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	[bookmark: _Toc456170900]Quality management system
[bookmark: _Toc456170901]General requirements
	
	

	4.1.1 The organization shall document a quality management system and maintain its effectiveness in accordance with the requirements of this International Standard and applicable regulatory requirements.
The organization shall establish, implement and maintain any requirement, procedure, activity or arrangement required to be documented by this International Standard or applicable regulatory requirements.
The organization shall document the role(s) undertaken by the organization under the applicable regulatory requirements.
NOTE Roles undertaken by the organization can include ☐ manufacturer, ☐ authorized representative, ☐ importer or ☐ distributor.
	☐	Système de Management de la Qualité

☐ Liste des exigences globales Clients et réglementaires


☐ Manuel Qualité (Définition du rôle)
	

	4.1.2 The organization shall:
a)	☐ determine the processes needed for the quality management system and ☐ the application of these processes throughout the organization taking into account the roles undertaken by the
b)	☐ apply a risk based approach to the control of the appropriate processes needed for the quality management system;
c)	☐ determine the sequence and interaction of these processes.
	
☐ Manuel Qualité
☐ Procédure "Maîtrise des Processus" (Définition, justification et représentation des processus)

☐ Procédure "Maîtrise des Risques"
	

	4.1.3 For each quality management system process, the organization shall:
a)	determine ☐ criteria and ☐ methods needed to ensure that both the operation and control of these processes are effective;
b)	☐ ensure the availability of resources and information necessary to support ☐ the operation and ☐ monitoring of these processes;
c)	☐ implement actions necessary to achieve planned results and maintain the effectiveness of these processes;
d)	☐ monitor, ☐ measure as appropriate, and ☐ analyse these processes;
e)	☐ establish and maintain records needed to demonstrate conformance to this International Standard and compliance with applicable regulatory requirements (see 4.2.5).
	☐ Procédure "Maîtrise des Processus" (Fiche Descriptive de Processus)







☐ Procédure "Maîtrise de la documentation"
	

	4.1.4 ☐ The organization shall manage these quality management system processes in accordance with the requirements of this International Standard and applicable regulatory requirements. ☐ Changes to be made to these processes shall be:
a)	☐ evaluated for their impact on the quality management system;
b)	☐ evaluated for their impact on the medical devices produced under this quality management system;
c)	☐ controlled in accordance with the requirements of this International Standard and applicable regulatory requirements.
	☐ Procédure "Maîtrise des Processus" (Maîtrise des modifications)
	

	4.1.5 When the organization chooses to outsource any process that affects product conformity to requirements, it shall ☐ monitor and ensure control over such processes. The organization shall ☐ retain responsibility of conformity to this International Standard and to customer and applicable regulatory requirements for outsourced processes. The controls shall be ☐ proportionate to the risk involved and the ability of the external party to meet the requirements in accordance with 7.4. The controls shall include ☐ written quality agreements.
	☐ Procédure "Maîtrise des Processus" (Maîtrise des processus sous-traités)
☐ Liste des processus sous-traités

	

	4.1.6 The organization shall document procedures for the validation of the application of computer software used in the quality management system. Such software applications shall be validated prior to initial use and, as appropriate, after changes to such software or its application.
The specific approach and activities associated with software validation and revalidation shall be proportionate to the risk associated with the use of the software.
Records of such activities shall be maintained (see 4.2.5).
	☐ Procédure "Validation des Systèmes Informatisés"
☐ Liste des Systèmes Informatisés
☐ Documentation de Validation des Systèmes Informatisés
	

	[bookmark: _Toc456170902]Documentation requirements
[bookmark: _Toc456170903]General
	
	

	The quality management system documentation (see 4.2.4) shall include:
a) documented statements of a quality policy and quality objectives;
b) a quality manual;
c) documented procedures and records required by this International Standard;
d) documents, including records, determined by the organization to be necessary to ensure the effective planning, operation, and control of its processes;
e) other documentation specified by applicable regulatory requirements.
	
☐ Politique Qualité
☐ Objectifs Qualité
☐ Manuel Qualité
☐ Procédures Opératoires Standard
☐ Enregistrements du Système de Management de la Qualité
☐ Enregistrements relatifs aux activités
	

	[bookmark: _Toc456170904]Quality manual
The organization shall document a quality manual that includes:
a)	☐ the scope of the quality management system, ☐ including details of and justification for any exclusion or non-application;
b)	☐ the documented procedures for the quality management system, or reference to them;
c)	☐ a description of the interaction between the processes of the quality management system.
The quality manual shall ☐ outline the structure of the documentation used in the quality management system.
	☐ Manuel Qualité
	

	[bookmark: _Toc456170905]Medical device file
For each medical device type or medical device family, the organization shall establish and maintain one or more files either ☐ containing or referencing documents generated to demonstrate conformity to the requirement of this International Standard and compliance with applicable regulatory requirements.
The content of the file(s) shall include, but is not limited to:
a) ☐ general description of the medical device, ☐ intended use/purpose, and ☐ labelling, including any ☐ instructions for use;
b) ☐ specifications for product;
c) ☐ specifications or ☐ procedures for manufacturing, ☐ packaging, ☐ storage, ☐ handling and ☐ distribution;
d) ☐ procedures for measuring and ☐ monitoring;
e) as appropriate, requirements for installation;
 lorsque approprié, ☐ les exigences relatives à l’installation;
f) as appropriate, procedures for servicing.
 lorsque approprié, ☐ les procédures des prestations associées.
	☐ Dossier du Dispositif Médical
	

	[bookmark: _Toc456170906]Control of documents
Documents required by the quality management system shall be controlled. Records are a special type of document and shall be controlled according to the requirements given in 4.2.5.
A documented procedure shall define the controls needed to:
a) ☐ review and approve documents for adequacy prior to issue;
b) ☐ review, update as necessary and re-approve documents;
c)	☐ ensure that the current revision status of and changes to documents are identified;
d)	☐ ensure that relevant versions of applicable documents are available at points of use;
e)	☐ ensure that documents remain legible and readily identifiable;
f)	☐ ensure that documents of external origin, determined by the organization to be necessary for the planning and operation of the quality management system, are identified and their distribution controlled;
g)	☐ prevent deterioration or loss of documents;
h)	☐ prevent the unintended use of obsolete documents and apply suitable identification to them.
The organization shall ensure that ☐ changes to documents are reviewed and approved either by the original approving function or another designated function that has access to pertinent background information upon which to base its decisions.
	


☐ Procédure "Maîtrise de la documentation"
	

	The organization shall ☐ define the period for which at least one copy of obsolete documents shall be retained. ☐ This period shall ensure that documents to which medical devices have been manufactured and tested are available for at least the lifetime of the medical device as defined by the organization, but not less than the retention period of any resulting record (see 4.2.5), or as specified by applicable regulatory requirements.
	☐ Procédure "Archivage"

	

	[bookmark: _Toc456170907]Control of records
Records shall be maintained to provide evidence of conformity to requirements and of the effective operation of the quality management system.
The organization shall document procedures to define ☐ the controls needed for the identification, ☐ storage, ☐ security and integrity, ☐ retrieval, ☐ retention time and ☐ disposition of records.
The organization shall define and implement ☐ methods for protecting confidential health information contained in records in accordance with the applicable regulatory requirements.
Records shall remain ☐ legible, ☐ readily identifiable and ☐ retrievable. ☐ Changes to a record shall remain identifiable.
The organization shall ☐ retain the records for at least the lifetime of the medical device as defined by the organization, or as specified by applicable regulatory requirements, but not less than two years from the medical device release by the organization.
	☐ Procédure "Maîtrise des enregistrements"

☐ Procédure "Gestion des données à caractère personnel"

	

	[bookmark: _Toc456170908]Management responsibility
[bookmark: _Toc456170909]Management commitment
	
	

	Top management shall provide evidence of its commitment to the development and implementation of the quality management system and maintenance of its effectiveness by:
a)	communicating to the organization the importance of meeting customer as well as applicable regulatory requirements;
b)	establishing the quality policy;
c)	ensuring that quality objectives are established;
d)	conducting management reviews;
e)	ensuring the availability of resources.
	☐ Documentation de la communication sur le respect des exigences clients et réglementaires
☐ Politique Qualité
☐ Objectifs Qualité
☐ Réalisation de Revues de Direction
☐ Planification des ressources
	

	[bookmark: _Toc456170910]Customer focus
Top management shall ensure that customer requirements and applicable regulatory requirements are determined and met.
	☐ Procédure "Recueil des besoins des clients"
☐ Procédure "Veille Réglementaire"
	

	[bookmark: _Toc456170911]Quality policy
Top management shall ensure that the quality policy:
a) ☐ is applicable to the purpose of the organization;
b) ☐ includes a commitment to comply with requirements and to maintain the effectiveness of the quality management system;
c) ☐ includes a commitment to comply with requirements and to maintain the effectiveness of the quality management system;
d) ☐ is communicated and understood within the organization;
e) ☐ is reviewed for continuing suitability.
	☐ Check-list "Revue de la Politique Qualité" lors des Revues de Direction
☐ Procédure "Revues de Direction"
☐ Enregistrements de la formation du personnel à la Politique Qualité
	

	[bookmark: _Toc456170912]Planification
[bookmark: _Toc456170913]Quality objectives
Top management shall ensure that quality objectives, including ☐ those needed to meet applicable regulatory requirements and requirements for product, ☐ are established at relevant functions and levels within the organization. The quality objectives shall be ☐ measurable and ☐ consistent with the quality policy.
	
