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___________________________________________________________  MEΛΟΣ ΤΩΝ/ MEMBER OF
                                                                                                                           ISO-IEC-CEN-CENELEC

Τι αλλάζει στα πρότυπα της σειράς 9000; 

· Το σύστημα διαχείρισης της ποιότητας νοείται ως σύστημα διακινδύνευσης 

Η κύρια αλλαγή είναι μια πιο συνεπής προσέγγιση του συστήματος διαχείρισης της ποιότητας  ως προληπτικό σύστημα διακινδύνευσης ώστε να αντιμετωπίζονται οι απειλές και οι ευκαιρίες  και να επιτυγχάνονται, στο πλαίσιο λειτουργίας του, οι στόχοι του Οργανισμού για την ποιότητα, με πιο αποτελεσματικό και αποδοτικό τρόπο.

Από αυτή την προσέγγιση, απορρέουν οι προτεινόμενες αλλαγές (που παρουσιάζονται στο Παράρτημα Α του σχεδίου ISO 9001, το οποίο παρατίθεται στο τέλος)  όπως 

α) η απαίτηση κατάλληλου προσδιορισμού του πλαισίου λειτουργίας και των παραγόντων του εξωτερικού και εσωτερικού περιβάλλοντος που επηρεάζουν, θετικά ή αρνητικά, την επίτευξη των στόχων του Οργανισμού για την ποιότητα,

β)
οι απαιτήσεις στο σχεδιασμό του συστήματος και των δραστηριοτήτων του για προσδιορισμό και τον έλεγχο των απειλών και ευκαιριών ώστε να διασφαλίζεται η επίτευξη των αναμενόμενων αποτελεσμάτων. Οι απαιτήσεις αυτές ανταποκρίνονται στις εξελίξεις. Όλο και περισσότερες επιχειρήσεις αναζητούν ενιαία προσέγγιση και ενιαία συστήματα διαχείρισης για να επιτυγχάνουν τους στόχους τους σε καταστάσεις όλο και μεγαλύτερης αβεβαιότητας. 

Από τα παραπάνω και τις επιταγές της βιώσιμης ανάπτυξης προκύπτουν οι  απαιτήσεις

1 Πελάτες και αποδέκτες της λειτουργίας και των προϊόντων και υπηρεσιών του Οργανισμού 

για πιο σαφή προσδιορισμό του πεδίου εφαρμογής, των ορίων, των πελατών και λοιπών αποδεκτών της λειτουργίας, των προϊόντων και υπηρεσιών του Οργανισμού. Η αποτελεσματική αντιμετώπιση των απειλών και ευκαιριών και η διαχρονική επιτυχία του Οργανισμού βασίζεται στην εστίαση στον πελάτη αλλά και στην οικοδόμηση ισχυρών δεσμών εμπιστοσύνης  με τα άλλα ενδιαφερόμενα μέρη της τοπικής και ευρύτερης κοινότητας λειτουργίας. 

2 Καλύτερη διαχείριση της ενδοεπιχειρησιακής γνώσης και πληροφοριών

για την καλύτερη αξιοποίηση της ενδοεπιχειρησιακής γνώσης, βέλτιστων λύσεων και καινοτομιών που επινοήθηκαν ή επινοούνται εντός του Οργανισμού ή πληροφορίες και γνώση τρίτων που μπορούν να αξιοποιηθούν για την προσθήκη, στον Οργανισμό, αξίας, και

3 Μέτρηση της αποδοτικότητας στη χρήση πόρων, πέραν της αποτελεσματικότητας. 

4 Έμφαση στα αποτελέσματα έναντι των διαδικασιών. Οι όροι «τεκμηριωμένη διαδικασία» και «αρχείο» έχουν αντικατασταθεί από «τεκμηριωμένη πληροφόρηση».

5 Σαφής υποχρέωση προσδιορισμού, βάσει της προσέγγισης διακινδύνευσης, του είδους και της έκτασης των ελέγχων για την υπεργολαβία προϊόντων και υπηρεσιών. 

Annex A

(informative)

Clarification of new structure, terminology and concepts

A.1 Structure and terminology

The clause structure and some of the terminology of this International Standard, in comparison with

 ISO 9001:2008, have been changed to improve alignment with other management systems standards.

The consequent changes in the structure and terminology do not need to be reflected in the documentation of an organization’s quality management system.

The structure of clauses is intended to provide a coherent presentation of requirements rather than a model for documenting an organization’s policies, objectives and processes. There is no requirement for the structure of an organization's quality management system documentation to mirror that of this International Standard.

There is no requirement for the terms used by an organization to be replaced by the terms used in this International Standard to specify quality management system requirements. Organizations can choose to use terms which suit their operations (for example: using 'records’, 'documentation’, 'protocols’, etc. rather than “documented information’; or 'supplier’, 'partner’, vendor etc. rather than 'external provider’).

