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Présentateur
Commentaires de présentation
This training material has been developed by Randy Dougherty, one of the co-conveners of WG21.  The material has also been reviewed by Alister Dalrymple, the other co-convener of WG21.

This training material was first developed and presented when 17021 was at CD2, then at FDIS, and finally for the final published document. It was revised and improved in response to comments from different presentations.

It is developed in a train-the-trainer format with the intent of making it available to others, free of charge, to assist all parties (especially CBs and ABs) in implementing it in a consistent manner.

It includes an overview and 10 other modules, with one module for each section.  This allows it it be customized for each presentation which may be having one person present all modules or having different modules presented by different individuals.  

This first module is the overview, which can be used as the first session to include all modules, or used as the basis for limited presentations to specific audiences.

It is acceptable, and in fact expected, that individuals may edit and customize it for their purposes.


ISO 9001:2008 — Modalités de transition

Extrait du communiqué joint de IAF et ISO sur la
mise en ceuvre de la certification accréditée selon la
norme ISO 9001 : 2008 du 20/08/08

La version 2008 de la norme ISO 9001 ne contient
pas de nouvelles exigences :

*seulement des clarifications
epour la mettre en cohérence avec la norme ISO 14001 :
2004).
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» Pour les certifications initiales ou de renouvellement

Le 15/11/2009, toutes les certifications prononcées devront étre
prononcees par rapport a la version ISO 9001:2008

» Pour les certifications en cours

Le 15/11/2010, toutes les certifications ISO 9001:2000 ne seront plus
valides
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Commentaires de présentation
The original intent was to simply replace Guides 62 and 66 while also incorporating applicable IAF guidance.  This was soon expanded to make it applicable to any MS standard.  CB associations influenced the additional intent to incorporate latest technology, and to have principles-based requirements.  

WG21 developed 17021 during the same period that WG23 was developing the common elements, so work by WG21 influenced the work of WG23, and the work or WG23 influenced the work of WG 21, for the sections dealing with impartiality, complaints and appeals, confidentiality, and management systems.



When Lars was unable to continue as convener, CASCO chair Mario Wittner appointed Dalrymple and Dougherty as co-conveners.  This was the first time a CASCO WG had co-conveners.  This has been a successful team effort lead by individuals working for CBs and ABs. 



The standard was completed under the leadership of Mario Wittner as the CASCO chair.  Graeme Drake, then Peter Dennehy, served as secretary of CASCO during the period of development of this standard when the Dalrymple and Dougherty were co-conveners.
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» Généralités
- Applicable aux autres « produits » destinés au client (garantie, formation, hot-line, ...)
- Le SMQ doit tenir compte des risques associés a I'environnement de 'organisme

«  Vocabulaire : ISO 9000:2005 (remplace I'lSO 9000:2000)

» Réglementation

- Exigences réglementaires et Iégales : harmonisation des termes

» Processus externalisé

- Processus nécessaire au SMQ, mais dont la mise en ceuvre est confiée a une partie
externe a l'organisme

- Type et nature de la maitrise d’'un processus externalisé : incidence sur 'aptitude de
I'organisme a fournir un produit conforme, degré de répartition de la maitrise, aptitude a
atteindre la maitrise nécessaire (voir 7.4)
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» Exigences relatives a la documentation

- Un seul document peut contenir les exigences relatives a une ou
plusieurs procedures

- |'exigence relative a une procédure documentée peut étre couverte par
plusieurs documents

- Documents d’origine extérieure nécessaires a I'organisme pour le
fonctionnement du SMQ identifiés et diffusés de facon maitrisée

» Représentant de la Direction

Un membre de I’encadrement de I'organisme
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» Management des processus

Pour obtenir le résultat souhaité

Produit

Tout élément issu des processus de réalisation, y compris les achats
Ressources humaines

- Personnel effectuant un travail ayant une incidence sur la conformité
aux exigences relatives au produit -> affectation directe ou indirecte

- Les actions de formation doivent permettre d’atteindre le niveau de
compétence nécessaire

Infrastructures

Systemes d’information inclus dans les services support
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» Environnement de travail

Conditions dans lesquelles le travail est effectué, y compris les conditions
physiques, environnementales et autres facteurs (bruit, température, humidite,
éclairage, conditions climatiques, ...)