☐ Objectifs Qualité
	

	[bookmark: _Toc456170914]Quality management system planning
Top management shall ensure that:
a) ☐ the planning of the quality management system is carried out in order to meet the requirements given in 4.1, ☐ as well as the quality objectives;
b) ☐ the integrity of the quality management system is maintained when changes to the quality management system are planned and implemented.
	
☐ Manuel Qualité / Procédure "Planification du SMQ"
☐ Plan (Annuel) Qualité
	

	[bookmark: _Toc456170915]Responsibility, authority and communication
[bookmark: _Toc456170916]Responsibility and authority
	
	

	Top management shall ensure that ☐ responsibilities and authorities are defined, ☐ documented and ☐ communicated within the organization.
Top management shall ☐ document the interrelation of all personnel who manage, perform and verify work affecting quality and shall ensure the ☐ independence and authority necessary to perform these tasks.
	☐ Manuel Qualité / Procédure "Organisation et Formation du Personnel"
☐ Définitions de Fonction
	

	[bookmark: _Toc456170917]Management representative
Top management shall appoint a member of management who, irrespective of other responsibilities, has responsibility and authority that includes:
a)	☐ ensuring that processes needed for the quality management system are documented;
b)	☐ reporting to top management on the effectiveness of the quality management system and ☐ any need for improvement;
c)	☐ ensuring the promotion of awareness of applicable regulatory requirements and quality management system requirements throughout the organization.
	☐ Définition de Fonction "Manager Qualité"
	

	[bookmark: _Toc456170918]Internal communication
Top management shall ensure that ☐ appropriate communication processes are established within the organization and that ☐ communication takes place regarding the effectiveness of the quality management system.
	☐ Manuel Qualité / Procédure "Communication interne"
☐ Documentation de la documentation interne
	

	[bookmark: _Toc456170919]Management review
[bookmark: _Toc456170920]General
The organization shall document ☐ procedures for management review. Top management shall review the organization’s quality management system ☐ at documented planned intervals to ensure its ☐ continuing suitability, adequacy and effectiveness. The review shall include ☐ assessing opportunities for improvement and the ☐ need for changes to the quality management system, including the ☐ quality policy and ☐ quality objectives.
☐ Records from management reviews shall be maintained (see 4.2.5).
	

☐ Procédure "Revue de Direction"
☐ Rapport de Revue de Direction / Check-list de Revue de Direction
	

	Review input
The input to management review shall include, but is not limited to, information arising from:
a)	☐ feedback;
b)	☐ complaint handling;
c)	☐ reporting to regulatory authorities;
d)	☐ audits;
e)	☐ monitoring and measurement of processes;
f)	☐ monitoring and measurement of product;
g)	☐ corrective action;
h)	☐ preventive action;
i)	☐ follow-up actions from previous management reviews;
j)	☐ changes that could affect the quality management system;
k)	☐ recommendations for improvement;
l)	☐ applicable new or revised regulatory requirements.
	
☐ Rapport de Revue de Direction / Check-list de Revue de Direction
	

	Review output
☐ The output from management review shall be recorded (see 4.2.5) and ☐ include the input reviewed and any decisions and actions related to:
a)	☐ improvement needed to maintain the suitability, adequacy, and effectiveness of the quality management system and its processes;
b)	☐ improvement of product related to customer requirements;
c)	☐ changes needed to respond to applicable new or revised regulatory requirements;
d)	☐ resource needs.
	
☐ Rapport de Revue de Direction / Check-list de Revue de Direction / Plan d'Action
	

	[bookmark: _Toc456170923]Resource management
[bookmark: _Toc456170924]Provision of resources
The organization shall determine and provide the resources needed to:
a)	☐ implement the quality management system and to maintain its effectiveness;
b)	☐ meet applicable regulatory and ☐ customer requirements.
	
☐ Manuel Qualité / Procédure "Organisation, Qualification et Formation du Personnel"
☐ Plan de Ressources / Plan Qualité
☐ Rapport de Revue de Direction / Check-list de Revue de Direction
	

	[bookmark: _Toc456170925]Human resources
☐ Personnel performing work affecting product quality shall be ☐ competent on the basis of appropriate education, training, ☐ skills and experience.
	☐ Procédure "Organisation, Qualification et Formation du Personnel"
	

	The organization shall document the process(es) for ☐ establishing competence, ☐ providing needed training, and ☐ ensuring awareness of personnel.
The organization shall:
a)	☐ determine the necessary competence for personnel performing work affecting product quality;
b)	☐ provide training or take other actions to achieve or ☐ maintain the necessary competence;
c)	☐ evaluate the effectiveness of the actions taken;
d)	☐ ensure that its personnel are aware of the relevance and importance of their activities and how they contribute to the achievement of the quality objectives;
e)	☐ maintain appropriate records of education, ☐ training, ☐ skills and experience (see 4.2.5).
NOTE The methodology used to check effectiveness is proportionate to the risk associated with the work for which the training or other action is being provided.
	☐ Définitions de Fonction
☐ Enregistrements relatifs au Personnel : ☐ Curriculum Vitae, ☐ Enregistrements des Formations, ☐ Habilitations
	

	[bookmark: _Toc456170926]Infrastructure
The organization shall ☐ document the requirements for the infrastructure needed to achieve conformity to product requirements, ☐ prevent product mix-up and ☐ ensure orderly handling of product.
Infrastructure includes, as appropriate:
a)	☐ buildings, workspace and associated utilities;
b)	☐ process equipment (both hardware and software);
c)	☐ supporting services (such as transport, communication, or information systems).
The organization shall ☐ document requirements for the maintenance activities, including the interval of performing the maintenance activities, when such maintenance activities, or lack thereof, can affect product quality. As appropriate, the requirements shall apply to ☐ equipment used in production, ☐ the control of the work environment and ☐ monitoring and measurement.
☐ Records of such maintenance shall be maintained (see 4.2.5).
	
☐ Procédure "Gestion des locaux"
☐ Procédure "Gestion des équipements"
☐ Procédure "Gestion des services support"
	

	[bookmark: _Toc456170927]Work environment and contamination control
[bookmark: _Toc456170928]Work environment
The organization shall ☐ document the requirements for the work environment needed to achieve conformity to product requirements.
If the conditions for the work environment can have an adverse effect on product quality, the organization shall ☐ document the requirements for the work environment and ☐ the procedures to monitor and control the work environment.
The organization shall:
a)	☐ document requirements for health, cleanliness and clothing of personnel if contact between such personnel and the product or work environment could affect medical device safety or performance;
b)	☐ ensure that all personnel who are required to work temporarily under special environmental conditions within the work environment are competent or supervised by a competent person.
NOTE Further information can be found in ISO 14644 and ISO 14698.
	

☐ Procédure "Gestion de l'environnement de travail"
☐ Procédure "Gestion des Prestataires internes"
	

	[bookmark: _Toc456170929]Contamination control
As appropriate, the organization shall ☐ plan and ☐ document arrangements for the control of contaminated or potentially contaminated product in order to prevent contamination of the work environment, personnel, or product.
For sterile medical devices, the organization shall ☐ document requirements for control of contamination with microorganisms or particulate matter and ☐ maintain the required cleanliness during assembly or packaging processes.
	
☐ Procédure "Contamination"
	

	[bookmark: _Toc456170930]Product realization
[bookmark: _Toc456170931]Planning of product realization
The organization shall ☐ plan and develop the processes needed for product realization. ☐ Planning of product realization shall be consistent with the requirements of the other processes of the quality management system.
The organization shall ☐ document one or more processes for risk management in product realization.
☐ Records of risk management activities shall be maintained (see 4.2.5).
In planning product realization, the organization shall determine the following, as appropriate:
a)	☐ quality objectives and ☐ requirements for the product;
b) the need to establish ☐ processes and ☐ documents (see 4.2.4) and to ☐ provide resources specific to the product, ☐ including infrastructure and ☐ work environment;
c)	required ☐ verification, ☐ validation, ☐ monitoring, ☐ measurement, ☐ inspection and test, ☐ handling, ☐ storage, ☐ distribution and ☐ traceability activities specific to the product together with the ☐ criteria for product acceptance;
d)	☐ records needed to provide evidence that the realization processes and resulting product meet requirements (see 4.2.5).
☐ The output of this planning shall be documented in a form suitable for the organization’s method of operations.
NOTE Further information can be found in ISO 14971.
	


