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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 outcomes.

Note 1    to entry classifying non-conformities as major could be as follows:

– a significant doubt that effective process control is in place or products or services will meet

specified requirements,

– a number of minor non-conformities associated with the same requirement or issue could

demonstrate a systemic failure and thus constitute a major non conformity

3.13

minor nonconformity

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

achieve the intended outcomes.

Distinzione tra NC maggiore e minore.

L’efficacia delle AC delle NC deve essere verificata PRIMA del rilascio della

certificazione.
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4 Actions prior to making a decision

4.1 General

The certification body shall confirm, prior to making a decision for granting certification,

expanding or reducing the scope of certification, renewing, suspending or restoring, or

withdrawing of certification, that:

a) the information provided by the audit team is sufficient with respect to the certification

requirements and the scope for certification;

b) for any major nonconformities it has reviewed and accepted the correction and

corrective actions and verified the effectiveness;

c) for any minor nonconformities it has reviewed and accepted the client's plan for

correction and corrective action
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4.8 Risk-based approach

Certification bodies need to take into account the risk associated with providing

competent, consistent and impartial certification. Risks may include those associated

with:

• the objectives of the audit

• the sampling in the audit process

• real and perceived impartiality

• legal, regulatory and liability issues

• the client organization being audited and its operating environment

• impact of the audit on the client and its activities

• health and safety of the audit teams

• perception of interested parties

• misleading statements by the client

• use of marks
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5.2 Management of impartiality

5.2.3

The risk assessment process shall include identification of and consultation with

appropriate interested parties to advise on matters affecting impartiality including

openness and public perception. The consultation with appropriate interested parties

shall be balanced with no single interest predominating.

Note 3: One way of fulfilling the consultation requirement of this clause is by the use of a

committee of these interested parties.

È stato eliminato il 6.2. Non è più obbligatoria la presenza del Comitato per la

Salvaguardia dell’Imparzialità, adesso è solo uno dei metodi possibili.
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5.2.5

The certification body and any part of the same legal entity and any entity under the

organizational control of the certification body (9.5.1.2 b) shall not offer or provide

management system consultancy. This also applies to that part of government identified

as the certification body.

Note: This does not preclude the possibility of exchange of information (e.g. explanation of

findings or clarification of requirement) between the certification body and its clients.

5.2.6

The certification body and any part of the same legal entity and any entity under the

organizational control of the certification body (9.5.1.2 b) shall not offer or provide internal

audits to its certified clients. The certification body shall not certify a management system

on which it provided internal audits within two years following the end of the internal

audits. This also applies to that part of government identified as the certification body.

Si allinea la norma con la ISO 17065.

L’OdC deve essere valutato nella sua interezza.

È un criterio più rigoroso rispetto alla versione precedente.
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5.3 Liability and financing

5.3.1

The certification body shall be able to demonstrate that it has evaluated the risks arising

from its certification activities and that it has adequate arrangements (e.g. insurance or

reserves) to cover liabilities arising from its operations in each of its fields of activities and

the geographic areas in which it operates.

5.3.2

The certification body shall evaluate its finances and sources of income and demonstrate

that initially, and on an ongoing basis, commercial, financial or other pressures do not

compromise its impartiality (see 5.2.3).

Anche gli aspetti economici devono entrare nell’analisi dei rischi (anche nella

bozza del nuovo MD05 viene richiamato il concetto che le procedure per la

determinazione dei giorni di audit devono essere considerati nella valutazione dei

rischi)
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7.1.2 Determination of competence criteria

The certification body shall have a process for determining the competence criteria for

personnel involved in the management and performance of audits and other certification

activity. Competence criteria shall be determined with regard to the requirements of each

type of management system standard or specification, for each technical area, and for

each function in the certification process. The output of the process shall be the

documented criteria of required knowledge and skills necessary to effectively perform

audit and certification tasks to be fulfilled to achieve the intended results. Annex A

specifies the knowledge and skills that a certification body shall define for specific

functions. Where additional specific competence criteria have been established for a

specific standard or certification scheme (e.g. ISO/IEC TS 17021-2, ISO/IEC TS 17021-3

or ISO TS 22003), these shall be applied.