Table B.1 — Major differences in terminology between ISO 9001:2008 and ISO 9001:2015
	 ISO 9001:2008  
	ISO 9001:2015 (DIS version)

	‘Products’
	‘Products and services’

	‘Documentation’ ‘Records’                  
	‘Documented information’

	‘Work environment’
	Environment for the operation of processes’            

	‘Purchased product’
	Externally provided products and services’

	‘Supplier’
	‘External provider’


A.2 Products and services

ISO 9001:2008 used the term “product’ to include all output categories. This International Standard uses “products and services”. The term “products and services” includes all output categories (hardware, services, software and processed materials).

The specific inclusion of “services” is intended to highlight the differences between products and services in the application of some requirements. The characteristic of services is that at least part of the output is realised at the interface with the customer. This means, for example, that conformity to requirements cannot necessarily be confirmed before service delivery.

In most cases, the terms “products” and “services” are used together. Most outputs that organizations provide to customers, or are supplied to them by external providers, include both products and services. The organization needs to take into account where, for example, a tangible product has some associated intangible service or an intangible service has some associated tangible product.

A.3 Context of the organization

There are two new clauses relating to the context of the organization, 4.1 Understanding the organization and its context and 4.2 Understanding the needs and expectations of interested parties. Together these clauses require the organization to determine the issues and requirements that can impact on the planning of the quality management system.
The titles of clauses 4.1 and 4.2 provide for alignment with other management system standards. They do not imply extension of quality management system requirements beyond the Scope (Clause 1) of this International Standard.
The Scope states, in part, that this International Standard is applicable where an organization needs to demonstrate its ability to consistently provide products and services that meet customer and applicable statutory and regulatory requirements and aims to enhance customer satisfaction. No requirement of this International Standard can be interpreted as extending that applicability without the agreement of the organization.

There is no requirement in this International Standard for the organization to consider interested parties which have been determined by the organization not to be relevant to its quality management system. Similarly, there is no requirement to address a particular requirement of a relevant interested party if the organization considers that the requirement is not relevant. Determining what is relevant or not relevant is dependent on whether or not it has an impact on the organization’s ability to consistently provide products and services that meet customer and applicable statutory and regulatory requirements or the organization’s aim to enhance customer satisfaction.

The organization can decide to determine additional needs and expectations that will assist it to meet its quality objectives. However, it is at the organization’s discretion whether or not to accept additional requirements to satisfy interested parties beyond what is required by this International Standard.

A.4 Risk-based approach

This International Standard requires the organization to understand its context (see clause 4.1) and determine the risks and opportunities that need to be addressed (see clause 6.1)._
One of the key purposes of a quality management system is to act as a preventive tool. Consequently,

this International Standard does not have a separate clause or sub-clause titled 'Preventive action’.

The concept of preventive action is expressed through a risk-based approach to formulating quality management system requirements.

The risk-based approach to drafting this International Standard has facilitated some reduction in prescriptive requirements and their replacement by performance-based requirements.

Although risks and opportunities have to be determined and addressed, there is no requirement for formal risk management or a documented risk management process.

A.5 Applicability

This International Standard no longer makes specific reference to 'exclusions' when determining the applicability of its requirements to the organization’s quality management system. However, it is recognised that an organization might need to review the applicability of requirements due to the size of the organization, the management model it adopts, the range of the organization’s activities, and the nature of the risks and opportunities it encounters.

Where a requirement can be applied within the scope of its quality management system, the organization cannot decide that it is not applicable. Where a requirement cannot be applied (for example where the relevant process is not carried out) the organization can determine that the requirement is not applicable. However, this non-applicability cannot be allowed to result in failure to achieve conformity of products and services or to meet the organization’s aim to enhance customer satisfaction.
A.6 Documented information

As part of the alignment with other management system standards a common clause on 'Documented Information' has been adopted without significant change or addition (see 7.5). Where appropriate, text elsewhere in this International Standard has been aligned with its requirements. Consequently, the terms “documented procedure” and “record” have both been replaced throughout the requirements text by “documented information”.

Where ISO 9001:2008 would have referred to documented procedures (e.g. to define, control or support a process) this is now expressed as a requirement to maintain documented information.

 Where ISO 9001:2008 would have referred to records this is now expressed as a requirement to retain documented information.

A.7 Organisational knowledge

Clause 7.1.5 Organisational knowledge addresses the need to determine and maintain the knowledge obtained by the organization, including by its personnel, to ensure that it can achieve conformity of products and services.

The process for considering and controlling past, existing and additional knowledge needs to take account of the organization’s context, including its size and complexity, the risks and opportunities it needs to address, and the need for accessibility of knowledge. The balance between knowledge held by competent people and knowledge made available by other means is at the discretion of the organization, provided that conformity of products and services can be achieved.

A.8 Control of externally provided products and services

Clause 8.4 Control of externally provided products and services addresses all forms of external provision, whether it is by purchasing from a supplier, through an arrangement with an associate company, through the outsourcing of processes and functions of the organization or by any other means.

The organization is required to take a risk-based approach to determine the type and extent of controls appropriate to particular external providers and externally provided products and services.
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