☐ Procédure "Cycle de vie du Dispositif Médical"
☐ Procédure "Maîtrise des Risques"
☐ "Analyse de Risque de réalisation du Dispositif Médical"
☐ Enregistrements de gestion des risques lors de la réalisation du Dispositif Médical
	

	[bookmark: _Toc456170932]Customer-related processes
[bookmark: _Toc456170933]Determination of requirements related to product
The organization shall determine:
a)	☐ requirements specified by the customer, including the requirements for ☐ delivery and ☐ post-delivery activities;
b)	☐ requirements not stated by the customer but necessary for specified or intended use, as known;
c)	☐ applicable regulatory requirements related to the product;
d)	☐ any user training needed to ensure specified performance and safe use of the medical device;
e)	☐ any additional requirements determined by the organization.
	

☐ Procédure "Processus Commercial" (Détermination des exigences relatives au produit)
☐ Dossier des Opérations Commerciales (Exigences)
	

	[bookmark: _Toc456170934]Review of requirements related to product
☐ The organization shall review the requirements related to product. ☐ This review shall be conducted prior to the organization’s commitment to supply product to the customer (e.g. submission of tenders, acceptance of contracts or orders, acceptance of changes to contracts or orders) and shall ensure that:
a)	☐ product requirements are defined and documented;
b)	☐ contract or order requirements differing from those previously expressed are resolved;
c)	☐ applicable regulatory requirements are met;
d)	☐ any user training identified in accordance with 7.2.1 is available or planned to be available;
e)	☐ the organization has the ability to meet the defined requirements.
☐ Records of the results of the review and actions arising from the review shall be maintained (see 4.2.5).
☐ When the customer provides no documented statement of requirement, the customer requirements shall be confirmed by the organization before acceptance.
☐ When product requirements are changed, the organization shall ensure that ☐ relevant documents are amended and that ☐ relevant personnel are made aware of the changed requirements.
	☐ Procédure "Processus Commercial" (Revue des exigences relatives au produit)
☐ Dossier des Opérations Commerciales (Enregistrements de revue des exigences relatives au produit)
	

	[bookmark: _Toc456170935]Communication
The organization shall plan and document arrangements for communicating with customers in relation to:
a)	☐ product information;
b)	☐ enquiries, contracts or order handling, including amendments;
c)	☐ customer feedback, including ☐ complaints;
d)	☐ advisory notices.
☐ The organization shall communicate with regulatory authorities in accordance with applicable regulatory requirements.
	☐ Procédure "Processus Commercial" (Communication avec les Clients)
	

	[bookmark: _Toc456170936]Design and development
General
The organization shall document procedures for design and development.
	
☐ Procédure "Conception et Développement du Dispositif Médical"
	

	[bookmark: _Toc456170938]Design and development planning
The organization shall ☐ plan and ☐ control the design and development of product. As appropriate, ☐ design and development planning documents shall be maintained and ☐ updated as the design and development progresses.
During design and development planning, the organization shall document:
a)	☐ the design and development stages;
b)	☐ the review(s) needed at each design and development stage;
c)	☐ the verification, ☐ validation, and ☐ design transfer activities that are appropriate at each design and development stage;
d)	☐ the responsibilities and authorities for design and development;
e)	☐ the methods to ensure traceability of design and development outputs to design and development inputs;
f)	☐ the resources needed, including ☐ necessary competence of personnel.
	
☐ Dossier de planification de la conception et du développement du Dispositif Médical
	

	[bookmark: _Toc456170939]Design and development inputs
☐ Inputs relating to product requirements shall be determined and ☐ records maintained (see 4.2.5). These inputs shall include:
a)	☐ functional, performance, usability and safety requirements, according to the intended use;
b)	☐ applicable regulatory requirements and standards;
c)	☐ applicable output(s) of risk management;
d)	☐ as appropriate, information derived from previous similar designs;
e)	☐ other requirements essential for design and development of the product and processes.
☐ These inputs shall be reviewed for adequacy and approved.
☐ Requirements shall be complete, unambiguous, able to be verified or validated, and not in conflict with each other.
NOTE Further information can be found in IEC 62366–1.
	☐ Procédure "Conception et Développement du Dispositif Médical" (Éléments d'entrée)
	

	[bookmark: _Toc456170940]Design and development outputs
Design and development outputs shall:
a)	☐ meet the input requirements for design and development;
b)	☐ provide appropriate information for purchasing, production and service provision;
c)	☐ contain or reference product acceptance criteria;
d)	☐ specify the characteristics of the product that are essential for its safe and proper use.
☐ The outputs of design and development shall be in a form suitable for verification against the design and development inputs and ☐ shall be approved prior to release.
☐ Records of the design and development outputs shall be maintained (see 4.2.5).
	☐ Procédure "Conception et Développement du Dispositif Médical" (Éléments de sortie)
	

	[bookmark: _Toc456170941]Design and development review
☐ At suitable stages, systematic reviews of design and development shall be performed in accordance with planned and documented arrangements to:
a)	☐ evaluate the ability of the results of design and development to meet requirements;
b)	☐ identify and propose necessary actions.
☐ Participants in such reviews shall include representatives of functions concerned with the design and development stage being reviewed, as well as other specialist personnel.
☐ Records of the results of the reviews and any necessary actions shall be maintained and ☐ include the identification of the design under review, ☐ the participants involved and ☐ the date of the review (see 4.2.5).
	☐ Procédure "Conception et Développement du Dispositif Médical" (Revue de la conception et du développement)
	

	[bookmark: _Toc456170942]Design and development verification
☐ Design and development verification shall be performed in accordance with planned and documented arrangements to ensure that ☐ the design and development outputs have met the design and development input requirements.
☐ The organization shall document verification plans that include ☐ methods, ☐ acceptance criteria and, as appropriate, ☐ statistical techniques with ☐ rationale for sample size.
☐ If the intended use requires that the medical device be connected to, or have an interface with, other medical device(s), verification shall include confirmation that the design outputs meet design inputs when so connected or interfaced.
☐ Records of the results and conclusions of the verification and necessary actions shall be maintained (see 4.2.4 and 4.2.5).
	☐ Procédure "Conception et Développement du Dispositif Médical" (Vérification de la conception et du développement)


☐ Plans de Vérification de la Conception et du Développement
	

	[bookmark: _Toc456170943]Design and development validation
☐ Design and development validation shall be performed in accordance with planned and documented arrangements to ensure that the resulting product is capable of meeting the requirements for the specified application or intended use.
☐ The organization shall document validation plans that include ☐ methods, ☐ acceptance criteria and, as appropriate, ☐ statistical techniques with ☐ rationale for sample size.
☐ Design validation shall be conducted on representative product. ☐ Representative product includes initial production units, ☐ batches or their equivalents. ☐ The rationale for the choice of product used for validation shall be recorded (see 4.2.5).
☐ As part of design and development validation, the organization shall perform clinical evaluations or performance evaluations of the medical device in accordance with applicable regulatory requirements.
☐ A medical device used for clinical evaluation or performance evaluation is not considered to be released for use to the customer.
☐ If the intended use requires that the medical device be connected to, or have an interface with, other medical device(s), validation shall include confirmation that the requirements for the specified application or intended use have been met when so connected or interfaced.
☐ Validation shall be completed prior to release for use of the product to the customer.
☐ Records of the results and conclusion of validation and necessary actions shall be maintained (see 4.2.4 and 4.2.5).
	☐ Procédure "Conception et Développement du Dispositif Médical" (Validation de la conception et du développement)


☐ Plans de Validation de la Conception et du Développement
	

	[bookmark: _Toc456170944]Design and development transfer
☐ The organization shall document procedures for transfer of design and development outputs to manufacturing. These procedures shall ensure that ☐ design and development outputs are verified as suitable for manufacturing ☐ before becoming final production specifications and ☐ that production capability can meet product requirements.
☐ Results and conclusions of the transfer shall be recorded (see 4.2.5).
	☐ Procédure "Transfert de la conception et du développement à la fabrication"
	

	[bookmark: _Toc456170945]Control of design and development changes
☐ The organization shall document procedures to control design and development changes. The organization shall ☐ determine the significance of the change to function, ☐ performance, ☐ usability, ☐ safety and ☐ applicable regulatory requirements for the medical device and its intended use.
☐ Design and development changes shall be identified. ☐ Before implementation, the changes shall be:
a)	☐ reviewed;
b)	☐ verified;
c)	☐ validated, as appropriate;
d)	☐ approved.
☐ The review of design and development changes shall include ☐ evaluation of the effect of the changes on constituent parts and product in process or already delivered, ☐ inputs or ☐ outputs of risk management and ☐ product realization processes.
☐ Records of changes, their review and any necessary actions shall be maintained (see 4.2.5).
	☐ Procédure "Conception et Développement du Dispositif Médical" (Maîtrise des modifications de conception et développement)
☐ Analyse d'impact de modification de conception et développement du Dispositif Médical (incluant une Analyse de Risque)
☐ Dossier de Conception et Développement de Dispositif Médical
	

