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[bookmark: _Toc445384493]1 Scope
1.1 This document specifies the requirements for a quality management systems for medical device industry which

a) needs to demonstrate its ability to consistently provide medical devices that meet customer and applicable statutory and regulatory requirements, and
b) aims to enhance customer satisfaction through the effective application of the system, including processes for continual improvement of the system and the assurance of conformity to customer and applicable statutory and regulatory requirements.

1.2 The requirements prescribed in this document shall be read with the requirements prescribed in ISO 9001:2008.
[bookmark: _Toc445384494]1.3 Application
All requirements of this document are generic and are intended to be applicable to all organizations, regardless of type, size and product provided.

Where any requirement(s) of this document cannot be applied due to the nature of an organization and its products, this can be considered for exclusion.

If any requirement(s) of this document is (are) not applicable due to the nature of the medical device(s) for which the quality management system is applied, the organization does not need to include such a requirement(s) in its quality management system and appropriate justification shall be recorded, provided such exclusions do not affect the organization's ability, or responsibility, to provide product that meets customer and applicable statutory and regulatory requirements.

2. [bookmark: _Toc445384495] References
The following referenced documents are necessary for the application of this document:

a) ISO 9000, Quality management systems — Fundamentals and vocabulary
b) ISO 9001:2008 Quality Management System - Requirements
[bookmark: _Toc445384496]3. Terms and definitions
For the purposes of this document, the terms and definitions given in ISO 9000 and ISO 9001: 2008 apply. Throughout the text of this document, wherever the term “product” occurs, it can also mean “service”. 



[bookmark: _Toc439150593][bookmark: _Toc439422232][bookmark: _Toc439422509][bookmark: _Toc440555452]
	[bookmark: _Toc445384497]4. Quality management systems
	[bookmark: _Toc445384498]Corresponding Clause of ISO 9001: 2008

	[bookmark: _Toc439150594][bookmark: _Toc439422233][bookmark: _Toc439422510][bookmark: _Toc440555453][bookmark: _Toc445384499]4.1 General requirements

	a) the medical devices manufacturer shall have an established and documented system for implementation and maintenance of a quality management system;
	4.1

	b) the system includes identification of indicators to measure the effectiveness of the quality management system;
	5.4.1/5.6

	c) the periodicity of measuring of these indicators is defined and documented;
	5.6

	d) the processes required for the implementation of the quality management system are identified and documented.
	4.1

	[bookmark: _Toc439150595][bookmark: _Toc439422234][bookmark: _Toc439422511][bookmark: _Toc440555454][bookmark: _Toc445384500]4.2 Quality Management System processes shall be appropriate to the needs of the organization 

	a) the organization shall have an established system  to identify all the processes, their sequences, results, and interactions;
	4.1

	b) there shall be defined criteria to measure the compliance and effectiveness of all the processes; 
	4.1

	c) there shall be a system to measure the adequacy of inputs required for the implementation of all the processes;
	4.1

	d) there shall be a system to evaluate and improve the processes based on measurement of defined indicators.
	8.4/8.5

	[bookmark: _Toc439150596][bookmark: _Toc439422235][bookmark: _Toc439422512][bookmark: _Toc440555455][bookmark: _Toc445384501]4.2.1 The organization shall determine the process components

	a) the organization shall determine the time line for completion of each process;
	4.1

	b) there shall be a system to track any delay of time period in the completion of processes; 
	4.1

	c) there shall be a system within the organization to measure the correctness of those processes of sub-parts of a process that the organization outsources from agencies external to the organization;
	4.1

	d) the various components of all processes with the organization  shall be defined and documented; 
	4.1

	e) the organization shall identify individuals responsible for all the processes including management representative (M.R.);
	5.5

	f) all the processes required for manufacturing, identification, storing, pre-market authorization, sale, installation, maintenance, repair and disposal shall be documented for every product.
	7.1

