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	DECRETO 460/1997, DE 21 DE NOVIEMBRE, QUE REGULA LAS CONDICIONES PARA LA GESTIÓN DE LOS RESIDUOS SANITARIOS


	QUALITY MANAGEMENT SYSTEM

NUCLEAR MEDICINE DEPARTMENTS
	TERMS



1. Terms relating 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.

Capability : ability of an organization, system or process to realize a product that will fulfil the requirements for that product. 

2. Terms relating 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.

Top management : person or group of people who directs and controls an organization at the highest level. 

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. 

Quality improvement : part of quality management focused on increasing the ability to fulfil quality requirements. 

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

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

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

3. Terms relating to organization 

Organization : group of people and facilities with an arrangement of responsibilities, authorities and relationships  (Company, corporation, firm, enterprise, institution, charity, sole trader, association, or parts or combination thereof). 

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. (A customer can be internal or external to the organization). 

Supplier : organization or person that provides a product.

4. Terms relating to process and product 

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

Inputs to a process are generally outputs of other processes.

Processes in an organization are generally planned and carried out under controlled conditions to add value.

Product : result of a process. 

There are four generic product categories, as follows: 

— Services (e.g. transport); 

— Software (e.g. computer program, dictionary); 

— Hardware (e.g. engine mechanical part); 

— Processed materials (e.g. lubricant). 
Design and development : set of processes that transform requirements into specified characteristics or into the specification of a product, process or system.

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

Procedures can be documented or not. 

When a procedure is documented, the term “written procedure” or “documented procedure” is frequently used. The document that contains a procedure can be called a “procedure document”. 

5. Terms relating to characteristics 

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

6. Terms relating 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 other undesirable potential situation.

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

Correction : action to eliminate a detected nonconformity.

Deviation permit : permission to depart from the originally specified requirements of a product prior to realization.

7. Terms relating to documentation 

Information : meaningful data.

Document : information and its supporting medium.

EXAMPLE Record, specification, procedure document, drawing, report, standard. 

The medium can be paper, magnetic, electronic or optical computer disc, photograph or master sample, or a combination thereof. 

A set of documents, for example specifications and records, is frequently called “documentation”. 

Some requirements (e.g. the requirement to be readable) relate to all types of documents, however there can be different requirements for specifications (e.g. the requirement to be revision controlled) and records (e.g. the requirement to be retrievable). 

Specification : document stating requirements. 

Specification can be related to activities (e.g. procedure document, process specification and test specification), or products (e.g. product specification, performance specification and drawing). 

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

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.

Records can be used, for example, to document traceability and to provide evidence of verification, preventive action and corrective action.

Generally records need not be under revision control. 

8. Terms relating 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 according to a procedure.

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.

Qualification process : process to demonstrate the ability to fulfil specified requirements.

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

9. Terms relating to audit 

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

Audit programme : set of one or more audits planned for a specific time frame and directed towards a specific purpose. 

Audit criteria : set of policies, procedures or requirements used as a reference .

Audit evidence : records, statements of fact or other information which are relevant to the audit criteria and verifiable.

Audit findings : results of the evaluation of the collected audit evidence against audit criteria.

Audit conclusion : outcome of an audit provided by the audit team after consideration of the audit objectives and all audit findings.

Audit client : organization or person requesting an audit.

Auditee :organization being audited.

Auditor : person with the competence to conduct an audit.

Audit team : one or more auditors conducting an audit.

Technical expert : audit person who provides specific knowledge of or expertise on the subject to be audited.

Competence : demonstrated ability to apply knowledge and skills.

10. Terms related to quality assurance for measurement processes 

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

11. Terms Specific Nuclear Medicine:

Certificate, mark, declaration of conformity: document issued by the operator with reference to a lot, or other well identified stock of produce, certifying under his own responsibility that compliance with requisites defined by the Production Standard or legislation in force is observed.

Check: Monitor and measure processes and product against policies, objectives and requirements for the product report the results.

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 in a quantity higher than 0.01 ppm. Accidents or pollution are not caused by the direct Hill of the operator to use those products, but they are however ascribable to him due to non-adoption of adequate precautionary measures aimed at their prevention.

Inspection: Activities such as measuring, examining, testing, gauging one or more characteristics of a product or service and comparing these with specified requirements to determine conformity. 

Operator: The individual or legal entity producing, preparing or importing from third countries products from organic farming to be traded, or trading those products. The operator is the party responsible of guaranteeing that products satisfy and, if applicable, keep satisfying the requisites on which certification is based.

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 time’s severity.

Security: Attributes of software that bears 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. In vitro procedures 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. In vivo procedures are when 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 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 words "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.
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