	[bookmark: _Toc456170946]Design and development files
☐ The organization shall maintain a design and development file for each medical device type or medical device family. ☐ This file shall include or reference records generated to demonstrate conformity to the requirements for design and development and ☐ records for design and development changes.
	☐ Dossier de Conception et Développement de Dispositif Médical
	

	[bookmark: _Toc456170947]Purchasing
[bookmark: _Toc456170948]Purchasing process
☐ The organization shall document procedures (see 4.2.4) to ensure that ☐ purchased product conforms to specified purchasing information.
The organization shall establish ☐ criteria for the evaluation and ☐ selection of suppliers. The criteria shall be:
a)	☐ based on the supplier’s ability to provide product that meets the organization’s requirements;
b)	☐ based on the performance of the supplier;
c)	☐ based on the effect of the purchased product on the quality of the medical device;
d)	☐ proportionate to the risk associated with the medical device.
☐ The organization shall plan the ☐ monitoring and ☐ re-evaluation of suppliers. ☐ Supplier performance in meeting requirements for the purchased product shall be monitored. ☐ The results of the monitoring shall provide an input into the supplier re-evaluation process.
☐ Non-fulfilment of purchasing requirements shall be addressed with the supplier proportionate to the risk associated with the purchased product and compliance with applicable regulatory requirements.
☐ Records of the results of evaluation, ☐ selection, ☐ monitoring and ☐ re-evaluation of supplier capability or performance and ☐ any necessary actions arising from these activities shall be maintained (see 4.2.5).
	☐ Procédure "Achats"
	

	[bookmark: _Toc456170949]Purchasing information
☐ Purchasing information shall describe or reference the product to be purchased, including as appropriate:
a)	☐ product specifications;
b)	☐ requirements for product acceptance, ☐ procedures, ☐ processes and ☐ equipment;
c)	☐ requirements for qualification of supplier personnel;
d)	☐ quality management system requirements.
☐ The organization shall ensure the adequacy of specified purchasing requirements ☐ prior to their communication to the supplier.
Purchasing information shall include, as applicable, ☐ a written agreement that the supplier notify the organization of changes in the purchased product prior to implementation of any changes that affect the ability of the purchased product to meet specified purchase requirements.
☐ To the extent required for traceability given in 7.5.9, the organization shall maintain relevant purchasing information in the form of documents (see 4.2.4) and records (see 4.2.5).
	☐ Dossier d'achat
	

	[bookmark: _Toc456170950]Verification of purchased product
☐ The organization shall establish and implement the inspection or other activities necessary for ensuring that purchased product meets specified purchasing requirements. The extent of verification activities shall be based on the supplier evaluation results and proportionate to the risks associated with the purchased product.
☐ When the organization becomes aware of any changes to the purchased product, the organization shall determine whether these changes affect the product realization process or the medical device.
☐ When the organization or its customer intends to perform verification at the supplier’s premises, the organization shall state ☐ the intended verification activities and method of product release in the purchasing information.
☐ Records of the verification shall be maintained (see 4.2.5).
	☐ Dossier d'achat
	

	[bookmark: _Toc456170951]Production and service provision
[bookmark: _Toc456170952]Control of production and service provision
☐ Production and service provision shall be planned, carried out, monitored and controlled to ensure that product conforms to specification. As appropriate, production controls shall include but are not limited to:
a)	☐ documentation of procedures and methods for the control of production (see 4.2.4);
b)	☐ qualification of infrastructure;
c)	☐ implementation of monitoring and measurement of process parameters and product characteristics;
d)	☐ availability and use of monitoring and measuring equipment;
e)	☐ implementation of defined operations for labelling and packaging;
f)	☐ implementation of product release, delivery and post-delivery activities.
☐ The organization shall establish and maintain a record (see 4.2.5) for each medical device or batch of medical devices that provides ☐ traceability to the extent specified in 7.5.9 and ☐ identifies the amount manufactured and ☐ amount approved for distribution. ☐ The record shall be verified and ☐ approved.
	
☐ Procédure "Production du Dispositif Médical et Prestation de Service"
	

	[bookmark: _Toc456170953]Cleanliness of product
☐ The organization shall document requirements for cleanliness of product or contamination control of product if:
a)	☐ product is cleaned by the organization prior to sterilization or its use;
b)	☐ product is supplied non-sterile and is to be subjected to a cleaning process prior to sterilization or its use;
c)	☐ product cannot be cleaned prior to sterilization or its use, and its cleanliness is of significance in use;
d)	☐ product is supplied to be used non-sterile, and its cleanliness is of significance in use;
e)	☐ process agents are to be removed from product during manufacture.
If product is cleaned in accordance with a) or b) above, the requirements contained in 6.4.1 do not apply prior to the cleaning process.
	☐ Procédure "Nettoyage du Dispositif Médical"
☐ Dossier de Dispositif Médical (Propreté)
	

	[bookmark: _Toc456170954]Installation activities
☐ The organization shall document requirements for medical device ☐ installation and ☐ acceptance criteria for verification of installation, as appropriate.
☐ If the agreed customer requirements allow installation of the medical device to be performed by an external party other than the organization or its supplier, the organization shall provide documented requirements for medical device installation and verification of installation.
☐ Records of medical device installation and verification of installation performed by the organization or its supplier shall be maintained (see 4.2.5).
	☐ Procédure "Installation"
☐ Dossier de Dispositif Médical (Installation)
	

	Servicing activities
If servicing of the medical device is a specified requirement, the organization shall document ☐ servicing procedures, ☐ reference materials, and ☐ reference measurements, as necessary, for performing servicing activities and ☐ verifying that product requirements are met.
☐ L’organisme doit analyser les enregistrements des prestations associées réalisées par l’organisme ou son fournisseur:
a)	☐ pour déterminer si les informations doivent être considérées comme une réclamation;
b)	☐ lorsque approprié, comme données d’entrée pour le processus d’amélioration.
☐ Les enregistrements des prestations associées réalisées par l’organisme ou son fournisseur doivent être conservés (voir 4.2.5).
	☐ Procédure "Prestations Associées"
☐ Dossier de Dispositif Médical (Prestations Associées)
☐ Procédure "Gestion des Réclamations"
	

	[bookmark: _Toc456170956]Exigences particulières pour les dispositifs médicaux stériles
☐ L’organisme doit conserver les enregistrements des paramètres du processus de stérilisation utilisé pour chaque lot de stérilisation (voir 4.2.5). Ces enregistrements de stérilisation doivent permettre de ☐ garantir la traçabilité de chaque lot de production de dispositifs médicaux.
	☐ Procédure "Stérilisation"
☐ Dossier de Lot de Dispositif Médical (Opérations de stérilisation)
	

	[bookmark: _Toc456170957]Validation des processus de production et de prestation de service
L’organisme doit ☐ valider tout processus de production et de prestation de service dont les éléments de sortie ne peuvent pas être vérifiés ou ne sont pas vérifiés par une surveillance ou une mesure effectuée a posteriori et dont les déficiences n’apparaissent, de ce fait, qu’une fois le produit en usage ou le service fourni.
La validation doit ☐ démontrer l’aptitude de ces processus à atteindre de manière reproductible les résultats attendus.
L’organisme doit documenter des procédures pour la validation des processus, notamment:
a)	☐ les critères définis pour la revue et ☐ l’approbation des processus;
b)	☐ la qualification des équipements et ☐ la qualification du personnel;
c)	☐ l’utilisation de méthodes, ☐ de procédures et ☐ de critères d’acceptation spécifiques;
d)	☐ lorsque approprié, les techniques statistiques accompagnées ☐ d’une justification de la taille d’échantillonnage;
e)	☐ les exigences relatives aux enregistrements (voir 4.2.5);
f)	☐ la revalidation, y compris ☐ les critères de revalidation;
g)	☐ l’approbation des modifications apportées aux processus.
☐ L’organisme doit documenter des procédures pour la validation des applications logicielles utilisées en production et dans le cadre des prestations de service. Ces applications logicielles doivent être validées avant leur première utilisation et, lorsque approprié, après la modification de ce logiciel ou de son application. L’approche spécifique et les activités associées à la validation et la revalidation du logiciel doivent être proportionnées au risque associé à son utilisation, y compris leur incidence sur l’aptitude du produit à respecter les spécifications.
☐ Les enregistrements des résultats et des conclusions de la validation ainsi que les actions nécessaires résultant de la validation doivent être conservés (voir 4.2.4 et 4.2.5).
	☐ Procédure "Validation des processus de production"
☐ Procédure "Validation des prestations de service"
☐ Procédure "Validation des systèmes informatisés"
	