In automatico diventano obbligatorie le specifiche tecniche della serie ISO 17021.
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7.1.2 Determination of competence criteria

NOTE The term 'technical area' is applied differently depending on the management system
standard being considered. For any management system, the term is related to products,
processes and services in the context of the scope of the management system standard. The
technical areas can be defined by a specific certification scheme (e.g. ISO/TS 22003); or can be
determined by the certification body. It is used to cover a number of other terms such as
“scopes”, “categories”, “sectors”, etc., which are traditionally used in different management
system disciplines

Viene chiarito meglio il concetto di area tecnica (che possono coincidere con I

settori…)
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7.2.8

The group or individual that takes the decision on granting, refusing, maintaining, 

renewing, suspending, restoring, or withdrawing certification, or on expanding or reducing 

the scope of certification, - shall understand the applicable standard and certification 

requirements, and shall have demonstrated competence to evaluate the outcomes of the 

audit processes including related recommendations of the audit team.

La competenza deve essere coerente con il ruolo svolto.

La competenza del decision maker non è la stessa del GVI: è coerente con il MD10 

e con l’allegato A della ISO 17021-1

le persone  devono essere competenti per assicurare che l'attività che devono fare 

sia fatta bene
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7.2.10

The documented monitoring process for auditors shall include a combination of on-site

evaluation, review of audit reports and feedback from clients or from the market and shall

be defined in documented requirements. This monitoring shall be designed in such a way

as to minimize disturbance to the normal processes of certification, especially from the

client's viewpoint.

7.2.11

The certification body shall periodically evaluate the performance of each auditor on-site.

The frequency of on-site evaluations shall be based on need determined from all

monitoring information available.

È stato sostituito il termine observe con evaluate.

Non è quindi obbligatorio che chi faccia il monitoraggio sia esterno al team, non è

un osservatore.

la valutazione sul campo "evaluation" è una parte del monitoraggio.
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7.5 Outsourcing

7.5.1

The certification body shall have a process in which it describes the conditions under

which outsourcing (which is subcontracting to another organization to provide part of the

certification activities on behalf of the certification body) may take place. The certification

body shall have a legally enforceable agreement covering the arrangements, including

confidentiality and conflict of interests, with each body that provides outsourced services.

7.5.2

Decisions for granting, refusing, maintaining of certification, expanding or reducing the

scope of certification, renewing, suspending or restoring, or withdrawing of certification

shall not be outsourced.

Note 1: For all clauses of 7.5, where the certification body engages individuals or employees of

other organizations to provide additional resources or expertise, these individuals do not

constitute outsourcing provided they are individually contracted to operate under the

certification body's management system (see 7.3).

Personale esterno può prendere la decisione sulla Certificazione, non significa

cedere all’esterno la decisione.

Inoltre, possono prendere la decisione anche soggetti sotto il controllo dell’OdC

(sono considerati come lo stesso Odc, sia ai fini dell’imparzialità, sia ai fini dei

poteri di delibera). È come la ISO 17065
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8.1.2

The certification body shall provide upon request information about;

a) geographical areas in which it operates;

b) the status of a given certification (see 9.6.5.7);

c) the name, relative normative document, scope and geographical location (city and

country) for a specific certified client.

Non c’è più il requisito che chiedeva di avere un database con le aziende

certificate disponibile al pubblico.
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8.2 The certification document(s) shall identify the following:

a) …..

b) the effective date of granting, expanding or reducing the scope of certification, or renewing 
certification which shall not be before the date of the relevant certification decision; 

c) the expiry date or recertification due date consistent with the recertification cycle; 

La data effettiva di validità di un certificato può essere anche in una data successiva

alla delibera (ma mai prima), ma la scadenza deve essere coerente con il ciclo di

certificazione.

Un OdC può quindi decidere di assegnare validità ad un certificato anche 10 giorni

dopo la delibera (es: dopo il pagamento da parte del Cliente). In questo caso il

certificato avrà una validità effettiva di 3 anni meno 10 giorni.
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Si può mantenere la triennalità del ciclo delle scadenza dei certificate, anche se la

delibera dovesse essere fatta prima della scadenza del certificato (in questo caso il

certificato durerà 3 anni + il tempo tra la delibera e la scadenza prevista nel

certificato originale). Come la carta di credito!!!

Viene recepita insomma la delibera IAF sull’argomento.

