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0. INTRODUCTION 

0.1 Quality Manual revision status 

	Revision
	Date of issue
	Description of change

	00
	
	Initial release

	
	
	


0.2. Quality Manual approval

	
	Author
	Approved by

	Name:
	
	

	Title:
	Quality Manager
	Medical Director

	Date:
	

	Signature:
	
	


0.3 NMD history

The NMD is a Nuclear Medicine department that was created in ______. NMD offers the latest in nuclear medicine technology to diagnose disease earlier and more accurately. A skilled team of radiologists uses the appropriate material to help identify abnormalities very early in the progression of disease, allowing for a better prognosis.

Nuclear medicine is a specialized area of radiology, which uses small amounts of radioactive materials to examine organ function and structure. Nuclear medicine procedures are painless and do not require anaesthesia. Patients are given a radioactive substance called a radioisotope either orally or by injection. The absorption process lasts anywhere from two to four hours. The level of radiation in the medication is very low and harmeless to the patient, the amount used is comparable to that received during an X-ray.

Depending on the type of scan, the patient is scanned immediately or once the medication is fully absorbed.

Nearly 100 nuclear medicine imaging procedures are used to diagnose a variety of ailments including strokes, Alzheimer’s disease, and blood cell disorders; as well as evaluating gallbladder, thyroid and heart function; and measure the effectiveness of bypass surgery, extent of tumours, etc. Children often undergo nuclear medicine procedures to evaluate bone pain, injuries, infection, kidney and bladder function.

The NMD covers the whole spectrum of medical diagnostic and investigational use of "unsealed" radio nuclides, plus their therapeutic applications. The NMD is committed to it is safe practice and high quality service. The main Nuclear Medicine therapies developed are: (fill with the medicine nuclear therapies that take place in your NMD)
Single photon emission computed tomography (SPECT) 

Positron emission tomography (PET) imaging.

Therapeutic radiopharmaceutical
The department has xxxx m2 to develop Nuclear Medicine activities: (fill with the activities that take place in your NMD)
Reception and administrative tasks

Diagnostic imaging department

Offices

Warehouse

The Nuclear Medicine department is run by a multidisciplinary health care team. This comprises medical staff, hospital physicists, radiopharmacists, medical technical officers, radiographers, nurses and other staff. They all have a role to play in the delivery of a quality service within the NMD. 

1. SCOPE 

1.1 General 

The NMD has established, documented and implemented a Quality Management System that is maintained with the intent to continually improve its effectiveness and efficiency, enabling the NMD to achieve the expectations of its Quality Policy, and satisfy its customers. Quality Management System standardizes the processes at all NMD facilities, as much as possible, to ensure consistency in providing superior, quality and safe services to its patients. 

The NMD management ensures availability of resources and information necessary to support the operation and monitoring of processes. Through the use of self-assessments, data analysis, verification activities and management review, management ensures the Quality Management System is effective.

This manual establishes compliance with ISO 9001: 2000.

The adoption of a quality management system should be a strategic decision of a NUCLEAR MEDICINE DEPARTMENT (NMD). The design and implementation of an NMD's quality management system is influenced by varying needs, particular objectives, the products provided, the processes employed and the size and structure of the NMD. 

The NMD quality management system:
· Demonstrates the ability to consistently provide product (final report) to customers and identify their requirements.

· Aims to enhance customer satisfaction through the effective application of a quality management system, including processes for continual improvement of the system assuring the customer of our conformity and application of regulations.
1.2 Application 

All requirements of this International Standard are applicable to NMD organization.

2. NORMATIVE REFERENCE 

The following normative documents contain provisions that are referenced throughout this text:

ISO 9000:2000
Quality management systems – Fundamentals and vocabulary

ISO 9001:2000
Quality management systems - Requirements

ISO 9004:2000
Quality management systems – Guidelines for performance improvements

3. TERMS AND DEFINITIONS 

For the purposes of this quality manual, the terms and definitions given in ISO 9000 apply. 

TERMS RELATED TO QUALITY 

Quality: degree to which a set of inherent characteristics fulfils requirements. The term “quality” can be used with adjectives such as poor, good or excellent. 

Requirement: need or expectation that is stated, generally implied or obligatory. 

Customer satisfaction: customer's perception of the degree to which the customer's requirements have been fulfilled.