	[bookmark: _Toc456170958]Exigences spécifiques relatives à la validation des procédés de stérilisation et des systèmes de barrière stérile
☐ L’organisme doit documenter des procédures (voir 4.2.4) pour la validation des procédés de stérilisation et des systèmes de barrière stérile.
☐ Les procédés de stérilisation et des systèmes de barrière stérile doivent être validés avant leur mise en œuvre et ☐ après toute modification du produit ou du procédé, lorsque approprié.
☐ Les enregistrements des résultats et des conclusions de la validation ainsi que les actions nécessaires résultant de la validation doivent être conservés (voir 4.2.4 et 4.2.5).
NOTE Des informations supplémentaires sont disponibles dans l’ISO 11607-1 et l’ISO 11607-2.
	☐ Procédure "Validation des procédés de stérilisation et des systèmes de barrière stérile"
	

	[bookmark: _Toc456170959]Identification
L’organisme doit documenter ☐ des procédures d’identification du produit et ☐ identifier le produit à l’aide de moyens adaptés tout au long de sa réalisation.
L’organisme doit identifier ☐ l’état du produit par rapport aux exigences de surveillance et de mesure tout au long de la réalisation du produit. ☐ L’identification de l’état du produit doit être maintenue à chaque étape de ☐ la production, ☐ du stockage, ☐ de l’installation et ☐ des prestations associées afin de s’assurer que ☐ seul un produit ayant passé avec succès les contrôles et essais requis (ou libéré par dérogation autorisée) est ☐ diffusé, ☐ utilisé ou ☐ installé.
Si les exigences réglementaires applicables l’exigent, l’organisme doit documenter ☐ un système pour attribuer un identifiant unique au dispositif médical.
☐ L’organisme doit documenter des procédures pour assurer que les dispositifs médicaux retournés à l’organisme sont identifiés et distingués du produit conforme.
	☐ Procédure "Identification et Traçabilité du Dispositif Médical" (Identification)
	

	[bookmark: _Toc456170960]Traçabilité
Généralités
☐ L’organisme doit documenter des procédures sur la traçabilité. Ces procédures doivent ☐ définir l’étendue de la traçabilité conformément aux exigences réglementaires applicables et les enregistrements requis (voir 4.2.5).
	☐ Procédure "Identification et Traçabilité du Dispositif Médical" (Traçabilité)
	

	7.5.9.2	Exigences particulières pour les dispositifs médicaux implantables
Les enregistrements nécessaires à la traçabilité, doivent inclure les ☐ enregistrements des composants, ☐ matériaux et ☐ conditions d’environnement de travail utilisés, si ces paramètres peuvent entraîner une non-conformité du dispositif médical par rapport aux exigences spécifiées en matière de sécurité et de performance.
L’organisme doit exiger que ☐ ses fournisseurs de services de distribution ou ses distributeurs conservent des enregistrements de la distribution des dispositifs médicaux en vue d’en assurer la traçabilité, et que ☐ ces enregistrements soient accessibles pour contrôle.
☐ L’enregistrement du nom et de l’adresse du destinataire du colis doit être conservé (voir 4.2.5).
	
	

	[bookmark: _Toc456170961]Propriété du client
L’organisme doit ☐ identifier, ☐ vérifier, ☐ protéger et ☐ sauvegarder la propriété que le client a fournie pour être utilisée ou intégrée dans le produit lorsqu’il est maîtrisé ou utilisé par l’organisme. ☐ Lorsqu’une propriété du client est perdue, ☐ endommagée ou encore ☐ jugée impropre à l’utilisation, l’organisme doit le notifier au client et ☐ conserver des enregistrements (voir 4.2.5).
	☐ Procédure "Maîtrise de la propriété du client"
	

	[bookmark: _Toc456170962]Préservation du produit
L’organisme doit documenter ☐ des procédures pour préserver la conformité du produit aux exigences au cours des opérations ☐ de traitement, ☐ de stockage, ☐ de manutention et ☐ de distribution. ☐ La préservation doit s’appliquer aux composants d’un dispositif médical.
☐ L’organisme doit protéger le produit contre tous dommages, altérations ou contaminations lorsqu’il est exposé aux conditions prévues et aux dangers connexes pendant le traitement, le stockage, la manutention et la distribution:
a)	☐ en concevant et en fabriquant des emballages et des conteneurs d’expédition adaptés;
b)	☐ en documentant les exigences relatives aux conditions particulières nécessaires si l’emballage ne peut pas assurer à lui seul la préservation.
☐ S’il est nécessaire de respecter des conditions particulières, celles-ci doivent être maîtrisées et enregistrées (voir 4.2.5).
	☐ Procédure "Préservation de la conformité du Dispositif Médical"
	

	[bookmark: _Toc456170963]Maîtrise des équipements de surveillance et de mesure
L'organisme doit déterminer ☐ les activités de surveillance et ☐ de mesure à entreprendre et ☐ les équipements de surveillance et de mesure nécessaires pour apporter la preuve de la conformité du produit aux exigences déterminées.
L’organisme doit documenter ☐ des procédures pour assurer que les activités de surveillance et de mesure peuvent être effectuées et sont effectuées de manière cohérente par rapport aux exigences de surveillance et de mesure.
Lorsque cela est nécessaire pour assurer des résultats valables, les équipements de mesure doivent être :
a)	☐ étalonnés et/ou vérifiés à intervalles spécifiés ou avant leur utilisation, ☐ par rapport à des étalons de mesure reliés à des étalons de mesure internationaux ou nationaux : ☐ lorsque ces étalons n'existent pas, la référence utilisée pour l'étalonnage ou la vérification doit faire l'objet d'un enregistrement (voir 4.2.5) ;
b)	☐ réglés ou réglés de nouveau autant que nécessaire: ☐ ces réglages doivent être enregistrés (voir 4.2.5);
c)	☐ identifiés afin de pouvoir déterminer la validité de leur étalonnage ;
d)	☐ protégés contre les réglages susceptibles d'invalider le résultat de la mesure ;
e)	☐ protégés contre tous dommages et détériorations au cours de leur manutention, maintenance et stockage.
L'organisme doit procéder à ☐ l'étalonnage ou à ☐ la vérification conformément aux procédures documentées.
En outre, l'organisme doit ☐ évaluer et enregistrer la validité des résultats de mesure antérieurs lorsqu'un équipement se révèle non conforme aux exigences. L'organisme doit ☐ entreprendre les actions appropriées concernant l'équipement et tout produit affecté.
☐ Les enregistrements des résultats d'étalonnage et de vérification doivent être conservés (voir 4.2.5).
☐ L’organisme doit documenter des procédures pour la validation des applications logicielles utilisées pour la surveillance et la mesure des exigences. Ces applications logicielles doivent être validées avant leur première utilisation et, lorsque approprié, après la modification de ce logiciel ou de son application.
☐ L’approche spécifique et les activités associées à la validation et la revalidation du logiciel doivent être proportionnées au risque associé à son utilisation, y compris leur incidence sur l’aptitude du produit à respecter les spécifications.
☐ Les enregistrements des résultats et des conclusions de la validation ainsi que les actions nécessaires résultant de la validation doivent être conservés (voir 4.2.4 et 4.2.5).
NOTE Des informations supplémentaires sont disponibles dans l’ISO 10012.
	☐ Procédure "Surveillance et Mesure"
	

	[bookmark: _Toc456170964]Mesure, analyse et amélioration
[bookmark: _Toc456170965]Généralités
☐ L'organisme doit planifier et mettre en œuvre les processus de ☐ surveillance, de ☐ mesure, ☐ d'analyse et ☐ d'amélioration nécessaires pour :
a )	☐ démontrer la conformité du produit ;
b)	☐ assurer la conformité du système de management de la qualité ;
c)	☐ maintenir l'efficacité du système de management de la qualité.
☐ Ceci doit inclure la détermination des méthodes appropriées, y compris ☐ les techniques statistiques, ainsi que ☐ l'étendue de leur utilisation.
	☐ Procédure "Surveillance, Mesure, Analyse, Amélioration"
	

	[bookmark: _Toc456170966]Surveillance et mesurage
[bookmark: _Toc456170967]Retours d'information
Généralités
☐ L'organisme doit recueillir et surveiller les informations relatives au niveau de satisfaction des exigences du client par l'organisme comme une des mesures de l'efficacité du système de management de la qualité. ☐ Les méthodes permettant d'obtenir et d'utiliser ces informations doivent être documentées.
☐ L'organisme doit documenter des procédures pour le processus de retour d'information. Ce processus de retour d'information doit comprendre des dispositions pour ☐ recueillir des données provenant de la production ainsi que ☐ des activités postproduction.
Les informations recueillies dans le cadre de ce processus de retour d'information doivent servir éventuellement ☐ d'élément d'entrée dans la gestion des risques pour la surveillance et la tenue à jour des exigences relatives au produit ainsi que pour les ☐ processus de réalisation du produit ou ☐ d'amélioration.
☐ Si les exigences réglementaires applicables exigent que l'organisme acquière une expérience spécifique à partir des activités postproduction, la revue de cette expérience doit faire partie du processus de retour d'information.
	