	[bookmark: _Toc440555456][bookmark: _Toc445384502]4.3 Documentation requirements

	[bookmark: _Toc439150597][bookmark: _Toc439422236][bookmark: _Toc439422513][bookmark: _Toc440555457][bookmark: _Toc445384503]4.3.1 The organization shall have following minimum documents:

	a) a quality manual which has defined scope, exclusions (if any) and procedures covering all operations of the organization;
	4.2.2

	b) defined quality policy and quality objectives;
	4.2.1 /5.3 /5.4.1

	c) documents required for planning, implementation and control of all operations of the organization;
	4.2.1

	d) documented product specifications for each category, type and model of medical device manufactured in the facility; 
	7.1/7.2

	e) there exists a procedure to test, review, improve and approve, periodically, the quality management system for adequacy;
	5.6

	f) a system is established to check the compliance of the QMS with the national/state regulations on manufacture of medical devices;
	 5.6

	g) a process to prevent the use of out-dated QMS procedures and documents by having an established system of updating the records.
	4.2.3

	[bookmark: _Toc439150598][bookmark: _Toc439422237][bookmark: _Toc439422514][bookmark: _Toc440555458][bookmark: _Toc445384504]4.3.2 Control of records 

	4.3.2.1 Organization shall maintain a robust records management system

	a) all records pertaining to the quality management system shall be maintained adequately and appropriately;
	4.2.4

	b) the records shall be maintained for the time period as prescribed by national/state regulations or in absence of such a regulation, in accordance to a defined and documented policy;
	4.2.4

	c) responsibility for record maintenance shall be given to identified personnel;
	4.2.4

	d) records shall be preserved and maintained in environmentally safe conditions;
	4.2.4

	e) management shall document and establish procedures to:
	4.2.4

	i. access, issue and obtain copy of records;
	4.2.4

	ii. address theft of records or conducting investigation for missing records.
	4.2.4

	4.3.2.2 Record management policy shall support the quality policy of the organization

	a) records which establish the conformity of the products to product specifications and standards shall be maintained, including batch/sample testing and product verification results;
	8.2.4

	b) records that do not establish the conformity of the products to product specifications and standards shall be  maintained;
	8.3

	c) records of audits, management reviews and observations of compliance/non-compliance shall be  kept under the supervision of  authorised personnel;
	4.2.4

	d) records of compliance to regulatory requirements shall be maintained, including certificates required for establishing and running a medical device manufacturing site;
	5.1 / 4.2.4

	e) records of improvisation or change in manufacturing technique, infrastructure, and training of staff shall be  maintained;
	6.2.2 / 7.5

	f) records of all preventive and corrective actions performed, shall be maintained;
	8.5.2/ 8.5.3

	g) records of all verifications, validations and calibrations shall be maintained;
	7.5 /7.6/8.2.4

	h) records of all user/customer feedback and complaints shall be maintained;
	7.2.3

	i) records of components used for verification of product quality shall be maintained;
	8.2.4

	j) records of all sale, installation and product commissioning shall be maintained.
	7.2.2/ 8.2.4

	
	

	[bookmark: _Toc439150599][bookmark: _Toc439422238][bookmark: _Toc439422515][bookmark: _Toc440555459][bookmark: _Toc445384505]5. Management responsibility and commitment
	

	a) the management shall provide evidence of its resolution to develop, implement and improve the quality management system within the organization by communicating to the organisation the importance of meeting customer as well as statutory and regulatory requirements;
	5.1

	b) management reviews of the organization include assessment of the performance of quality management system and this assessment is documented. Top management shall review the organization's quality management system, at planned intervals, to ensure its continuing suitability, adequacy and effectiveness and maintain records;
	5.6.1

	c) top Management shall establish a procedure to identify customer requirements and to measure the capability of the organization to meet those requirements;
	5.2

	d) there shall be a system to ensure that quality objectives and quality management system is communicated to all the divisions of the organization;
	5.3/5.4

	e) The management shall identify indicators to measure the performance of QMS in all the divisions of the organization, which includes collection of suitable data for performance measurement.
	-5.4.1

	[bookmark: _Toc439150600][bookmark: _Toc439422239][bookmark: _Toc439422516][bookmark: _Toc440555460][bookmark: _Toc445384506]6. Resource management

