?

e. Calibration dates, results of

calibration frequency?

f. Dates, results and

period of validity?

equipment?

g. Maintenance plan and

or repair to the
equipment?

h. Details of any damage,
malfunction, modification
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6.5

Metrological Traceability:

6.5.1

Does the laboratory establish and

uncertainty, linking them to an
appropriate reference?

6.5.2

Does the laboratory ensure that

a. Calibration?

b. Certified values of certified
reference materials with
stated metrological
traceability to the SI?

6.5.3

When metrological traceability to

appropriate reference such as:
a.

b. Results of reference
measurement procedures,

results fit for their
intended use and ensured
by suitable comparison?

6.6

Externally Provided Products and
Services:
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6.6.1 Does the laboratory assure the

a. Areintended for
incorporation into the
laboratory’s own activities?

b. Are provided, in part or in
from the external supplier?

C.

6.6.2 Does the laboratory have a
procedure and records for:

a. Defining, reviewing and
services?

b. Defining the criteria for
external providers?

c. Ensuring that externally
directly provided to the
customer?

d. Taking any actions arising
from evaluations,
monitoring and re-
evaluations?

6.6.3

requirements for:
a. The products and services
to be provided?

b. The acceptance criteria?
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c. Competence, including any
required qualification of
personal?

d. Activities that the

premises?

7.0

PROCESS REQUIREMENTS

7.1

Review of Requests, Tenders and
Contracts:

7.1.1.1

Does the laboratory have a
procedure for the review of
requests, tenders and contracts?
Does it contain:

a.

understood?

b. Does the laboratory have

used?

c. Does the laboratory use

customer requirements?

Does the laboratory have a
procedure to cover the activities of
external providers?

Does the laboratory advise the

provided laboratory activities?

Does the laboratory ensure that

requirements of the standard?

7.1.1.2

Does the laboratory inform the
customer when the method
requested by the customer is
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r-. Commented [1702515]: Look for procedures, work
instructions, specifications or technique sheets for each test or
calibration.

s
Commented [1702516]: Look for procedures and supporting
documentation.
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[Commented [1702517]: Look for a record for each validation. ]
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- . Commented [1702518]: If sampling is not done, mark this
section as N/A (not applicable).

Commented [1702519]: Look for procedures if sampling is
perform in or by a laboratory.
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[Commented [1702520]: Look for a procedure.

[Commented [1702521]: Look for a record.

[ Commented [1702522]: Look at the records.
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[Commented [1702523]: Look for the procedure.

[Commented [1702524]: Look for the records.
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[Commented [1702525]: Look for a document.

[ Commented [1702526]: Look for the procedure.
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[ Commented [1702527]: Look for a procedure.
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Commented [1702528]: Option ‘B’ Laboratories are usually
part of a larger organization that complies to ISO 9001. The
following audit items may have been part of the ISO 9001 internal
audit. Indicate each section with a note stating the date of that
audit.
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[Commented [1702529]: Look for records.
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[job title]
[name]
[signature] Commented [1702530]: This is only necessary if the document
is in paper form.
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