☐ Procédure "Surveillance, Mesure, Analyse, Amélioration"



☐ Procédure "Retours d'information"
	

	[bookmark: _Toc456170968]Traitement des réclamations
☐ L'organisme doit documenter des procédures pour le traitement des réclamations dans des ☐ délais appropriés, ☐ conformément aux exigences réglementaires applicables.
Ces procédures doivent au moins comprendre les exigences et responsabilités pour :
a)	☐ la réception et ☐ l'enregistrement des informations ;
b)	☐ l'évaluation des informations pour déterminer si le retour d'information constitue une réclamation ;
c)	☐ l'analyse des réclamations ;
d)	☐ la détermination de la nécessité de signaler les informations aux autorités réglementaires appropriées ;
e)	☐ le traitement du produit en rapport avec les réclamations ;
f)	☐ la détermination et la nécessité de mettre en œuvre ☐ des corrections ou ☐ des actions correctives ;
☐ Si une réclamation ne fait pas l'objet d'une expertise, la justification doit être documentée. ☐ Toute correction ou action corrective résultant du processus de gestion des réclamations doit être documentée.
☐ Si une expertise détermine que des activités en dehors de l'organisme ont joué un rôle dans la réclamation, les informations pertinentes doivent être échangées entre l'organisme et la partie externe impliquée.
☐ Les enregistrements de gestion des réclamations doivent être conservés (voir 4.2.5).
	
☐ Procédure "Gestion des Réclamations"
	

	[bookmark: _Toc456170969]Signalement aux autorités réglementaires
☐ Si les exigences réglementaires applicables exigent une notification des réclamations répondant à des critères de signalement spécifiés ou des événements indésirables, ou ☐ la diffusion d’une fiche d’avertissement, l'organisme doit documenter des procédures pour fournir la notification aux autorités réglementaires appropriées.
☐ Les enregistrements des signalements aux autorités réglementaires doivent être conservés (voir 4.2.5).
	☐ Procédure "Déclarations à l'Autorité Compétente"
	

	[bookmark: _Toc456170970]Audit interne
☐ L'organisme doit réaliser des audits internes à intervalles planifiés pour déterminer si le système de management de la qualité :
a)	est conforme aux dispositions planifiées ou documentées, aux exigences de la présente Norme internationale, aux exigences du système de management de la qualité établies par l'organisme et aux exigences réglementaires applicables ;
b)	est efficacement mis en œuvre et tenu à jour.
☐ L'organisme doit documenter une procédure pour décrire ☐ les responsabilités et ☐ exigences pour planifier et mener les audits, et ☐ enregistrer et ☐ rendre compte des résultats d'audit.
☐ Un programme d'audit doit être planifié, en tenant compte de l'état et de l'importance des processus et des domaines à auditer, ainsi que des résultats des audits précédents. ☐ Les critères, le périmètre, l'intervalle et les méthodes d'audit doivent être définis et enregistrés (voir 4.2.5). ☐ Le choix des auditeurs et la réalisation des audits doivent assurer l'objectivité et l'impartialité du processus d'audit. ☐ Les auditeurs ne doivent pas auditer leur propre travail.
☐ Les enregistrements des audits et de leurs résultats, y compris l'identification des processus et des domaines audités ainsi que les conclusions, doivent être conservés (voir 4.2.5).
☐ La direction responsable du domaine audité doit assurer que toutes les corrections et actions correctives nécessaires sont entreprises sans délai pour éliminer les non-conformités détectées et leurs causes. ☐ Les activités de suivi doivent inclure la vérification des actions entreprises et le compte rendu des résultats de cette vérification.
NOTE	Des informations supplémentaires sont disponibles dans l’ISO 19011.
	☐ Procédure "Audits Internes"
☐ Programme d'Audit
	

	[bookmark: _Toc456170971]Surveillance et mesure des processus
L'organisme doit utiliser des méthodes appropriées pour la surveillance et, lorsque approprié, la mesure des processus du système de management de la qualité. Ces méthodes doivent démontrer l'aptitude des processus à atteindre les résultats planifiés. Lorsque les résultats planifiés ne sont pas atteints, des corrections et des actions correctives doivent être entreprises, lorsque approprié.
	☐ Procédure "Maîtrise des processus"
	

	[bookmark: _Toc456170972]Surveillance et mesure du produit
L'organisme doit surveiller et mesurer les caractéristiques du produit afin de vérifier que les exigences relatives au produit sont satisfaites. Ceci doit être effectué à des étapes applicables du processus de réalisation du produit conformément aux dispositions planifiées et aux procédures documentées.
La preuve de la conformité aux critères d’acceptation doit être conservée. L’identité de la personne ayant autorisé la libération du produit doit être enregistrée (voir 4.2.5). Lorsque approprié, les enregistrements doivent identifier les équipements d’essai utilisés pour effectuer les activités de mesure.
La libération du produit et la prestation du service au client ne doivent pas être effectuées avant l’exécution satisfaisante de toutes les dispositions planifiées et documentées.
Pour les dispositifs médicaux implantables, l’organisme doit enregistrer l’identité des personnes chargées d’effectuer un contrôle ou un essai.
	
	

	[bookmark: _Toc456170973]Maîtrise du produit non conforme
[bookmark: _Toc456170974]Généralités
L'organisme doit assurer que le produit qui n'est pas conforme aux exigences relatives au produit est ☐ identifié et ☐ maîtrisé de manière à empêcher son utilisation ou fourniture non intentionnelle. L'organisme doit documenter une procédure pour définir ☐ les mesures de contrôles ainsi que ☐ les responsabilités et autorités associées pour ☐ l'identification, ☐ la documentation, ☐ l'isolement, ☐ l'évaluation et ☐ le traitement du produit non conforme.
☐ L'évaluation de la non-conformité doit comprendre ☐ une détermination de la nécessité d'entreprendre une expertise et ☐ la notification de toute partie externe responsable de la non-conformité.
☐ Les enregistrements de la nature des non-conformités et de ☐ toutes les actions ultérieures entreprises, y compris ☐ l'évaluation, ☐ toute expertise et ☐ la justification des décisions, doivent être conservés (voir 4.2.5).
	☐ Manuel Qualité / Procédure "Gestion du Produit Non-Conforme"
	

	[bookmark: _Toc456170975]Actions en réponse à une non-conformité du produit détectée avant livraison
L'organisme doit traiter le produit non conforme de l'une ou plusieurs des manières suivantes :
a)	☐ en menant les actions permettant d'éliminer la non-conformité détectée ;
b)	☐ en menant les actions permettant d'empêcher son utilisation ou son application prévue à l'origine ;
c)	☐ en autorisant son utilisation, sa libération ou son acceptation par dérogation.
L'organisme doit s'assurer que le produit non conforme n'est accepté par dérogation que si la justification est fournie, l'approbation est obtenue et les exigences réglementaires applicables sont satisfaites. Les enregistrements de l'acceptation par dérogation et l'identité de la personne ayant autorisé la dérogation doivent être conservés (voir 4.2.5).
	
	

	[bookmark: _Toc456170976]Actions en réponse à une non-conformité du produit détectée après livraison
Lorsqu'un produit non conforme est détecté après livraison ou après que son utilisation a commencé, l'organisme doit mener les actions adaptées aux effets, réels ou potentiels, de la non-conformité. Les enregistrements des actions entreprises doivent être conservés (voir 4.2.5).
L'organisme doit documenter des procédures pour la diffusion de fiches d'avertissement conformément aux exigences réglementaires applicables. Ces procédures doivent pouvoir être mises en œuvre à tout moment. Les enregistrements des actions liées à la diffusion des fiches d'avertissement doivent être conservés (voir 4.2.5).
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L'organisme doit procéder aux retouches conformément à des procédures documentées qui tiennent compte de tout effet négatif potentiel de la retouche sur le produit. Ces procédures doivent être soumises à la même revue et à la même approbation que les procédures initiales.
Après la réalisation de la retouche, le produit doit être vérifié pour s'assurer qu'il satisfait aux critères d'acceptation et aux exigences réglementaires applicables.
Les enregistrements des retouches doivent être conservés (voir 4.2.5).
	