	[bookmark: _Toc439150601][bookmark: _Toc439422240][bookmark: _Toc439422517][bookmark: _Toc440555461][bookmark: _Toc445384507]6.1 Organization shall have appropriate and adequate human resources

	a) the organization shall have documented information about the minimum number of personnel required for each phase of production;
	6.2

	b) the organization shall have documented information on the skills, trainings and experience required by each category of personnel required in the production process; 
	6.2

	c) the organization shall have a documented procedure for selection, induction, training and performance monitoring and appraisal of each category of personnel;
	6.2

	d) the organisation shall comply with statutorily required qualifications and competence levels for performing specific tasks;
	6.2

	e) the organisation shall ensure that personnel hired on temporary basis/daily wages/short term contract, are competent to deliver the inputs in the product manufacturing process and this is measured before their involvement with the manufacturing process;
	6.2

	f) the personnel shall be made aware of duties, responsibilities and expectations so as to promote product quality.
	6.2

	[bookmark: _Toc439150602][bookmark: _Toc439422241][bookmark: _Toc439422518][bookmark: _Toc440555462][bookmark: _Toc445384508]6.2. Organization shall have defined & documented policy and procedure for training the personnel

	a) there shall be a procedure to identify training requirements and a documented training schedule/calendar for various categories of personnel;
	6.2.2

	b) records of trainings shall be maintained for a specified time period;
	6.2.2

	c) there shall be a procedures to monitor and measure the performance of personnel after the training programs;
	6.2.2

	d) training required for performing special tasks or tasks critical to product quality shall be identified. Records of adequately trained personnel and their competence level measured shall be maintained. 
	6.2.2

	[bookmark: _Toc439150603][bookmark: _Toc439422242][bookmark: _Toc439422519][bookmark: _Toc440555463][bookmark: _Toc445384509]6.3 Infrastructure

	[bookmark: _Toc439150604][bookmark: _Toc439422243][bookmark: _Toc439422520][bookmark: _Toc440555464][bookmark: _Toc445384510]6.3.1 The organization has appropriate infrastructure to achieve quality product

	a) appropriate building, fencing, shelter and environment controlling devices shall be installed and made operational in the manufacturing facility, as per the requirement of the products and manufacturing processes;
	6.3/ 6.4

	b) appropriate energy storage and transmission equipment shall be in operational state and national/state certifications of these installations shall be valid as on date;
	6.3/ 6.4

	c) appropriate and adequate fire prevention and firefighting installations shall be  in functional state in the manufacturing facility;
	6.3/ 6.4

	d) the equipment existing in the manufacturing facility shall have been assessed for their appropriateness for the manufacturing process and is documented;
	6.3/ 6.4

	e) all such equipment shall comply with national/state/manufacturer’s guidelines for installation, commissioning and functioning;
	7.5.2

	f) the appropriate equipment/ facilities shall be adequately installed in the manufacturing facility for effective communication within the different sections of the facility.
	6.3/ 6.4

	6.3.1.1 Specific area requirements shall be met adequately

	The manufacturing area shall be identified into sections of appropriate size so as to prevent mix-up of conforming & non-conforming products.
	7.5.3 /6.3/8.3

	[bookmark: _Toc439150605][bookmark: _Toc439422244][bookmark: _Toc439422521][bookmark: _Toc440555465][bookmark: _Toc445384511]6.3.2 The organization shall maintain an environment that supports product quality

	a) there shall be  documented information on the environmental requirements of the facility;
	6.3/ 6.4

	b) there shall be  a documented process planning to monitor, control and maintain the required environment;
	6.3/ 6.4

	c) areas that need special environment conditions due to nature of products at specific stages of production, shall be monitored;
	6.3/ 6.4

	d) there shall be devices installed to track the trend and regulate the environment conditions (like temperature, pressure, light, humidity, air velocity, particle size etc.) in areas that have special requirement;
	6.3/ 6.4

	e) adequate precautions shall be taken by means of appropriate infrastructure to control and prevent pollution, dust, dirt and any other form of contamination to the products/production area.
	6.3/ 6.4

	6.3.2.1   The organization shall maintain proper waste management & disposal system
	

	a) the waste management regulations as per national/state shall be complied with;
	6.3/ 6.4

	b) the infrastructure for waste management & disposal systems shall be checked by an appropriate authority and records maintained;
	6.3/ 6.4

	c) the waste management & disposal system shall not endanger the quality or conformity of the product;
	6.3/ 6.4

	d) the personnel shall be adequately trained to follow a documented waste management & disposal system;
	6.2.2

	e) any rejected or non-conforming product when disposed, the record of the identity of such a product shall be maintained to avoid it’s re-use.
	8.3

