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Name of party submitting issue for discussion: [IOC

Statement of the issue:
Clarification of clause 7.7.1 of IAF MD1 2018 against ISO 17021-1:2015
ISO 17021-1:2015 123 % IAF MD1 2018 o 7.7.1 DAL

Discussion

Clause 4.3.1 MD1 2007 reads:

When nonconformities, as defined in ISO/IEC 17021-1 clause 9.1.15 (b), are found at any
individual site, either through the organization’s internal auditing or from auditing by the
certification body, investigation should take place to determine whether the other sites may be
affected. Therefore, the certification body should require the organization to review the
nonconformities to determine whether they indicate an overall system deficiency applicable to
other sites or not. If they are found to do so, corrective action should be performed and verified
both at the central office and at the individual affected sites. If they are found not to do so, the
organization should be able to demonstrate to the certification body the justification for limiting its

follow-up corrective action.

ISO/TEC 17021-1:2011 paragraph 9.1.15 b) reads:
b) it has reviewed, accepted and verified the effectiveness of correction and corrective actions, for
all nonconformities that represent

1) failure to fulfil one or more requirements of the management system standard, or

2) asituation that raises significant doubt about the ability of the client's management system

to achieve its intended outputs;

The Note to Clause 9.1.9.6.4 then states that:
NOTE: Nonconformities, consistent with the requirements of 9.1.15 b), can be classified as major,

whereas other nonconformities [9.1.15 ¢)] can be classified as minor nonconformities.
As a result, the clause in MD1 2007 refers to Major Non-conformities only.
We now come to MD1:2018 clause 7.7.1 which states:

When nonconformities, as defined in ISO/IEC 17021-1, are found at any individual site, either

through the organization’s internal auditing or from auditing by the Certification Body,




International Accreditation Forum, Inc.

A e
fAEE! By = VI s
(HEN § am U VLS

NSNS LZZ2S

investigation shall take place to determine whether the other sites may be affected. Therefore, the
Certification Body shall require the organization to review the nonconformities to determine

whether or not they indicate an overall system deficiency applicable to other sites.

If they are found to do so, corrective action shall be performed and verified both at the central
function and at the individual affected sites. If they are found not to do so, the organization shall be
able to demonstrate to the Certification Body the justification for limiting its follow-up corrective

action.

The definitions of a non-conformity in ISO/IEC 17021-1:2015 are:

3.11 nonconformity

non-fulfilment of a requirement

3.12 major nonconformity

nonconformity (3.11) that affects the capability of the management system to achieve the intended
results

Note 1 to entry: Nonconformities could be classified as major in the following circumstances:

— if there is a significant doubt that effective process control is in place, or that products or
services will meet specified requirements;

— a number of minor nonconformities associated with the same requirement or issue could

demonstrate a systemic failure and thus constitute a major nonconformity.

3.13 minor nonconformity
nonconformity (3.11) that does not affect the capability of the management system to achieve the

intended results

This means that clause 7.7.1 in the new MD1 is being interpreted by some AB auditors as now
covering both Major and Minor Non-conformities rather than just the Majors which was the

intention in the previous version of MD1

The authors or editors of the new MD1 have rightly changed the reference in the document to the
new version of ISO/IEC 17021-1, however was it their intention to also change the type of non-
conformity covered by this clause, or is this an error and the requirement should only relate to
major non-conformities which are the non-conformities which call into question the continued
certification of the organization?

If it is intentional then this then conflicts with the requirements of ISO/IEC 17021-1:2015, which

does not require such action on Minor Non-conformities.
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Requested action by the IAF TC:
Clarification is requested as to the intent of clause 7.7.1 of IAF MD1 2018

Consensus of the IAF TC (also to be documented in the meeting summary):

Regarding IAF MD 1, section 7.7.1:
IAFMD 1, 7.7.1 ICDWT:
e The organization is responsible for investigating ALL NCRs (minor and major) per 7.7.1.
e The CB is to verify corrective actions in accordance with ISO/IEC 17021-1 (e.g. sections
9.4.10 Effectiveness of corrections and corrective actions, 9.5.2.b and 9.5.3.2 Actions prior
to making a decision, etc.)
o HEKIZ. 7.7.1 15> TR TOARES (minor XU major) % & T 2 HTL2H %,
o CB 3, ISO/IEC 17021-1 Iff » TRIFLE ZBGEES 5 2 & (i : 9.4.10 E1E KR U2 AL
BEOBEBME. 9.5.2b &189.53.2 (GRUE: IEL < 1X9.5.2) WEZRITIATOME. %
) .

Further WG Discussions
MD1:2018 clause 7.7.1:

When nonconformities, as defined in ISO/IEC 17021-1, are found at any individual site, either
through the organization’s internal auditing or from auditing by the Certification Body,
investigation shall take place to determine whether the other sites may be affected. Therefore, the
Certification Body shall require the organization to review the nonconformities to determine

whether or not they indicate an overall system deficiency applicable to other sites.

If they are found to do so, corrective action shall be performed and verified both at the central
function and at the individual affected sites. If they are found not to do so, the organization shall be
able to demonstrate to the Certification Body the justification for limiting its follow-up corrective

action.

The co-conveners of MD 1 recall that it was intentional to call out nonconformities; meaning minor

and major, not just major NCRs.

7 2 WGk
IAF MD1:2018 7.7.1J8:




International Accreditation Forum, Inc.

FHAK D NEREE & X RRREHR o B A O VI LT dH | ISO/IEC 17021-1 ICHUE S LT B Nl A D3
HBHA P THREINZGER. ZOMOH 4 MCOFEERD L2 rEHNIT S 720 OHE
bR INERS R, L2 o TR X, NMEABMEOY A4 Ficd YT EL L AT L
ERORIEZRBEL TV E0E I P ERET L7201, IR #EEZ L2 —FT25 X9 ERL
T NIE R B R,

TEED Y AT LEERORERRL T3 Z &AL 285513, hIBRER CHE L2 T 5
&R DB 4 BB TRIFALE % EHi R CREE L 22 E e & 78, AR Y 2T A2k
fHZRET2bDTIRAVE V) ZEPHIAL 28581, . BRELED 7 yu—T v 7%
FREM D DL 2 IEY MR %R ICEGECE AT i b v,

MD 1 o#:[EFH X, PEARERENESZ T Z2IEToClE R, BMEEREMGTEZIETE
HTHo7-2 & %L 77,