	

	[bookmark: _Toc456170978]Analyse des données
L'organisme doit documenter des procédures pour ☐ déterminer, ☐ recueillir et ☐ analyser les données appropriées ☐ pour démontrer la pertinence, l'adéquation et l'efficacité du système de management de la qualité. Les procédures doivent inclure ☐ la détermination des méthodes appropriées, y compris ☐ les techniques statistiques, ainsi que ☐ l'étendue de leur utilisation.
L'analyse des données doit comprendre ☐ les données résultant des activités de surveillance et de mesure ainsi que ☐ d'autres sources pertinentes et au moins comprendre ☐ des éléments d'entrée provenant :
a)	☐ des retours d'information ;
b)	☐ de la conformité aux exigences relatives au produit ;
c)	☐ des caractéristiques et des évolutions des processus et des produits, y compris les opportunités d'amélioration ;
d)	☐ des fournisseurs ;
e)	☐ des audits ;
f)	☐ des comptes rendus de prestations de services, lorsque approprié.
☐ Si l’analyse des données montre que le système de management de la qualité n’est pas approprié, adéquat ou efficace, l’organisme doit utiliser cette analyse comme élément d’entrée d’amélioration, comme indiqué en 8.5.
Les enregistrements des résultats d’analyse doivent être conservés (voir 4.2.5).
	☐ Procédure "Gestion du SMQ" (Gestion des données relatives au SMQ)
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[bookmark: _Toc456170980]Généralités
L’organisme doit ☐ identifier et mettre en œuvre toutes les modifications nécessaires pour assurer et maintenir la pertinence, l’adéquation et l’efficacité permanentes du système de management de la qualité ainsi que ☐ la sécurité et ☐ les performances du dispositif médical ☐ en utilisant la politique qualité, les objectifs qualité, les résultats d’audits, la surveillance après mise sur le marché, l’analyse des données, les actions correctives et préventives ainsi que la revue de direction.
	
☐ Procédure "Gestion du SMQ" (Amélioration du SMQ)
☐ Procédure "Revues de Direction"
	

	[bookmark: _Toc456170981]Actions correctives
L'organisme doit mener des actions pour ☐ éliminer les causes de non-conformités afin d'éviter qu'elles se reproduisent. Toutes les actions correctives nécessaires doivent être entreprises sans délai. Les actions correctives doivent être proportionnées aux effets des non-conformités rencontrées.
L'organisme doit documenter une procédure afin de définir les exigences pour :
a)	☐ procéder à la revue des non-conformités (☐ y compris les réclamations) ;
b)	☐ déterminer les causes des non-conformités ;
c)	☐ évaluer le besoin d'entreprendre des actions pour que les non-conformités ne se reproduisent pas ;
d)	☐ planifier et documenter les actions nécessaires et ☐ mettre en œuvre ces actions ☐ y compris, lorsque approprié, la mise à jour de la documentation ;
e)	☐ vérifier que l'action corrective n'a pas d'effet négatif sur la capacité à satisfaire aux exigences réglementaires applicables ou sur la sécurité et les performances du dispositif médical ;
f)	☐ revoir l'efficacité des actions correctives mises en œuvre.
☐ Les enregistrements des résultats de toutes les évaluations et actions mises en œuvre doivent être conservés (voir 4.2.5).
	☐ Procédure "Gestion des Non-Conformités"
☐ Procédure "Gestion des Réclamations"
☐ Procédure "Gestion des Plans d'Action"
	

	[bookmark: _Toc456170982]Actions préventives
L'organisme doit déterminer les actions permettant ☐ d'éliminer les causes de non-conformités potentielles afin d'éviter qu'elles ne surviennent. Les actions préventives doivent être proportionnées aux effets des problèmes potentiels.
L'organisme doit documenter une procédure afin de décrire les exigences pour :
a)	☐ déterminer les non-conformités potentielles et leurs causes ;
b)	☐ évaluer le besoin d'entreprendre des actions pour éviter l'apparition de non-conformités ;
c)	☐ planifier et documenter les actions nécessaires et ☐ mettre en œuvre ces actions ☐ y compris, lorsque approprié, la mise à jour de la documentation ;
d)	☐ vérifier que l'action n'a pas d'effet négatif sur la capacité à satisfaire aux exigences réglementaires applicables ou sur la sécurité et les performances du dispositif médical ;
e)	☐ revoir l'efficacité des actions préventives mises en œuvre, lorsque approprié.
☐ Les enregistrements des résultats de toutes les évaluations et actions mises en œuvre doivent être conservés (voir 4.2.5).
	☐ Procédure "Gestion du SMQ" (Planification du SMQ)
☐ Procédure "Maîtrise des Risques"
☐ Procédure "Gestion des Plans d'Action"
	