	6.3.2.2 The organization has a plan for the cleanliness of the facility

	The reagents, chemicals or other items used for cleaning, fumigation or disinfection and the procedure for their use shall be available.
	6.1

	[bookmark: _Toc439150606][bookmark: _Toc439422245][bookmark: _Toc439422522][bookmark: _Toc440555466][bookmark: _Toc445384512]6.3.3 Resources (manmade or natural) required to maintain appropriate environment shall be available in right quality & quantity

	a) the quality and quantity of water available in the facility  shall be appropriate for the production process and this appropriateness  shall be scientifically established and observations recorded;
	6.3/ 6.4

	b) the quality of air available in the facility shall be appropriate for the production process and this appropriateness  shall be scientifically established and observations recorded;
	6.3/ 6.4

	c) the air velocity and direction shall be appropriate for the production process;
	6.3/ 6.4

	d) records of trends of controlled environment  shall be maintained for a specified time period;
	6.3/ 6.4

	e) lighting requirements  shall be specified and complied for various stages of production.
	6.3/ 6.4

	6.3.3.1   Organisation shall plan for maintenance of all components of infrastructure

	a) there shall be a documented periodic preventive maintenance plans for building, equipment and other utility installations in the facility;
	6.3

	b) the records of preventive maintenance shall be maintained as per a specified period;
	6.3

	c) organisation shall identify person(s) who is (are) responsible for carrying out the maintenance;
	6.3

	d) maintenance procedure shall be documented, the lapses, delays and/or exclusions in maintenance schedule shall be brought to the notice of identified personnel;
	6.3

	e) the recommendations for conducting major repair that may arise during such maintenance, shall be documented along with action taken report.
	6.3

	[bookmark: _Toc439150607][bookmark: _Toc439422246][bookmark: _Toc439422523][bookmark: _Toc440555467][bookmark: _Toc445384513]7. Product realization

	[bookmark: _Toc439150608][bookmark: _Toc439422247][bookmark: _Toc439422524][bookmark: _Toc440555468][bookmark: _Toc445384514]7.1 Planning of product realization

	[bookmark: _Toc439150609][bookmark: _Toc439422248][bookmark: _Toc439422525][bookmark: _Toc440555469][bookmark: _Toc445384515]7.1.1 Organization shall plan for all the phases of product realization

	a) there shall be a system to identify and provide all inputs required for the various  phases of product realization;
	7.1

	b) the objectives of quality management system  shall be integrated throughout product realization;
	7.1

	c) the organization shall maintain a production schedule;
	7.1

	d) the records of past production schedules shall be maintained as per a defined and documented policy of the organization.
	7.1

	[bookmark: _Toc439150610][bookmark: _Toc439422249][bookmark: _Toc439422526][bookmark: _Toc440555470][bookmark: _Toc445384516]7.1.2 Organization shall established criteria for product acceptance

	a) there shall be  system to measure conformance of products throughout the product realization process;
	7.1/ 8.2.4

	b) the product  shall be verified and validated against pre-determined standards; 
	7.1/8.2.4

	c) there shall be documented acceptance and rejection criteria for all products;
	7.1/ 8.2.4

	d) there shall be a system of monitoring and testing of all processes that can influence product quality, acceptance and rejection.
	7.1/ 8.2.3

	[bookmark: _Toc439150611][bookmark: _Toc439422250][bookmark: _Toc439422527][bookmark: _Toc440555471][bookmark: _Toc445384517]7.1.3 Product realization shall meet intended and implied requirements

	a) the product shall meet the requirements of the customer from the point of completion of the products till the point of final use and shall be documented.
	7.2.1

	b) the product shall meets national/state regulations;
	7.2.1

	c) when product requirements change (by law or by any other reason), the product specifications  shall be reassessed for its intended or specified use and documented;
	7.2.1

	d) changes in product specifications shall be brought to the knowledge of users/Customers.   
	7.2.3

