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Guidance on:

Documenting a Nonconformity

The focus of any management system audit is to determine if the
management system has been developed, is effectively implemented,
and is being maintained. An organization becomes registered/certified
on the basis that it has effectively implemented a management system
that conforms to the requirements of ISO 9001. So, the emphasis of a
management system audit should be on verifying conformity, not on
documenting nonconformities.

Auditors should maintain a positive approach and look for the facts, not
faults. However, when the audit evidence determines that there is a
nonconformity, then it is important that the nonconformity is
documented correctly.

What is a nonconformity? According to the definition in ISO 9000
(3.6.2), a nonconformity is "non-fulfillment of a requirement".

There are three parts to a well-documented nonconformity:
o the audit evidence to support auditor findings;
e arecord of the requirement against which the nonconformity
is detected;
e the statement of nonconformity.
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While all of these need to be addressed, in actual practice, it is the
audit evidence that is the first part to be identified and documented.
This is because a competent auditor will observe situations that he or
she “feels” may be a potential nonconformity during an audit, even
though he or she may not be 100 percent certain at that point in time.
The competent auditor will then document the audit evidence for the
potential nonconformity in his/her audit notes, before pursuing
additional audit trails, in order to confirm if it actually is a nonconformity.

If there is no audit evidence — there is no nonconformity. If there is
evidence — it must be documented as a nonconformity, instead of
being softened with another classification (e.g. “observations”,
“opportunities for improvement”, “recommendations”, etc.). In the longer
term, neither the organization, its customers, nor the CRB benefit by
the use of softer classifications, as this risks the nonconformity being
given a lower priority for corrective action.

The audit evidence should be documented and be sufficiently detailed,
to enable the audited organization to find and confirm exactly what the
auditor observed.

The next step the auditor will need to take is to identify and record the
specific requirement that is not being met. Remember, a nonconformity
is non-fulfillment of a requirement, so if the auditor cannot identify a
requirement, then the auditor cannot raise a nonconformity.

Requirements can come from many sources; for example, they may be
specified in ISO 9001, in the organization’s management system
(internal requirements), in applicable regulations, or by the
organization’s customer. Once the nonconformity against a specific
requirement is confirmed, this needs to be documented. The record
may be something as simple as a reference to the standard and
relevant clause.

(Note; 1SO 9001 contains clauses that include more than one
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requirement. It is important that the auditor identifies and records the
specific requirement relating to the nonconformity clearly, for example,
by writing-out the exact text of the requirement from the standard that is
applicable to the audit evidence. This may also apply to other sources
of requirements.)

The final (and most important) part of documenting a nonconformity is
the writing of a statement of nonconformity. The statement of
nonconformity drives the cause analysis, correction and
corrective action by the organization, so it needs to be precise.

The statement of nonconformity should:
e be self-explanatory and be related to the system issue
e be unambiguous, linguistically correct, and as concise as
possible
e not be a restatement of the audit evidence, or be used in lieu
of audit evidence.

To summarize, a well-documented nonconformity will have three parts:
e the audit evidence,
e the requirement, and
e the statement of the nonconformity.

If all three parts of the nonconformity are well documented, the auditee,
or any other knowledgeable person, will be able to read and
understand the nonconformity. This will also serve as a useful record
for future reference.

In order to provide traceability, facilitate progress reviews, and
evidence of completion of corrective actions, it is essential that
nonconformities are recorded and documented in a systematic manner.
A simple way of achieving this is through the use of a Nonconformity
Report (NCR) form. Please see annex A below, for an example of such
a form.
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Annex A — Example of a Nonconformity Report (NCR) form

NCR #

fiEE A - TESH|EZSNCRIDE A

Root Cause analysis (how/why did this happen?):

Client: File No NCR # BE I7AI#
Function/Area/Process Site: HEE4EEI IO EX At
Std. and Clause No(s): AR - RIE #
Section 1- Details of non-conformity: 53 1- FEE DA
Description HnE
Auditor : Auditee representative acknowledgement: Category: =mEE WEAERETZDOEDR | A73Y—
Date: B4t
Section 2- Auditee Proposed Action Plan
(Attach separate sheet if required)

oL 2- BEBEENMRETSH7I 3Ty

BELSHIARBEHNFTHIL)

BARRERS (EDKIILT-HEIAIES D)
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Correction (fix now) with completion dates: (BEBIZETAZ)BERVETH:

Corrective Action (to prevent recurrence) with completion dates: SEME (BRL) RUSTA:
“Auditor” review and acceptance of Corrective Action Plan: “EEE P 1 —RUETRESEORE:
Auditee Date: o . i i
representative: BEEEORERE: A4
Section 3- Details of “Auditor” verification of Auditee implementation oL SBEEREICLS- THLaVISUREO “EER IR HE

of action plan

Section 4- NCR closed out by “Auditor” on (date): | “Auditor” Team 933 4-NCRIV“BEE"ICKYSET. B wEEA B ).
Leader name: fi: —5—4:
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For further information on the ISO 9001 Auditing Practices Group,
please refer to the paper:
Introduction to the 1ISO 9001 Auditing Practices Group

Feedback from users will be used by the ISO 9001 Auditing
Practices Group to determine whether additional guidance
documents should be developed, or if these current ones should
be revised.

Comments on the papers or presentations can be sent to the
following email address: charles.corrie@bsigroup.com.

The other ISO 9001 Auditing Practices Group papers and
presentations may be downloaded from the web sites:

www.iaf.nu
WWW.is0.0rg/tc176/ISO9001AuditingPracticesGroup
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