9.6.3.2.3 When recertification activities are successfully completed prior to the expiry

date of the existing certification, the expiry date of the new certification can be based on

the expiry date of the existing certification. The issue date on a new certificate will be on

or after the recertification decision.

15
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9.1.3 Audit programme

9.1.3.3

Surveillance audits shall be conducted at least once a calendar year. The date of the first

surveillance audit following initial certification shall not be more than 12 months from the

certification decision date.

Note: It can be necessary to adjust the periodicity of surveillance audits to accommodate

factors such as seasons or management systems certification of a limited duration (e.g.

temporary construction site).

9.1.3.4

Where the client operates shifts, the activities that take place during shift working shall be

considered when developing the audit programme and audit plans.
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Viene recepitala ISO 17023 nel documento. Anche il nuovo MD è sviluppato in

coerenza con la ISO 17023.

9.1.4 Determining audit time

9.1.4.1

The certification body shall have documented procedures for determining audit time, and

for each client the certification body shall determine the time needed to plan and

accomplish a complete and effective audit of the client's management system. The audit

time determined by the certification body, and the justification for the determination, shall

be recorded. In determining the audit time, the certification body shall consider, among

other things, the following aspects:

a) the requirements of the relevant management system standard;

b) size and complexity of the client and its management system;

c) technological and regulatory context;

d) any outsourcing of any activities included in the scope of the management system;

e) the results of any prior audits;

f) number of sites, their locations and multi-site considerations;

a) the risks associated with the products, processes or activities of the organization;

b) whether audits are combined, joint or of an integrated management system.

17
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Note: Time spent travelling to and from audited sites is not included in the calculation of audit

days.

Where specific criteria have been established for a specific certification scheme, e.g.

ISO/TS 22003 or ISO/IEC 27006, these shall be applied.

9.1.4.2

The time spent by any team member that is not assigned as an auditor (i.e. technical

experts, translators, interpreters, observers and auditors-in-training) shall not count in the

above established audit time.

Note: The use of translators, interpreters can necessitate additional audit time.

18
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È stato mantenuto questo requisito! Nella bozza precedente era stato eliminato,

ma siamo riusciti a farlo inserire nuovamente.

Si è deciso inoltre di ritirare la specifica tecnica ISO /TS 17022, e di incorporare

nella ISO 17021 tutti i requisiti con shall…eliminando tutti gli should.

9.4.5 Identifying and recording audit findings

9.4.5.1

Audit findings summarizing conformity and detailing nonconformity shall be identified and

recorded to enable an informed certification decision to be made or the certification to be

maintained.

19
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9.4.10 Effectiveness of corrections and corrective actions

The certification body shall review the corrections, identified causes and corrective

actions submitted by the client to determine if these are acceptable. The certification

body shall verify the effectiveness of any correction and corrective actions taken. The

evidence obtained to support the resolution of nonconformities shall be recorded. The

client shall be informed of the result of the review and verification. The client shall be

informed if an additional full audit, an additional limited audit, or documented evidence (to

be confirmed during future audits) will be needed to verify effective correction and

corrective actions.

Note: verification of effectiveness of correction and corrective action can be carried out based

on a review of documentation provided by the client, or where necessary, through verification

on-site. Normally this activity is done by a member of the audit team

Viene data una indicazione su chi debba verificare le AC.



-7

Si riprendono i concetti della ISO 17065 sul concetto di organizzazione

9.5 Certification decision

9.5.1 General

9.5.1.2

The person(s) [excluding members of committees (see 6.1.4)] assigned by the

certification body to make a certification decision shall be employed by, or shall be under

legally enforceable arrangement with, one of the following:

a) the certification body (see 7.2);

b) an entity under the organizational control of the certification body (see 9.5.1.3).

9.5.1.3

A certification body’s organizational control shall be one of the following:

a) whole or majority ownership of another entity by the certification body;

b) majority participation by the certification body on the board of directors of another

entity;

c) a documented authority by the certification body over another entity in a network of

legal entities (in which the certification body resides), linked by ownership or board of

director control.

21
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Si conferma che non si può usare il logo dell’Odc sul prodotto, ma si può mettere

una dichiarazione sul packaging o nel materiale informativo che accompagna il

prodotto che riporti:

• Identificazione dell’azienda

• Nome dell’Odc che ha certificato l’azienda

• Sistema di gestione certificato

Es: ok mettere sul libretto di uso e manutenzione che Ferrari ha un sistema di gestione

certificato da….