	[bookmark: _Toc439150612][bookmark: _Toc439422251][bookmark: _Toc439422528][bookmark: _Toc440555472][bookmark: _Toc445384518]7.1.4 The manufacturing plan incorporate product quality & safety

	a) the various phases of manufacturing  shall be identified; 
	7.5.1

	b) defined controls shall exist at various stages to check and ensure product conformity;
	7.5.1

	c) there shall be a system to monitor and test the accuracy in design and specifications of the products during the various phases of manufacturing;
	7.5.1

	d) the entire plan for product realization from design to dispatch shall be documented including design input review, design output review, design verification, design validation and design changes, if any;
	7.3.1/ 7.5.1

	e) product identification shall be done based on specified criteria; 
	7.5.3

	f) personnel shall be made aware of the manufacturing plan, of their roles and interactions during the various stages of the plan;
	7.5.1

	g) verification and validation of quality parameters for the product shall be performed as per a documented process;
	7.3.4/ 7.3.5/ 8.2.4

	h) verification and validation of measuring instruments used for product manufacturing  shall be performed as per a documented process;
	7.6

	i) records of all calibrations, verification and validations shall be maintained as per a defined policy.
	7.6

	[bookmark: _Toc439150613][bookmark: _Toc439422252][bookmark: _Toc439422529][bookmark: _Toc440555473][bookmark: _Toc445384519]7.2 Customer-related processes

	[bookmark: _Toc445384520][bookmark: _Toc439150614][bookmark: _Toc439422253][bookmark: _Toc439422530][bookmark: _Toc440555474]7.2.1 Customer communication
The organization shall determine and implement effective arrangements for communication within organization and with customers in relation to,

	a) there shall be a communication system to exchange information on product quality, within the various divisions of the organization;
	5.5.3

	b) communications to the users/customers regarding product quality, precautions, product installation, maintenance and use is done under an established procedure;
	7.2.3

	c) enquiries, contracts or order handling, including amendments, and
	7.2.3

	d) customer feedback, including customer complaints.
	7.2.3

	[bookmark: _Toc439150615][bookmark: _Toc439422254][bookmark: _Toc439422531][bookmark: _Toc440555475][bookmark: _Toc445384521]7.3 Traceability, labelling, Cleaning and/ or sterilization for products shall be ensured                       

	[bookmark: _Toc439150616][bookmark: _Toc439422255][bookmark: _Toc439422532][bookmark: _Toc440555476][bookmark: _Toc445384522]7.3.1 Traceability

	a) there shall be a defined policy to ensure traceability of all input components used for product manufacturing;
	7.5.3

	b) there shall be a defined policy to ensure traceability of the final products;
	7.5.3

	c) the traceability shall be ensured to the extent defined for various products.
	7.5.3

	[bookmark: _Toc439150617][bookmark: _Toc439422256][bookmark: _Toc439422533][bookmark: _Toc440555477][bookmark: _Toc445384523]7.3.2 Labelling

	a) the labelling of medical devices shall follow guidelines prescribed by national/state/scientific recommendations including the mention of shelf life/ expiry date of the product; 
	7.5.3/ 7.5.5

	b) the extent and type of labelling shall include precautionary material specific to the medical device;
	7.5.3

	c) there shall be a system to communicate information on packaging and storing;
	7.2.3/7.5.5

	d) there shall be a procedure to ensure that the appropriate documents are accompanied with products for the necessary instructions about installation and usage of the product;
	7.2.3/ 7.5.5

	e) labelling tags for intended use shall be attached according to an appropriate system to each product.
	7.5.3

	[bookmark: _Toc439150618][bookmark: _Toc439422257][bookmark: _Toc439422534][bookmark: _Toc440555478][bookmark: _Toc445384524]7.3.3. Cleaning and/ or Sterilization
	

	a) there shall be defined and documented policy specific to the products for performing the cleaning and/or sterilization of the product at appropriate stages of the manufacturing;
	7.5.1

	b) there shall be defined & documented process based on which cleaning and /or sterilization is performed;
	7.5.1

	c) there shall be a documented criteria based on which the cleaning and/or sterilization completion is evaluated;
	7.5.1

	d) guidelines shall accompany the products that are to be subjected to cleaning/sterilization before their final use for intended purposes;
	7.5.5

	e) there shall be procedures to prevent contamination of the products by other potentially contaminated products;
	7.5.1/7.5.5

	f) the suitability of all input components that could influence the sterility of products shall be assessed.
	7.5.1