TERMS RELATED TO MANAGEMENT
System: set of interrelated or interacting elements. 

Management system: system to establish policy and objectives and to achieve those objectives. 

Quality management system: management system to direct and control an organization with regard to quality. 

Quality policy: overall intentions and direction of an organization related to quality as formally expressed by top management.

Quality objective: something sought, or aimed for, related to quality. 

Management: coordinated activities to direct and control an organization.

Quality management: coordinated activities to direct and control an organization with regard to quality.

Quality planning: part of quality management focused on setting quality objectives and specifying necessary operational processes and related resources to fulfil the quality objectives. 

Quality control: part of quality management focused on fulfilling quality requirements. 

Quality assurance: part of quality management focused on providing confidence that quality requirements will be fulfilled. 

Continual improvement: recurring activity to increase the ability to fulfil requirements.

Effectiveness: extent to which planned activities are undertaken and planned results achieved. 

Efficiency: relationship between the result achieved and the resources used. 

TERMS RELATED TO ORGANIZATION 

Organization: group of people and facilities with an arrangement of responsibilities, authorities and relationships. 

Organizational structure: arrangement of responsibilities, authorities and relationships between people. 

Infrastructure: organization system of facilities, equipment and services needed for the operation of an organization. 

Work environment: set of conditions under which work is performed (conditions include physical, social, psychological and environmental factors, such as temperature, recognition schemes, ergonomics and atmospheric composition). 

Customer: organization or person that receives a product. Customer can be internal or external to the organization. The NMD has three types of customers: patients, physicians and external organizations. 

Supplier: organization or person that provides a product.

TERMS RELATED TO PROCESS AND PRODUCT 

Process: set of interrelated or interacting activities, which transforms inputs into outputs.

Product: result of a process. 

Traceability: ability to trace the history, application or location of that which is under consideration.

TERMS RELATED TO CONFORMITY 

Conformity: fulfilment of a requirement. 

Nonconformity: non-fulfilment of a requirement.

Defect: non-fulfilment of a requirement related to an intended or specified use.

Preventive action: action to eliminate the cause of a potential nonconformity or any other undesirable potential situation.

Corrective action: action to eliminate the cause of a detected nonconformity or any other undesirable situation.

Correction: action to eliminate a detected nonconformity.

TERMS RELATED TO DOCUMENTATION 

Document: information and its supporting medium.

Specification: document stating requirements. 

Quality manual: document specifying the quality management system of an organization.

Procedure: specified way to carry out an activity or a process.

Quality plan: document specifying which procedures and associated resources shall be applied by whom and when to a specific project, product, process or contract.

Record: document stating results achieved or providing evidence of activities performed.

TERMS RELATED TO EXAMINATION 

Objective evidence: data supporting the existence or verity of something.

Inspection: conformity evaluation by observation and judgement accompanied as appropriate by measurement, testing or gauging.

Test: determination of one or more characteristics using nuclear medicine equipment.
Verification: confirmation, through the provision of objective evidence, that specified requirements have been fulfilled.

Validation: confirmation, through the provision of objective evidence, that the requirements for a specific intended use or application have been fulfilled.

Review: activity undertaken to determine the suitability, adequacy and effectiveness of the subject matter to achieve established objectives.

Audit: systematic, independent and documented process for obtaining audit evidence and evaluating it objectively to determine the extent to which audit criteria are fulfilled. 

Auditor: person with the competence to conduct an audit.

Technical expert: person who has specific knowledge of or expertise in the subject to be audited.

Measuring equipment: measuring instrument, software, measurement standard, reference material or auxiliary equipment or combination thereof necessary to realize a measurement process.

SPECIFIC NUCLEAR MEDICINE TERMS:

Certificate, mark, declaration of conformity: document issued by the operator with reference to batch number, or other well identified stock, certifying under their own responsibility that compliance with requisites defined by the Production Standard current legislation is observed.

Check: set of operations required to ensure that measuring equipment conforms to the requirements for indented use. 
Computer program: Schedule or plan that specifies actions expressed in a form suitable for execution by a computer. 

Indirect Environmental Contamination (IEC) or accident: Forms of pollution caused by residues of non-compliant products. 
Inspection: Activities such as measuring, examining, testing, gauging one or more characteristics for a product or service and comparing these with specified requirements to determine conformity. 

