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Guidance for reviewing and closing
nonconformities :

Introduction

The value that can be provided to an organization can be enhanced
or diminished by the review that an auditor conducts of the
organization’s response to a nonconformity, as well as by the "close-
out" process that is applied. An auditor will add value by ensuring that
the organization has satisfactorily addressed correction/ analysis of
the cause, and corrective action, as this will increase the likelihood of
the organization achieving customer satisfaction.

This document provides guidance to help auditors in the process of
reviewing and closing nonconformities arising from audits.

Review of actions in response to a Nonconformity

Management system auditors are responsible for reviewing the
response to nonconformity and verifying the effectiveness of actions
taken.

There should be three parts to the response of an organization to
nonconformity:
correction,
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analysis of cause, and
corrective action.

Or
analysis of cause,
correction, and
corrective action.

(Note; two different sequences are given as it may depend on the
product type, or the situation of the nonconformity, as to which is the
correct one to be followed. However, the three parts to resolving the
nonconformity are the same in each case. For example, for software,
it is inadvisable to implement a correction until the cause is known.
Alternately, as a hardware example, if a "Low Brake-pad" warning
light were to illuminate in a vehicle and you immediately implemented
the correction of replacing the brake pads before examining if the
sensor was faulty, you might fail to resolve the problem and would
have wasted time and resources.)

The authoritative source for making the opening statement are some
pertinent definitions in ISO 9000.

Nonconformity: non-fulfilment of a requirement (ISO
9000, clause 3.6.2)

Correction: action to eliminate a detected
nonconformity (ISO 9000, clause 3.6.6)

Corrective action: action to eliminate the cause of a
detected nonconformity or other undesirable situation
(1SO 9000: 2000, clause 3.6.5)

Both correction and corrective action should be expected when there
is a detected nonconformity.

"Correction" is action to eliminate a detected nonconformity. For
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example, correction may involve replacing nonconforming product
with conforming product or replacing an obsolete procedure with the
current issue, etc.

The definition of "corrective action" is “action to eliminate the cause of
a detected nonconformity.” Corrective action cannot be taken without
first making a determination of the cause of nonconformity. There are
many methods and tools available to an organization for determining
the cause of a nonconformity, from simple brainstorming to more
complex, systematic problem solving techniques (e.g. root cause
analysis, fish-bone diagrams, “five whys", etc). An auditor should be
familiar with the appropriate use of these tools. The extent and
effectiveness of the corrective actions depends upon identifying the
true cause. In some cases this will assist an organization to identify
and minimize similar nonconformities in another areas.

An auditor should also check if the organization has taken action to
determine if the cause of a nonconformity was systematic in nature or
merely accidental. If a systematic failure is treated as an accidental
one-off occurrence, then the corrective action will not be successful,
and there will be a risk of the problem recurring.

One possible cause that the auditor should give particularly attention
to is whether the nonconformity occurred because of something
outside of what is covered and controlled by the organization's QMS,
i.e. whether the absence of the QMS itself is the cause, or part of the
cause, of the nonconformity. In such cases, the failure is usually
related to insufficient understanding of customer expectations by the
organization.

As mentioned above, one useful technique for systemic root cause
analysis is the "5 Whys"

| The "'5 Whys"" Approach to Root Cause Analysis |
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Question Focus

Answer Focus

1st Why: Incident

5Ms&E

[men (people), machine,
material, method,
measurement, environment].
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3rd Why: 1siLevel System

2nd Level System
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3rd Level System
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5t Why: 3 Level System

System Root Cause
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When investigating the root cause of a nonconformity, there may
be several different possible factors, or contributing factors, to the
root cause (e.g. poor quality raw materials or supplied sub-
components; inappropriate measurement systems; inadequate
training etc.).

An iterative process should be used to determine which factor is
the actual root cause; the organization should not be identifying
the first failure factor it finds as being the root cause.

For example, a list of such possible factors should be drawn up
and be examined in relation to the nonconformity; they should
then be categorized as being either "not able to confirm”,
"possible”, or "confirmed", in terms of their potential impact on the
root cause. In each case the factor and its categorization should
be noted. For the "not able to confirm” category of factors,
records should also be kept of any analysis that was performed,
and the conclusions leading to this categorization being given.

Further work should then be undertaken to see if the "possible” or
"confirmed" factors are the actual root cause. In some cases, it
may not be able to finally determine if a factor is truly the root
cause or not, so the results of this work should lead to a further
categorization of the factors as either being a "possible root
cause" or as the "confirmed root cause". In each case, further
records should be kept of the actions taken and the conclusions
leading to their categorization.
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In reviewing the response of an organization to a nonconformity, the
auditor should confirm that documentation and objective evidence
for all three parts—correction/ analysis of the cause, and corrective
action—are provided by the organization, and are appropriate, before
accepting the response. Important elements to verify in the review
process include:

o statements of actions; are they clear and concise ?

o descriptions of actions; are they thorough and do they
accurately reference specific documents, procedures etc., as
appropriate?

o the use of the past tense (was, has or have been, were), as
an indicator that the actions taken have been completed.
o the date of completion of the corrective actions; past dates

should be found that indicate that the actions have been
taken (dates indicating future action are not good practice).

o evidence supporting the claim that a corrective action has
been fully and effectively implemented and that the corrective
action has been performed in the way that it was described.