	[bookmark: _Toc439150619][bookmark: _Toc439422258][bookmark: _Toc439422535][bookmark: _Toc440555479][bookmark: _Toc445384525]7.4 Operational Life Cycle Management

	[bookmark: _Toc439150620][bookmark: _Toc439422259][bookmark: _Toc439422536][bookmark: _Toc440555480][bookmark: _Toc445384526]7.4.1 Organization shall ensure consistency in product characteristics

	a) there shall be a system to confirm that the product specifications match with those specified for the product;
	8.2.4

	b) any change in product specifications, uses and precautions related to product use shall be incorporated in the relevant documents;
	7.3.7

	c) there shall be a documented policy that would prescribe procedure for communication of changes in uses and precautions to the existing users.
	5.5.3/7.2.3

	[bookmark: _Toc439150621][bookmark: _Toc439422260][bookmark: _Toc439422537][bookmark: _Toc440555481][bookmark: _Toc445384527]7.4.2 Installation procedures shall be determined by the organization

	a) the installation protocols shall include briefing  to the customer and inspection of the site of installation;
	7.2.1/7.5.1

	b) the property of the customer that is handled by the organization during the installation shall be conserved against undue damages and this responsibility shall be defined in product installation policy;
	7.5.4

	c) the instructions for installation of the product shall be communicated with adequate documentation; 
	7.2.1/ 7.2.3/ 7.5.1/7.5.5

	d) the shelf life of the product, including its warranty/guarantee period shall be mentioned in the documents supplied to the customer with the product.
	7.5.5

	[bookmark: _Toc439150622][bookmark: _Toc439422261][bookmark: _Toc439422538][bookmark: _Toc440555482][bookmark: _Toc445384528]7.4.3 Organization shall maintain after sale documents 

	a) if defects or non-conformity is detected in the product after receipt of the product at the installation site, there shall be an established and documented procedures to initiate return/repair of the product;
	8.3

	b) products returned to the manufacturer after delivery to the customer shall undergo a process of identification; 
	8.3

	c) rejected/ returned products  to the manufacturer shall be kept separate from the conforming products;
	8.3

	d) there shall be a system to initiate investigation of the cause of non-conformity and procedures to prevent re-occurrence.
	8.5.2

	[bookmark: _Toc439150623][bookmark: _Toc439422262][bookmark: _Toc439422539][bookmark: _Toc440555483][bookmark: _Toc445384529]7.4.4. Non-conformity after dispatch and maintenance procedures shall be determined by the organization

	a) when the non-conformity is detected after installation or after the product has been operationalized, there shall be a system to detect and document the effects and impacts of such a non-conformity if any;
	8.3

	b) there shall be a system to preserve the quality of the product during the transit;
	7.5.5

	c) any non-conformity arising during the transit shall be brought to the notice of the manufacturer and the customer based on a specific procedure; 
	7.5.5/ 8.3

	[bookmark: _Toc439150624][bookmark: _Toc439422263][bookmark: _Toc439422540][bookmark: _Toc440555484][bookmark: _Toc445384530]7.4.5 The organization shall arrange for post-production requirements

	a) there shall be a system to evaluate the ability of the product to meet intended use;
	8.2.4

	b) verification of the product shall be performed according to an established procedure and results shall be documented;
	8.2.4

	c) validation of the product shall be performed according to an established procedure and results shall be documented;
	7.3.6

	d) there shall be a system to identify non conformity in final product and initiate corrective action; 
	8.2.4/ 8.3

	e) there shall be a system to record any deviations in the product as compared the documented characteristics defined for that product;
	8.3

	f) there shall be a system to handle unintended acceptance and/or use of non-conforming products.
	8.3

	[bookmark: _Toc439150625][bookmark: _Toc439422264][bookmark: _Toc439422541][bookmark: _Toc440555485][bookmark: _Toc445384531]7.5 Purchase