Product certificate: document issued by the Certification Organisation with reference to a lot, or other well identified stock of produce, certifying with a reasonable reliability that compliance with requisites defined by the Production Standard or legislation in force is observed.

Protection measures: Provisions taken to reduce severity.

Risk: Measure of danger calculated by multiplying probability by severity.

Security: Attributes of software relating to on its ability to prevent unauthorized access, whether accidental or deliberate, to programs and data. 

CT: Computed Tomography shows organs of interest at selected levels of the body.
Gamma Camera: The basic instrument used to produce a nuclear medicine image.
In Vitro: These activities are done in test tubes. Radioimmunoassay (RIA) is a special type of in vitro procedure that combines the use of radiochemicals and antibodies to measure the levels of hormones, vitamins, and drugs in a patient's blood.

In Vivo: Trace amounts of radiopharmaceuticals are given directly to a patient. The majority of nuclear medicine procedures are in vivo.  

MRI: Magnetic Resonance Imaging produces images, which are the visual equivalent of a slice of anatomy.

Nuclear Medicine Imaging Techniques: The following techniques are used in the diagnosis, management, treatment, and prevention of disease. Nuclear medicine is unique in that it often allows for diagnostic information to be discerned prior to the onset of physical symptoms.
Nuclear Medicine Scan: The images produced as the result of a nuclear medicine procedure, often referred to as the actual procedure, examination or test.

PET: Positron Emission Tomography produces high energy, 3-D computer-reconstructed images measuring and determining the function or physiology in a specific organ, tumour, or any other metabolically active site.

Planar: Provides a two-dimensional view of the process or function of the organ being imaged.

Radiopharmaceutical: Also referred to as tracer or radionuclide. The basic radioactively tagged compound necessary to produce a nuclear medicine image.

SPECT: Single Photon Emission Computed Tomography provides 3-D computer-reconstructed images of multiple views and function of the organ.

Tomography: From the Greek language "to cut or section" (tomos) and "to write" (graphein). A method of separating interference from the area of interest by imaging a cut section of the object.

4. QUALITY MANAGEMENT SYSTEM 

4.1 General requirements 

The NMD establishes, documents, implements and maintains a quality management system as well as continually improving its effectiveness in accordance with the requirements of the ISO 9001:2000. The Process Map (DC-005) describes the processes and the interactions between those, realized by the NMD:


The NMD: 

· identifies the processes needed for the quality management system and their application throughout the NMD, 

· determines the sequence and interaction of these processes, 

· determines criteria and methods needed to ensure that both the operation and control of these processes are effective, 

· ensures the availability of resources and information necessary to support the operation and monitoring of these processes, 

· monitors, measures and analyses these processes, and 

· implements actions necessary to achieve planned results and continual improvement of these processes. 

These processes are managed by NMD in accordance with the requirements of the ISO 9001:2000. When NMD chooses to outsource any process that affects product conformity with requirements, the NMD shall ensure control over such processes. Control of such outsourced processes shall be identified within the quality management system. 

4.2 Documentation requirements 

4.2.1 General 

The quality management system documentation of NMD includes: 

· documented statements of a quality policy and quality objectives, 

· a quality manual, 

· documented procedures required by ISO 9001:2000, 

· procedures guidelines needed by NMD to ensure the effective planning, operation and control of its processes, and 

· records required by ISO 9001:2000. 

The next picture draws the structure of the quality management system documentation:


The procedures include requirements and guidelines to realize and verify the activities of the quality management system. Procedures guidelines must be classified as: (If is necessary, complete or delete with your NMD specific procedures guidelines)

· general procedures,

· procedures of clinical work, 

· procedures of radiopharmacy work,

· procedures of radiophysics work,

· technical procedures for any equipment.
4.2.2 Quality manual 

The NMD establishes and maintains this quality manual, which includes: 

· the scope of the quality management system, including details of and justification for any exclusions (Chapter 1.2), 

· the reference to documented procedures established for the quality management system, 

· a description of the interaction between the processes of the quality management system, Process Map  (DC-005). 