Non è quindi più lecito scrivere semplicemente “sistema di gestione certificato”.

22
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8.3 Reference to certification and use of marks

8.3.1

….the mark shall not be used on a product or product packaging or in any other way that

may be interpreted as denoting product conformity.

8.3.3

A certification body shall have rules governing the use of any statement on product

packaging or in accompanying information that the client has a certified management

system. The statement shall in no way imply that the product, process or service is

certified by this means. The statement shall include reference to:

o identification (e.g brand or name) of the certified client;

o The type of management system (e.g. quality, environment) and the applicable

standard; and

o the CB issuing the certificate.

23
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9.5.2.2 Information for granting initial certification

9.5.2.2.2

If the certification body is not able to verify the implementation of corrections and corrective

actions of any major nonconformity within 6 months after the last day of stage 2, the

certification body shall conduct another stage 2 prior to recommending certification.

9.5.2.2.3

When a transfer of certification is envisaged from one Certification Body to another, the

accepting Certification body shall have a process for obtaining sufficient information in

order to take a decision on certification.

Inserito il concetto di Transfer, e si chiarisce cosa deve essere fatto se lo stage 2 va

male.

24
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9.6.3 Recertification

9.6.3.1 Recertification audit

9.6.3.2.3

When recertification activities are successfully completed prior to the expiry date of

the existing certification, the expiry date of the new certification can be based on

the expiry date of the existing certification. The issue date on a new certificate will

be on or after the recertification decision.

9.6.3.2.5

Following expiration of certification, the certification body can issue new

certification within 6 months provided that the outstanding recertification activities

are completed, otherwise at least a stage 2 shall be conducted.

Se viene fatto il rinnovo dopo la scadenza, ma entro 6 mesi, si deve emettere

un nuovo certificato, ma non occorre fare una verifica iniziale.

25
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9.6.4.2 Short-notice audits

It may be necessary for the certification body to conduct audits of certified clients at short

notice or unannounced to investigate complaints, or in response to changes, or as follow

up on suspended clients. In such cases

a) the certification body shall describe and make known in advance to the certified clients

(e.g. in documents as described in 8.5.1) the conditions under which these short notice

visits are to be conducted, and

b) the certification body shall exercise additional care in the assignment of the audit team

because of the lack of opportunity for the client to object to audit team members.

Si possono fare audit senza preavviso!!!!

Non è vietato concordare con l’organizzazione la possibilità di svolgere l’attività di

osservazione delle attività in incognito.
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ANNEX A (normative)

Table A.1 — Table of knowledge and skills
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Knowledge and skills

Conducting the 
application review to 
determine audit team 
competence required, 

to select the audit 
team members, and to 

determine the audit 
time

Reviewing 
audit reports 
and making 
certification 
decisions

Auditing and 
leading the 
audit team

Knowledge of business management 
practices X (A.2.1)

Knowledge of audit principles, 
practices and techniques X (A.3.1) X (A.2.2)

Knowledge of specific management 
system standards/normative 

documents
X (A.4.1) X (A.3.2) X (A.2.3)

Knowledge of certification body's 
processes X (A.4.2) X (A.3.3) X (A.2.4)

Knowledge of client's business sector X (A.4.3) X(A.3.4) X (A.2.5)

Knowledge of client products, 
processes and organization X (A.4.4) X (A.2.6)

Language skills appropriate to all 
levels within the client organization X (A.2.7)

Note-taking and report-writing skills X (A.2.8)

Presentation skills X (A.2.9)

Interviewing skills X (A.2.10)

Audit-management skills X (A.2.11)

Knowledge of business management 
practices X (A.2.1)

È stato rivisto 
l’Annex A, e 
viene spiegato, 
voce per voce, 
quale sia il livello 
di competenza 
richiesto.
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Prossimi passi

Verrà emesso un secondo DIS, perché ci sono state molte modifiche in

questa ultima versione, e poi verrà emesso direttamente, senza passare

dall’FDIS.

Entro il 7 di novembre devono essere inviati i commenti all’ISO (in Italia

tramite UNI).

Prossima e ultima riunione dal 20 al 22 Gennaio 2015
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