	[bookmark: _Toc439150626][bookmark: _Toc439422265][bookmark: _Toc439422542][bookmark: _Toc440555486][bookmark: _Toc445384532]7.5.1 Organization shall have a procurement system that supports product quality

	a) there shall be a system to check the quality and specifications of input components that are used in the manufacturing of the final product;
	7.4.3/ 8.2.4

	b) the input components shall be selected based on pre-defined and documented criteria and undergo verification before usage;
	7.4.3/ 8.2.4

	c) there shall be a system to identify and separate the non-conforming input components and to prevent their unintended use in the manufacturing process;
	8.3

	d) there shall be a system to ensure the use of proper instruments and equipment for the manufacturing process of all products.
	7.5.1

	[bookmark: _Toc439150627][bookmark: _Toc439422266][bookmark: _Toc439422543][bookmark: _Toc440555487][bookmark: _Toc445384533]8. Responsibility of Management – Measurement, Analysis and Improvement

	[bookmark: _Toc439150628][bookmark: _Toc439422267][bookmark: _Toc439422544][bookmark: _Toc440555488][bookmark: _Toc445384534]8.1 Organization shall be led by a management which promotes quality in products and consistency in processes

	a) there shall be evidence of management effort to promote quality & safety in all the products;
	5.1/5.5

	b) there shall be defined and documented roles and responsibilities for every member of organization; 
	5.5

	c) there shall be documented procedures to monitor and measure the performance of quality management system;
	5.6

	d) there shall be records of compliance of all regulatory and/or national/state regulations;
	5.1

	e) there shall be a defined procedure to update the requirement of quality management system, regulatory requirements and product safety guidelines.
	5.4.2/5.6.1

	[bookmark: _Toc439150629][bookmark: _Toc439422268][bookmark: _Toc439422545][bookmark: _Toc440555489][bookmark: _Toc445384535]8.2 Organization shall have appropriate and adequate number of audits

	a) there shall be documented procedures to conduct audits;
	8.2.2

	b) audits shall be conducted at specified time intervals by qualified and competent auditors, independent of the area of their activity;
	8.2.2

	c) there shall be evidence for the action taken on the recommendations of the audit findings along with reasons for not taking action (if any);
	8.2.2

	d) there shall be records of internal and/or external audits of the processes of the facility and the records are preserved for a specified time period.
	8.2.2

	[bookmark: _Toc439150630][bookmark: _Toc439422269][bookmark: _Toc439422546][bookmark: _Toc440555490][bookmark: _Toc445384536]8.3 Organization shall ensure product safety, reliability and credibility

	a) there shall be a documented management policy for preserving and promoting products quality;
	7.5.5

	b) there shall be defined and documented procedures to promote product reliability and reasons for failing product reliability is analyzed and recorded;
	8.4

	c) there shall be procedures to educate the existing and new customers/users of the product, of any changes in the product quality and safety before or after its sale and/or use;
	7.2.3

	d) there shall be a procedure to collect, analyze and incorporate customer/user feedback in enhancing the product quality;
	8.2.1

	e) adequate information shall be provided to the customer/user about scope, limitations and jurisdiction of any legal dispute that may arise about the product.  
	7.2.1

	f) there shall be a policy to take appropriate permission from national/state/regulatory authority, before including a medical device product for any clinical trial that needs to be conducted to establish the efficacy of effect of the medical device. Not applicable for clinical evaluation & investigations;
	5.1/7.3.6

	g) the organization shall have established procedures for incorporating continuous quality improvement in the product.
	8.4/ 8.5.1

	[bookmark: _Toc439150631][bookmark: _Toc439422270][bookmark: _Toc439422547][bookmark: _Toc440555491][bookmark: _Toc445384537]8.4 Assessment and improvement in the quality management system

	a) there shall be  a system for the assessment and improvement of quality management system;
	5.6/ 8.5

	b) there shall be  a system to collect view, feedbacks and reports on performance of quality management system;
	5.6/ 8.4

	c) there shall be  a system for detection of failures/ non conformities in quality management system;
	8.2.3 / 8.2.4 

	d) there shall be a system to initiate action to rectify the failures/ non conformities identified in the quality management system and prevent it’s reoccurrence.
	8.5.2
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