4.2.3 Control of documents 

Procedure DOCUMENTS CONTROL (GP-001) defines the controls needed:

· to approve documents for adequacy prior to issue,

· to review and update as necessary and re-approve documents,

· to ensure that changes and the current revision status of documents are identified,

· to ensure that relevant versions of applicable documents are available at points of use,

· to ensure that documents remain legible and readily identifiable,

· to ensure that documents of external origin are identified and their distribution controlled, and

· to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are retained for any purpose. 

4.2.4 Control of records 

Procedure RECORD CONTROL (GP-002) determinates how records are established and maintained to provide evidence of conformity to requirements and of the effective operation of the quality management system. Records remain legible, readily identifiable and retrievable. This procedure describes the controls needed for the: 

· identification, 

· storage, 

· protection, 

· retrieval, 

· retention time and disposition of records. 

5. MANAGEMENT RESPONSIBILITY 

5.1 Management commitment 

Medical Director provides evidence of his commitment to the development and implementation of the quality management system and the continual improvement of its effectiveness by:

· communicating to the NMD the importance of meeting customer, as well as statutory and regulatory, requirements, 

· establishing the quality policy, 

· ensuring that quality objectives are established, 

· conducting management reviews, and 

· ensuring the availability of resources. 

Procedure MANAGEMENT REVIEW (GP-003) is used by Medical Director and Quality Manager to review the quality policy, quality objectives, availability of resources, and other topics integral to the NMD quality system.
5.2 Customer focus 

Medical Director certifies that customer requirements are determined and are met with the aim of enhancing customer satisfaction. The methodology to know the customers requirements is outlined in chapter 7, section 2.1 and chapter 8, section 2.1. 

5.3 Quality policy 

Senior management of the NMD guarantee that the quality policy (DC-002) is appropriate to our purpose and complies with requirements, as well as continually improving the effectiveness of the quality management system. 

Mission:

· To provide nuclear medicine examination and therapy of the highest quality.

Vision:

· To create growth and profitability for our department and our customer.

· To be a leading nuclear medicine department by providing innovative services.

· To meet or exceed customer expectations for performance, quality, new technologies, and technical information.

· To explore and evaluate new examinations using new technologies.

Strategic objectives:

· Customer satisfaction.

· Continual improvement.

· Technical competence.

· High quality level practice in our examination and therapy.

· To develop our service in accordance with current legislation. 

· Team work and continual personnel training.

5.4 Planning 

5.4.1 Quality objectives 

Quality Objectives (DC-003) is the document which defines the quality objectives, including those needed to meet requirements for a product, and which are established at relevant functions and levels within the NMD. The quality objectives are measurable and consistent with the quality policy. 

5.4.2 Quality management system planning 

The Medical Director guarantees that 

· 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, and 

· the integrity of the quality management system is maintained when changes to the quality management system are planned and implemented. 

5.5 Responsibility, authority and communication 

5.5.1 Responsibility and authority 

The Medical Director guarantees that responsibilities and authorities are defined and communicated within the NMD. (DC-004)

JOB DESCRIPTION (DC-006/xx) is the document where each work that takes place in the NMD is defined and determined, and explains the most relevant characteristics and gives the information to define each work place properly. 

5.5.2 Management representative 

The Quality Manager, irrespective of other responsibilities, has responsibility and authority that includes: 

· ensuring that processes needed for the quality management system are established, implemented and maintained, 

· reporting to Senior management on the performance of the quality management system and any need for improvement, and 

· ensuring the promotion of awareness of patient’s requirements throughout the NMD. 

5.5.3 Internal communication 

Medical Director ensures that appropriate communication processes are established within NMD and that communication takes place regarding the effectiveness of the quality management system. 

	Communication type
	Communication channel
	Information given

	 
	· INTERNAL REPORTS

· MEETINGS

· ANNOUNCEMENTS
	· Quality Policy and Quality Objectives

· Indicators evolution 

· Results obtained

	
	· INTERNAL REPORTS

· MEETINGS  
	· Procedures information

· Information for improvement teams

· Indicators evolution

· Corrective/Preventive Actions

	
	· PERSONNEL MEETINGS 

· INTERNAL REPORTS
	· Suggestions 

· Corrective/Preventive Actions 

· Internal information


5.6 Management review 

5.6.1 General 

The Medical Director and the Quality Manager meet to review the adequacy and effectiveness of the NMD Quality Management System on an ongoing basis throughout the year. The process needed to promote activities, which are connected with quality management, are explained in procedure MANAGEMENT REVIEW (GP-003). 