Additionally, the auditor should verify that the organization has
ensured that the corrective action taken does not itself create
further problems relating to product quality or to implementation
of the QMS.

It should be noted that both correction and corrective action are not
always appropriate and that either correction or corrective action may
be sufficient on their own. This may happen, for example, in cases in
which it can be demonstrated that the nonconformity was absolutely
accidental and the management system is effectively implemented,
and the probability of reoccurrence is very low. This also applies in
cases where correction is not possible (e.g. updating existing
records), but the need for corrective action may be justifiable. The
need for comprehensive root cause analysis should also be
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evaluated, based on the nature of findings and whether they appear
to indicate a systemic failure.

Effective corrective action should prevent the recurrence of the
nonconformity, by eliminating the cause. However, corrective action
should not be confused with preventive action. The definition for
preventive action is as follows:

Preventive action: action to eliminate the cause of a
potential nhonconformity or other undesirable situation
(ISO 9000, clause 3.6.4)

It should be noted that preventive action, by the nature of its
definition, is not applicable to already detected nonconformities.
However, an analysis of the causes of detected nonconformities may
identify potential nonconformities on a wider scale in other areas of
the organization and provide input for preventive action.

Closing nonconformities

As nonconformities tend to be individual in their nature, a variety of
methods or activities may be used to close them off. For example,
some will require direct examination on site (which may require the
need for additional site visits), while others may be -closed-off
remotely (by review of submitted documentary evidence).

Before deciding to agree to close-off a nonconformity, an Audit Team
Leader (or the Auditor, in sole auditor situations) should review what
the organization did in respect of correction/analysis of the cause, and
the results it achieved through corrective action. The Audit Team
Leader/Auditor needs to ensure that there is objective evidence
(including supporting documentation) to demonstrate that the
described corrective action has been fully implemented and is
effective in preventing the nonconformity from re-occurring. Only once

BEORAHWERESTOERIT, AERROEREIZEOINTEALNVR
TLDORMEZRLTOEANESH, FHEFTHIEMNEELLY,

MEMLGRERER. RRAZRETHLICLYTEENDBEREMILT S
FTFTHD LMLGAS, BREREFFHLELRRESNGENIENESF
L, PRHLEDERIT. RDBYTHD,

FHLE: EYFETESRITZDMDEFTLIANEEIY

RORRDOERZRET H=HDWLE, (ISO 9000. 3.6.4
I8)

FHHLEE, TOEZEDHEENSHIMLT, I TITRESAETEEIZIZ
BRATEGVIEITERETACENEELL, LALGAL, BHENF
BEDERRASHIE, BBOHDAHF T, KYLEWRETORENTES
ZREL. PHLEICEAT AU TINERBTHILELARETH Do

TEEDLEDIRT

FEGIE. EELEMNEWEGIERNH D=0, ENERTSEDIE
EREAECEFDEERTDHLITESS HIZIE. A F M TOEER
BEERTDIILONHAI(COHE. BEMOBEMEHET HLEMNTTC
AhENLNGEWN), fthA ., BHALEN TR T ETEDLDLHH(IRHS
NEXEIRELE1—T 5 EI2LD),

FTEEDUEZRTIHEARTDHETRES HHIIC. BETF—L)—
F—(R[F—ATEEREZLTLWAEENDEER) L. REDELE. 7T
DWTHBANMAIZLE=NELEL—TF 528, BIS, RELEITKYEZERML
FRERELEA—THIENEFLL . BETF L5 —FBFAIK. &
BENF-RIELEA. EEMICEESN. FEENBRT HEEHLT
BLEITHMBENHAHLERA T HIEBMI(EMTXEZET)NHD
CEEHEILE TN IEALREN KRAEREREICHEoEERHT. £




the situation is satisfactory, should the nonconformity be closed-off.

For further information on the ISO 9001 Auditing Practices Group,
please refer to the paper: Introduction to the ISO 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

Disclaimer

This paper has not been subject to an endorsement process by the
International Organization for Standardization (ISO), ISO Technical
Committee 176, or the International Accreditation Forum (IAF).

The information contained within it is available for educational and
communication purposes.

The 1SO 9001 Auditing Practices Group does not take responsibility for any
errors, omissions or other liabilities that may arise from the provision or
subsequent use of such information.
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