_____
The organization shall analyse records of servicing activities carried out by the organization or its supplier:
a) to determine if the information is to be handled as a complaint;
b) as appropriate, for input to the improvement process.
Records of servicing activities carried out by the organization or its supplier shall be maintained (see 4.2.5).
7.5.5 Particular requirements for sterile medical devices
The organization shall maintain records of the sterilization process parameters used for each sterilization batch (see 4.2.5). Sterilization records shall be traceable to each production batch of medical devices.
7.5.6 Validation of processes for production and service provision
The organization shall validate any processes for production and service provision where the resulting output cannot be or is not verified by subsequent monitoring or measurement and, as a consequence, deficiencies become apparent only after the product is in use or the service has been delivered.
Validation shall demonstrate the ability of these processes to achieve planned results consistently.
The organization shall document procedures for validation of processes, including:
a) defined criteria for review and approval of the processes;
b) equipment qualification and qualification of personnel;
c) use of specific methods, procedures and acceptance criteria;
d) as appropriate, statistical techniques with rationale for sample sizes;
e) requirements for records (see 4.2.5);
f) revalidation, including criteria for revalidation;
g) approval of changes to the processes.
The organization shall document procedures for the validation of the application of computer software used in production and service provision. Such software applications shall be validated prior to initial use and, as appropriate, after changes to such software or its application. The specific approach and activities associated with software validation and revalidation shall be proportionate to the risk associated with the use of the software, including the effect on the ability of the product to conform to specifications.
Records of the results and conclusion of validation and necessary actions from the validation shall be maintained (see 4.2.4 and 4.2.5).
7.5.7 Particular requirements for validation of processes for sterilization and sterile barrier systems
The organization shall document procedures (see 4.2.4) for the validation of processes for sterilization and sterile barrier systems.
Processes for sterilization and sterile barrier systems shall be validated prior to implementation and following product or process changes, as appropriate.
Records of the results and, conclusion of validation and necessary actions from the validation shall be maintained (see 4.2.4 and 4.2.5).
NOTE Further information can be found in ISO 11607-1 and ISO 11607-2.
7.5.8 Identification
The organization shall document procedures for product identification and identify product by suitable means throughout product realization.
The organization shall identify product status with respect to monitoring and measurement requirements throughout product realization. Identification of product status shall be maintained throughout production, storage, installation and servicing of product to ensure that only product that has passed the required inspections and tests or released under an authorized concession is dispatched, used or installed.
If required by applicable regulatory requirements, the organization shall document a system to assign unique device identification to the medical device.
The organization shall document procedures to ensure that medical devices returned to the organization are identified and distinguished from conforming product.
7.5.9 Traceability
7.5.9.1 General
The organization shall document procedures for traceability. These procedures shall define the extent of traceability in accordance with applicable regulatory requirements and the records to be maintained (see 4.2.5).
7.5.9.2 Particular requirements for implantable medical devices
The records required for traceability shall include records of components, materials, and conditions for the work environment used, if these could cause the medical device not to satisfy its specified safety and performance requirements.
The organization shall require that suppliers of distribution services or distributors maintain records of the distribution of medical devices to allow traceability and that these records are available for inspection.
Records of the name and address of the shipping package consignee shall be maintained (see 4.2.5).
7.5.10 Customer property
The organization shall identify, verify, protect, and safeguard customer property provided for use or incorporation into the product while it is under the organization’s control or being used by the organization. If any customer property is lost, damaged or otherwise found to be unsuitable for use, the organization shall report this to the customer and maintain records (see 4.2.5).
7.5.11 Preservation of product
The organization shall document procedures for preserving the conformity of product to requirements during processing, storage, handling, and distribution. Preservation shall apply to the constituent parts of a medical device.
The organization shall protect product from alteration, contamination or damage when exposed to expected conditions and hazards during processing, storage, handling, and distribution by:
a) designing and constructing suitable packaging and shipping containers;
b) documenting requirements for special conditions needed if packaging alone cannot provide preservation.
If special conditions are required, they shall be controlled and recorded (see 4.2.5).
7.6 Control of monitoring and measuring equipment
The organization shall determine the monitoring and measurement to be undertaken and the monitoring and measuring equipment needed to provide evidence of conformity of product to determined requirements.
The organization shall document procedures to ensure that monitoring and measurement can be carried out and are carried out in a manner that is consistent with the monitoring and measurement requirements.
As necessary to ensure valid results, measuring equipment shall:
a) be calibrated or verified, or both, at specified intervals, or prior to use, against measurement standards traceable to international or national measurement standards: when no such standards exist, the basis used for calibration or verification shall be recorded (see 4.2.5);
b) be adjusted or re-adjusted as necessary: such adjustments or re-adjustments shall be recorded (see 4.2.5);
c) have identification in order to determine its calibration status;
d) be safeguarded from adjustments that would invalidate the measurement result;
e) be protected from damage and deterioration during handling, maintenance and storage.
The organization shall perform calibration or verification in accordance with documented procedures.
In addition, the organization shall assess and record the validity of the previous measuring results when the equipment is found not to conform to requirements. The organization shall take appropriate action in regard to the equipment and any product affected.
Records of the results of calibration and verification shall be maintained (see 4.2.5).
The organization shall document procedures for the validation of the application of computer software used for the monitoring and measurement of requirements. Such software applications shall be validated prior to initial use and, as appropriate, after changes to such software or its application.
The specific approach and activities associated with software validation and revalidation shall be proportionate to the risk associated with the use of the software, including the effect on the ability of the product to conform to specifications.
Records of the results and conclusion of validation and necessary actions from the validation shall be maintained (see 4.2.4 and 4.2.5).
NOTE Further information can be found in ISO 10012.
8 Measurement, analysis and improvement
8.1 General
The organization shall plan and implement the monitoring, measurement, analysis and improvement processes needed to:
a) demonstrate conformity of product;
b) ensure conformity of the quality management system;
c) maintain the effectiveness of the quality management system.
This shall include determination of appropriate methods, including statistical techniques, and the extent of their use.
8.2 Monitoring and measurement
8.2.1 Feedback
As one of the measurements of the effectiveness of the quality management system, the organization shall gather and monitor information relating to whether the organization has met customer requirements. The methods for obtaining and using this information shall be documented.
The organization shall document procedures for the feedback process. This feedback process shall include provisions to gather data from production as well as post-production activities.
The information gathered in the feedback process shall serve as potential input into risk management for monitoring and maintaining the product requirements as well as the product realization or improvement processes.
If applicable regulatory requirements require the organization to gain specific experience from postproduction activities, the review of this experience shall form part of the feedback process.
8.2.2 Complaint handling
The organization shall document procedures for timely complaint handling in accordance with applicable regulatory requirements.
These procedures shall include at a minimum requirements and responsibilities for:
a) receiving and recording information;
b) evaluating information to determine if the feedback constitutes a complaint;
c) investigating complaints;
d) determining the need to report the information to the appropriate regulatory authorities;
e) handling of complaint-related product;
f) determining the need to initiate corrections or corrective actions.
If any complaint is not investigated, justification shall be documented. Any correction or corrective action resulting from the complaint handling process shall be documented.
If an investigation determines activities outside the organization contributed to the complaint, relevant information shall be exchanged between the organization and the external party involved.
Complaint handling records shall be maintained (see 4.2.5).
8.2.3 Reporting to regulatory authorities
If applicable regulatory requirements require notification of complaints that meet specified reporting criteria of adverse events or issuance of advisory notices, the organization shall document procedures for providing notification to the appropriate regulatory authorities.
Records of reporting to regulatory authorities shall be maintained (see 4.2.5).
8.2.4 Internal audit
The organization shall conduct internal audits at planned intervals to determine whether the quality management system:
a) conforms to planned and documented arrangements, requirements of this International Standard, quality management system requirements established by the organization, and applicable regulatory requirements;
b) is effectively implemented and maintained.
The organization shall document a procedure to describe the responsibilities and requirements for planning and conducting audits and recording and reporting audit results.
An audit program shall be planned, taking into consideration the status and importance of the processes and area to be audited, as well as the results of previous audits. The audit criteria, scope, interval and methods shall be defined and recorded (see 4.2.5). The selection of auditors and conduct of audits shall ensure objectivity and impartiality of the audit process. Auditors shall not audit their own work.
Records of the audits and their results, including identification of the processes and areas audited and the conclusions, shall be maintained (see 4.2.5).
The management responsible for the area being audited shall ensure that any necessary corrections and corrective actions are taken without undue delay to eliminate detected nonconformities and their causes. Follow-up activities shall include the verification of the actions taken and the reporting of verification results.
NOTE Further information can be found in ISO 19011.
8.2.5 Monitoring and measurement of processes
The organization shall apply suitable methods for monitoring and, as appropriate, measurement of the quality management system processes. These methods shall demonstrate the ability of the processes to achieve planned results. When planned results are not achieved, correction and corrective action shall be taken, as appropriate.
8.2.6 Monitoring and measurement of product
The organization shall monitor and measure the characteristics of the product to verify that product requirements have been met. This shall be carried out at applicable stages of the product realization process in accordance with the planned and documented arrangements and documented procedures.
Evidence of conformity to the acceptance criteria shall be maintained. The identity of the person authorizing release of product shall be recorded (see 4.2.5). As appropriate, records shall identify the test equipment used to perform measurement activities.
Product release and service delivery shall not proceed until the planned and documented arrangements have been satisfactorily completed.
For implantable medical devices, the organization shall record the identity of personnel performing any inspection or testing.
8.3 Control of nonconforming product
8.3.1 General
The organization shall ensure that product which does not conform to product requirements is identified and controlled to prevent its unintended use or delivery. The organization shall document a procedure to define the controls and related responsibilities and authorities for the identification, documentation, segregation, evaluation and disposition of nonconforming product.
The evaluation of nonconformity shall include a determination of the need for an investigation and notification of any external party responsible for the nonconformity.
Records of the nature of the nonconformities and any subsequent action taken, including the evaluation, any investigation and the rationale for decisions shall be maintained (see 4.2.5)
8.3.2 Actions in response to nonconforming product detected before delivery
The organization shall deal with nonconforming product by one or more of the following ways:
a) taking action to eliminate the detected nonconformity;
b) taking action to preclude its original intended use or application;
c) authorizing its use, release or acceptance under concession.
The organization shall ensure that nonconforming product is accepted by concession only if the justification is provided, approval is obtained and applicable regulatory requirements are met. Records of the acceptance by concession and the identity of the person authorizing the concession shall be maintained (see 4.2.5).
8.3.3 Actions in response to nonconforming product detected after delivery
When nonconforming product is detected after delivery or use has started, the organization shall take action appropriate to the effects, or potential effects, of the nonconformity. Records of actions taken shall be maintained (see 4.2.5).
The organization shall document procedures for issuing advisory notices in accordance with applicable regulatory requirements. These procedures shall be capable of being put into effect at any time. Records of actions relating to the issuance of advisory notices shall be maintained (see 4.2.5).
8.3.4 Rework
The organization shall perform rework in accordance with documented procedures that takes into account the potential adverse effect of the rework on the product. These procedures shall undergo the same review and approval as the original procedure.
After the completion of rework, product shall be verified to ensure that it meets applicable acceptance criteria and regulatory requirements.
Records of rework shall be maintained (see 4.2.5).
8.4 Analysis of data
The organization shall document procedures to determine, collect and analyse appropriate data to demonstrate the suitability, adequacy and effectiveness of the quality management system. The procedures shall include determination of appropriate methods, including statistical techniques and the extent of their use.
The analysis of data shall include data generated as a result of monitoring and measurement and from other relevant sources and include, at a minimum, input from:
a) feedback;
b) conformity to product requirements;
c) characteristics and trends of processes and product, including opportunities for improvement;
d) suppliers;
e) audits;
f) service reports, as appropriate.
If the analysis of data shows that the quality management system is not suitable, adequate or effective, the organization shall use this analysis as input for improvement as required in 8.5.
Records of the results of analyses shall be maintained (see 4.2.5).
8.5 Improvement
8.5.1 General
The organization shall identify and implement any changes necessary to ensure and maintain the continued suitability, adequacy and effectiveness of the quality management system as well as medical device safety and performance through the use of the quality policy, quality objectives, audit results, postmarket surveillance, analysis of data, corrective actions, preventive actions and management review.
8.5.2 Corrective action
The organization shall take action to eliminate the cause of nonconformities in order to prevent recurrence. Any necessary corrective actions shall be taken without undue delay.
Corrective actions shall be proportionate to the effects of the nonconformities encountered.
The organization shall document a procedure to define requirements for:
a) reviewing nonconformities (including complaints);
b) determining the causes of nonconformities;
c) evaluating the need for action to ensure that nonconformities do not recur;
d) planning and documenting action needed and implementing such action, including, as appropriate, updating documentation;
e) verifying that the corrective action does not adversely affect the ability to meet applicable regulatory requirements or the safety and performance of the medical device;
f) reviewing the effectiveness of corrective action taken.
Records of the results of any investigation and of action taken shall be maintained (see 4.2.5).
8.5.3 Preventive action
The organization shall determine action to eliminate the causes of potential nonconformities in order to prevent their occurrence. Preventive actions shall be proportionate to the effects of the potential problems.
The organization shall document a procedure to describe requirements for:
a) determining potential nonconformities and their causes;
b) evaluating the need for action to prevent occurrence of nonconformities;
c) planning and documenting action needed and implementing such action, including, as appropriate,
updating documentation;
d) verifying that the action does not adversely affect the ability to meet applicable regulatory requirements or the safety and performance of the medical device;
e) reviewing the effectiveness of the preventive action taken, as appropriate.
[bookmark: _GoBack]Records of the results of any investigations and of action taken shall be maintained (see 4.2.5).