5.6.2 Review input 

The input to management review includes information on: 

· results of audits,

· customer feedback,

· process performance and product conformity,

· status of preventive and corrective actions,

· follow-up actions from previous management reviews,

· changes that could affect the quality management system, and

· recommendations for improvement.

5.6.3 Review output 

The output from the management review includes any decisions and actions related to: 

· improvement of the effectiveness of the quality management system and its processes, 

· improvement of products related to customer requirements, and 

· resource needs. 

6. RESOURCE MANAGEMENT 

6.1 Provision of resources 

Adequate human resources and high quality equipment are provided for managing, performing and verifying activities affecting quality and to enhance customer’s satisfaction by meeting customer’s requirements.

The NMD has the necessary personnel for implementing, maintaining and continually improving the efficiency of the management quality system, and to increase the customer’s satisfaction through the fulfilment of its requirements. 

The NMD determines and provides the resources needed 

· to implement and maintain the quality management system and continually improve its effectiveness, and 

· to enhance customer satisfaction by meeting customer requirements. 

6.2 Human resources 

6.2.1 General 

The Medical Director has authority based on determinates and specifies workplace characteristics and adequate education, training, skills and experience to do it. JOB DESCRIPTION (DC-006/xx) determines the main requirements needed in each job (workplace).

6.2.2 Competence, awareness and training 

Procedure TRAINING (GP-004) defines management’s role as:    

· determining the necessary skills for personnel performing work affecting product quality,

· providing training or take other actions to satisfy these needs,

· evaluating the effectiveness of the actions taken,

· ensuring that its personnel are aware of the relevance and importance of their activities and how they contribute to the achievement of the quality objectives, and 

· maintaining appropriate records of education, training, skills and experience. 

6.3 Infrastructure 

The NMD determines, provides and maintains safe equipment and infrastructure that meets current accepted standards of performance and conformity to product requirements. Form EQUIPMENT AND INFRASTRUCTURE LIST (F-008) defines:

· Nuclear medicine equipment  

· Medical equipment

· I.T hardware and software equipment

· Support equipment and

· Buildings, workspace and associated utilities,

Procedure MAINTENANCE (GP-005) defines which methodology is necessary to carry out the appropriate control on each instrument to ensure safe and high-quality equipment.

6.4 Work environment 

The Medical Director promotes well-being in workplace through promoting safety and reducing the critical points into each workplace, as well as determining and ensuring conformity to product requirements.

7. PRODUCT REALIZATIONS 

7.1 Planning of product realization 

The NMD plans and develops the processes needed for product realization and it is consistent with the requirements of the other processes in the quality management system.

In planning product realization, NMD determines the following, as appropriate:

· quality objectives and requirements for the product.

· the need to establish processes, documents, and provide resources specific to the product;

· required verification, validation, monitoring, inspection and test activities specific to the product and the criteria for product acceptance; 

· records needed to provide evidence that the realization processes and resulting product meet requirements. 

7.2 Customer-related processes 

7.2.1 Determination of requirements related to the examination / therapy 

Medical Director determines:

· requirements specified by the customer, including the requirements of the delivery and post-delivery report,

· requirements not stated by the customer but necessary for specified or intended use, where known,

· statutory and regulatory requirements related to patient preparation, image acquisition, therapy and report, 

· any additional requirements determined by the NMD.

7.2.2 Review of requirements related to the examination / therapy

The Medical Director reviews the requirements related to the examination / therapy. This review is conducted prior to the NMD's commitment to supply an examination / therapy to the customer and ensures that: 

· examination / therapy requirements are defined,

· request requirements differing from those previously expressed (catalogue of services) are resolved, and

· the NMD has the ability to meet the defined requirements.

Records of the results of the review and actions arising from the review are maintained (catalogue of services and request).

Where the customer provides no documented statement of requirement (request), the customer requirements are confirmed by NMD before acceptance. 

Where examination / therapy requirements are changed, NMD ensures that relevant documents are amended and that relevant personnel are made aware of the changed requirements. 

The customer relation process follows procedure CUSTOMER RELATIONSHIPS (GP-006).