» Exigences relatives au client

Les activités apres livraison -> actions au titre de la garantie, obligations
contractuelles (maintenance, recyclage, élimination finale, ...)

» Conception développement

- revues de conception, vérification et validation -> méme si objectifs distincts,
peuvent étre réalisées séparément ou étre combinées

- Données de sortie : détails relatifs a la préservation du produit a intégrer dans
les informations appropriées

Evolution ISO 9001 : 2008 — Version 19/12/2008 7


Présentateur
Commentaires de présentation
The original intent was to simply replace Guides 62 and 66 while also incorporating applicable IAF guidance.  This was soon expanded to make it applicable to any MS standard.  CB associations influenced the additional intent to incorporate latest technology, and to have principles-based requirements.  

WG21 developed 17021 during the same period that WG23 was developing the common elements, so work by WG21 influenced the work of WG23, and the work or WG23 influenced the work of WG 21, for the sections dealing with impartiality, complaints and appeals, confidentiality, and management systems.



When Lars was unable to continue as convener, CASCO chair Mario Wittner appointed Dalrymple and Dougherty as co-conveners.  This was the first time a CASCO WG had co-conveners.  This has been a successful team effort lead by individuals working for CBs and ABs. 



The standard was completed under the leadership of Mario Wittner as the CASCO chair.  Graeme Drake, then Peter Dennehy, served as secretary of CASCO during the period of development of this standard when the Dalrymple and Dougherty were co-conveners.


'S
ISO 9001:2008 - Contenu

1828
BUREAU
VERITAS

» Production et préparation du service
Conservation des enregistrements relatifs a la tracabilité

Notion de contrdle libératoire

» Propriété du client

- Peut comprendre les données fournies par le client

» Equipements de surveillance et de mesure (au lieu de dispositifs)

Confirmation de I'aptitude des logiciels ->vérification et gestion de la
configuration pour maintenir son aptitude a 'empiloi

Evolution ISO 9001 : 2008 — Version 19/12/2008 8


Présentateur
Commentaires de présentation
The original intent was to simply replace Guides 62 and 66 while also incorporating applicable IAF guidance.  This was soon expanded to make it applicable to any MS standard.  CB associations influenced the additional intent to incorporate latest technology, and to have principles-based requirements.  

WG21 developed 17021 during the same period that WG23 was developing the common elements, so work by WG21 influenced the work of WG23, and the work or WG23 influenced the work of WG 21, for the sections dealing with impartiality, complaints and appeals, confidentiality, and management systems.



When Lars was unable to continue as convener, CASCO chair Mario Wittner appointed Dalrymple and Dougherty as co-conveners.  This was the first time a CASCO WG had co-conveners.  This has been a successful team effort lead by individuals working for CBs and ABs. 



The standard was completed under the leadership of Mario Wittner as the CASCO chair.  Graeme Drake, then Peter Dennehy, served as secretary of CASCO during the period of development of this standard when the Dalrymple and Dougherty were co-conveners.


B
ISO 9001:2008 - Contenu 2

82
BUREAU
VERITAS

» Satisfaction du client

Enquéte de satisfaction clients, données transmises par le client sur la qualité du produit
livré, enquéte d'opinion des utilisateurs, analyse des marcheés perdus, compliments,
réclamations au titre de la garantie, rapports émanant de distributeurs

» Audit interne

Corrections et actions correctives nécessaires entreprises

» Surveillance des processus
- La surveillance s’applique au SMQ et a la conformité des produits

- La surveillance des processus doit étre appropriée, en tenant compte de I'impact sur la
non-conformité du produit et sur 'efficacité du SMQ

» Maitrise du produit non-conforme

Actions adaptées si la non-conformité est détectée apres livraison ou apres que son
utilisation a commence
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Revue de l'efficacité des actions engagées
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