7.2.3 Customer communication 

Medical Director determines and implements effective arrangements for communicating with customers in relation to: 

· service information, the NMD has qualified personnel to give accurate information about the different examination and therapy, and answer technical questions,
· enquiries, requests, including amendments, and 

· customer feedback, including customer complaints. Customer complaints are handled through the corrective action system as described in procedure CORRECTIVE AND PREVENTIVE ACTIONS (GP-016).

7.3 Design and development 

The NMD performs new techniques or uses new equipment, the establishment of which must be a development of a new process. The actions needed to develop a new process are described in procedure DEVELOPMENT OF NEW PROCESSES (GP-010). 
7.4 Purchasing 

7.4.1 Purchasing process 

The NMD ensures that a purchased product conforms to specified purchase requirements. The type and extent of control applied to the supplier and the purchased product shall be dependent upon the effect of the purchased product on NMD processes. 

The NMD evaluates and selects suppliers based on their ability to supply product or service in accordance with the NMD's requirements. Criteria for selection, evaluation and re-evaluation are defined in procedure SUPPLIER EVALUATION (GP-007), and all the records obtained in consequence of the results of this evaluation or any necessary actions arising from the evaluation are maintained.

The NMD applies this procedure on products and services which could modify examination / therapy. These products are:  (complete with the most important products purchased, which are been implicated in quality requirements)  

· Radiopharmaceutical

· Medication

7.4.2 Purchasing information 

Procedure PURCHASING (GP-008) defines all product information required, as purchasing documents must contain clear descriptions of the products ordered, and for such documents, the procedure determines that they have to be reviewed and endorsed by an authorized signatory prior to release. 

7.4.3 Verification of purchased product 

Delivered products are checked for correctness against purchase order, and examined for damage or faults. Defective products are segregated and labelled to prevent their inadvertent use. When nonconformity is detected, the procedure CONTROL OF NONCONFORMING PRODUCTS (GP-015) starts to resolve it properly. 

7.5 PRODUCTION AND SERVICE PROVISION 

The most important objective of NMD is the comfort of patient. Thus, staff of NMD is trained to inform patients about examination / therapy and about its procedure. 

To achieve a quality and relaxed atmosphere and provide a quality service to our patients, it is necessary to carry out efficiently all the services offered in NMD, such as: appointment, adequate waiting rooms, safe cloakrooms, and an atmosphere adapted to younger patients.  

7.5.1 Control of production and service provision 

The NMD plans and carries out its activities under controlled conditions, as applicable:
· the availability of information that describes the characteristics about the way to obtain the report,

· the availability of procedures guidelines, as necessary,

· the use of suitable and safe equipment,

· the availability and use of monitoring and measuring devices,

· the implementation of monitoring and measurement, and

· the implementation of release, delivery and post-delivery report,

Procedure PRODUCT MANAGEMENT (GP-009) describes:

Patient Identification: for all examination / therapy it is necessary to have a correct process to ensure an accurate patient identification prior to initiating the clinical examinations and therapies. 

Clinical indications: it is necessary to prepare the patient before carrying out the clinical examination / therapy. Patient’s information consists in informing and preparing the patients before the clinical procedure, for this, it is important to give instructions about such things as food or diet restrictions, if any withholding or non-withholding of medication or other relevant information such as skin preparation, wound care, changing or removal of dressings or casts.

Authorized user: if it is necessary, this is an authorization to do the clinical examination. The authorization contains the patient’s name, age, radiopharmaceutical or therapy… with the authorized user’s signature and date. 

Radiopharmacy: has reference to the appropriate guidelines that describes the procedure to undertake radiopharmacy drugs dosage for the specific patient’s procedure. In addition, protocols exits for non-radioactive drugs treatments.
Image acquisition: instrumentation, acquisition modality, optional images, image processing, interpretation criteria

Therapy: instrumentation, oral administration…
Report: the nuclear medicine physician should record appropriate information regarding the patient, especially type of examination, date, radiopharmaceutical (administered activity and route), a summary of patient history, all correlated data from previous diagnostic studies and the clinical problem. The report describes:

· the procedure,

· findings,

· comparative data,

· interpretation.

7.5.2 Validation of processes for production and service provision 

The NMD validates any processes for production and service provision where the resulting output cannot be verified by subsequent monitoring or measurement. This includes processes where deficiencies become apparent only after the product is in use or the service has been delivered. Validation demonstrates the ability of these processes to achieve planned results. The NMD establishes arrangements for these processes including, as applicable

· defined criteria for review and approval of the processes,

· approval of equipment and qualification of personnel,

· use of specific methods and procedures,

· requirements for records, and

· revalidation.

Some activities can not be verified using control and test activities.

7.5.3 Identification and traceability 

Procedure TRACEABILITY (GP-011) describes the actions taken to ensure traceability during the service, which starts with the patient’s request and ends in a report being issued. 

7.5.4 Customer property 

To develop the different explorations and therapies, the patient may need to leave some properties in cloakrooms or other areas. For this, the NMD takes care of customer property while it is under the NMD’s supervision. 

Moreover, the NMD determines all the information obtained about patient’s health condition is anonymous and confidential, for this the NMD protects and safeguards customer property in an appropriate way. If any customer property is lost, damaged or otherwise found to be unsuitable for use, this shall be reported to the customer and records maintained.

7.5.5 Preservation of product 

The NMD preserves the conformity of product (images, report…) during internal processing and delivery to the intended destination. This preservation shall include identification, handling, packaging, storage and protection of all the documents and products obtained during patient preparation, image acquisition and clinical report processes, at all times preserving the patient’s confidentiality.

7.6 Control of monitoring and measuring devices 

Procedure CONTROL OF MONITORING AND MEASURING DEVICES (GP-012) assures equipment and instrumentation used in NMD must be in good working condition. Equipment and instrumentation must be routinely inspected for safety and proper functionality and records kept on file. 

NMD’s equipment and instrumentation: (complete the list with the most relevant equipment and instrumentation used into your NMD)

· Gamma camera xxx

8. MEASUREMENT, ANALYSIS AND IMPROVEMENT 

8.1 General 

The Medical Director plans and implements the monitoring, measurement, analysis and improvement processes needed 

· to demonstrate conformity of the product, 

· to ensure conformity of the quality management system, and 

· to continually improve the effectiveness of the quality management system. 

This includes determination of applicable methods, including statistical techniques, and the extent of their use. 

8.2 Monitoring and measurement 

8.2.1 Customer satisfaction 

Procedure CUSTOMER SATISFACTION (GP-013) determines the methods needed for obtaining and using customer’s information, and to whether NMD has met customer requirements. 

Customer satisfaction is evaluated using CUSTOMER SATISFACTION QUESTIONNAIRE (F-012) and the results of the data values are been in CUSTOMER SATISFACTION REPORT (F-013)

8.2.2 Internal audit 

NMD’s auditor conducts internal audits at planned intervals to determine whether the quality management system 

· conforms to the planned arrangements to the requirements of ISO 9001:2000 and to the quality management system requirements established by the NMD, and 

· is effectively implemented and maintained. 

Procedure INTERNAL QUALITY AUDITS (GP-014) establishes an audit programme, taking into consideration the status and importance of the processes and areas to be audited, as well as the results of previous audits. Moreover, this procedure defines the audit criteria, scope, frequency and methods, the responsibilities and requirements for planning and conducting audits, and for reporting results and maintaining records are defined in a documented procedure. 

INTERNAL AUDITOR QUALIFICATION (F-019) determines required skills for the auditor, as ability to be objective and impartial during audit process. Auditors do not audit their own work. 

The management responsible for the area being audited ensures that actions are taken without undue delay to eliminate detected nonconformities and their causes following the procedure CORRECTIVE AND PREVENTIVE ACTIONS (GP-016). Follow-up activities shall include the verification of the actions taken and the reporting of verification results. 

8.2.3 Monitoring and measurement of processes 

The NMD applies evolution indicators for monitoring and, where applicable, measuring of quality management system processes. These methods demonstrate the ability of the processes to achieve planned results. When planned results are not achieved, correction and corrective action are taken, as appropriate, to ensure conformity of the product. 

8.2.4 Monitoring and measurement of product 

The equipment has a respective procedure to monitor and measure equipment and instrumentation used in NMD. It permits verifying product requirements and carrying out realization process at appropriate stages of the report in accordance with the planned arrangements.

Evidence of conformity with the acceptance criteria is maintained. Records indicate the person(s) authorizing release of product. 

Product release and service delivery shall not proceed until the planned arrangements have been satisfactorily completed, unless otherwise approved by a relevant authority and, where applicable, by the customer.  The guideline procedures have information about:
· Controls and tests on reception 

· Controls and tests during the process 

· Controls and tests at the end of the process

· Controls and tests records

8.3 Control of nonconforming product 

Procedure CONTROL OF NONCONFORMING PRODUCT (GP-015) defines the controls and related responsibilities and authorities with a nonconforming product. Moreover, it determines records of the nature of nonconformities and any subsequent actions taken, including concessions obtained, are maintained. 

NMD deals with nonconforming products in one or more of the following ways: 

· by taking action to eliminate the detected nonconformity; 

· by authorizing its use, release or acceptance under concession by a relevant authority and, where applicable, by the customer; 

· by taking action to preclude its original intended use or application. 

When a nonconforming product is corrected it can be subject to re-verification to demonstrate conformity to the requirements. When nonconforming product is detected after delivery or use has started, the NMD takes appropriate action regarding the effects, or potential effects, of the nonconformity. 

8.4 Analysis of data 

The NMD determines, collects and analyses appropriate data to demonstrate the suitability and effectiveness of the quality management system and to evaluate where continual improvement of the effectiveness of the quality management system can be made. This includes data generated as a result of monitoring and measurement and from other relevant sources. 

NMD analyzes all data to provide information relating to 

· customer satisfaction, 

· conformity to product requirements,

· characteristics and trends of processes and products including opportunities for preventive action, and 

· suppliers. 

The NMD develops a document with all this information, SCORECARD/INDICATORS (F-014)
8.5 Improvement 

8.5.1 Continual improvement 

The NMD continually improves the effectiveness of the quality management system through the use of the quality policy, quality objectives, audit results, analysis of data, corrective and preventive actions and management review. 

8.5.2 Corrective action 

Procedure CORRECTIVE AND PREVENTIVE ACTIONS (GP-016) takes action to eliminate the cause of nonconformities in order to prevent any recurrence. Corrective actions are appropriate to the effects of the nonconformities encountered. GP-016 establishes requirements for 

· reviewing nonconformities (including customer complaints), 

· determining the causes of nonconformities, 

· evaluating the need for action to ensure that nonconformities do not recur, 

· determining and implementing action needed, 

· records of the results of action taken, and 

· reviewing corrective action taken. 

8.5.3 Preventive action 

Procedure CORRECTIVE AND PREVENTIVE ACTIONS (GP-016) determines action to eliminate the causes of potential nonconformities in order to prevent their occurrence. Preventive actions are appropriate to the effects of the potential problems. Procedure CORRECTIVE AND PREVENTIVE ACTIONS (GP-016) establishes requirements for

· determining potential nonconformities and their causes,

· evaluating the need for action to prevent occurrence of nonconformities,

· determining and implementing action needed,

· records of results of action taken, and

· reviewing preventive action taken.

 





QUALITY POLICY AND OBJECTIVES





GENERAL PROCEDURES





 





RECORDS








IMAGE ACQUISITION 








THERAPY





QUALITY POLICY AND OBJECTIVES





 





 








PATIENT PREPARATION





Descendent





QUALITY MANUAL





PROCEDURES GUIDELINES





IMAGE 


+ 


REPORT





 





 





 





Horizontal





Quality system





Health and safety





Ascendant





Technical Resources





Maintenance








FINANCE CONTROL








REPORT MANAGEMENT





Waste control





Filing system





Purchasing











Customers














 Patients





Doctors





Medical Insurance











RECEPTION











Customers








 Patients





Doctors





Medical Insurance











SUPPORT PROCESSES





KEY PROCESSES





MANAGEMENT PROCESSES





Management review





Human Resources





Relationship with Scientific Societies 





Customer relationship





ADMINISTRATION





TECHNICAL PROCESSES





CUSTOMER SERVICE











Strategic Planning





Quality manager





Finance





Nuclear Medicine Technician





Secretary





Nuclear Medical





Radiopharmacist 





Radiophysician





Medical staff





Medical technical officers 





Nursing staff/team





Administration





Medical Director









	DC-001
	Revision:   00
	Date:   
	Page: 29 of 30



