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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
	Guide



	Steps in the QMS
	What to do?
	Documents

	1
	Read all documents:

“QUALITY INFORMATION”
	Quality management principles (TD-001)

Quality managements systems (TD-002)

Process approach (TD-003)

Terms (TD-004)

	2
	QUALITY MANUAL

	2.1
	Initiate into the adaptation of Quality Manual in your Nuclear Medicine Department.
	Quality Manual (DC-001)

	2.2
	Quality policy:

· To define the states of NMD Quality Policy.
	Quality Policy (DC-002)

	2.3
	Organization:

· Identify the NMD jobs.

· Design the organization chart.
	Organization chart (DC-004)

	2.4
	Process Map:

· Identify all NMD processes

· To classify in:

Management Processes, 

Key Processes, 

Support Processes.

· Design the Process Map.
	Process Map (DC-005)

	2.5
	Identify the General Procedures 
	General Procedures (GP-xxx)

	3
	GENERAL PROCEDURES

	3.1
	Codify documentation of quality system
	Document control list (F-001)

	3.2
	Approve procedure’s form
	General procedure form (F-002)

	3.3
	Initiate and establish NMD procedures: Determine activities needed to achieve the intended outputs of the process.
· Purpose.

· Inputs.

· Activities.

· Outputs.

· Procedure description.

· Associated documents.

· Records.

· Indicators.
	General Procedures (GP-xxx)

	3.4
	To plan the implementation of general procedures
	Planning general procedures

	3.5
	Create general procedures DOCUMENTS CONTROL and RECORD CONTROL   
	Documents control (GP-001)

Record control (GP-002)

	4
	GUIDELINES

	4.1
	Approve equipment procedure’s form
	Equipment procedure form (F-003)

	4.2
	To make an inventory of NMD equipment
	Equipment and infrastructure list (F-008)

	4.3
	Develop the procedures of any equipment.
	Equipment procedure form (F-003)

	4.4
	Approve medical guideline’s form
	Procedure guideline form (F-004)

	4.5
	To inventory of the NMD examination and therapy.
	Catalogue of services (DC-008)

	4.6
	Develop the medical procedure guideline:

· clinical work

· radiopharmacy work

· radiophysics work.
	Procedure guideline form (F-004)

	5
	HUMAN RESOURCES 

	5.1
	Determine the necessary competence for personnel performing work affecting service quality
	Job description (DC-006 / xx)

Organization chart (DC-004)

	5.2
	Realize personnel card each worker.
	Personnel card (F-007)

	5.3
	Provide training to personnel
	Training report (F-006)

	5.4
	Evaluate the effectiveness of actions taken in NMD
	Training report (F-006)

	5.5
	Maintain appropriate records of education, training, skills and experience
	Personnel card (F-007)

	5.6
	Identify measures and monitoring criteria for process control and process performance, to determine the effectiveness and efficiency of the process
	Training (GP-004)

Scorecard / indicators (F-014)

	5.7
	Create general procedure TRAINING
	Training (GP-004)

	5.8
	Training of new employed
	New employment orientation (DC-007)

	6
	EQUIPMENT

	6.1
	Determine the infrastructure needed to achieve conformity to service requirements
	Equipment and infrastructure list (F-008)

	6.2
	Create an up-date equipment card
	Equipment description (F-009)

	6.3
	Record corrective maintenance actions
	Equipment description (F-009)

	6.4
	Record preventive maintenance actions
	Preventive maintenance records (F-010)

	6.5
	Identify measures and monitoring criteria for process control and process performance, to determine the effectiveness and efficiency of the process
	Maintenance (GP-005)

Scorecard / indicators (F-014)

	6.6
	Create general procedure MAINTENANCE
	Maintenance (GP-005)

	7
	CUSTOMER RELATIONSHIP

	7.1
	Determine the requirements specified by the customer and statutory and regulatory requirements
	Catalogue of services (DC-008)

	7.2
	Realize the catalogue of services
	Catalogue of services (DC-008)

	7.3
	Determine the exam solicitude’s form
	Customer relationship (GP-006)

	7.4
	Determine and implement effective arrangements for communicating with customers
	Customer relationship (GP-006)

	7.5
	Identify measures and monitoring criteria for process control and process performance, to determine the effectiveness and efficiency of the process
	Customer relationship (GP-006)

Scorecard / indicators (F-014)

	7.6
	Create general procedure CUSTOMER RELATIONSHIP
	Customer relationship (GP-006)

	8
	PURCHASING

	8.1
	Evaluate and select the appropriates suppliers, based on their ability to supply product / service in accordance with the NMD's requirements
	Supplier evaluation (GP-007)

	8.2
	Realize the approved supplier’s list
	Approved supplier list (F-011)

	8.3
	Create general procedure SUPPLIER EVALUATION
	Supplier evaluation (GP-007)

	8.4
	Specify the process of purchasing
	Supplier order 

	8.5
	Create general procedure PURCHASING
	Purchasing (GP-008)

	8.6
	Identify measures and monitoring criteria for process control and process performance, to determine the effectiveness and efficiency of the process
	Supplier evaluation (GP-007)

Purchasing (GP-008)

Scorecard / indicators (F-014)

	9
	TECHNICAL PROCESSES

	9.1
	Specify the requirements for:

· Patient preparation

· Image acquisition 
· Image and clinical report
	

	9.2
	Create technical general procedures
	Product management (GP-009)

Development of new process (GP-010)

	9.3
	Determine the technical forms
	Product management (GP-009)

Development of new process (GP-010)

	9.4
	Identify measures and monitoring criteria for process control and process performance, to determine the effectiveness and efficiency of the process
	Product management (GP-009)

Development of new process (GP-010)

	10
	TRACEABILITY

	10.1
	Identify product status with respect to monitoring and measurement requirements and statutory and the regulatory requirements
	Regulatory requirements

	10.2
	Create general procedure TRACEABILITY
	Traceability (GP-011)

	11
	CONTROL OF MONITORING AND MEASURING DEVICES

	11.1
	Identify the equipment in relation to monitoring and measurement devices
	Equipment and infrastructure list (F-008)

	11.2
	Realize a description for each NMD equipment 
	Equipment description (F-009)

	11.3
	Evaluate and choose the method to control the equipment
	

	11.4
	Create general procedure CONTROL OF MONITORING AND MEASURING DEVICES
	Control of monitoring and measuring devices (GP-012)

	12
	CUSTOMER SATISFACTION

	12.1
	Identify customer: patients, doctors, medical assurance …
	

	12.2
	Realize a questionnaire for each customer family 
	Customer satisfaction questionnaire (F-012)

	12.3
	Evaluate questionnaires results
	Customer satisfaction report (F-013)

	12.4
	Identify measures and monitoring criteria for process control and process performance, to determine the effectiveness and efficiency of the process
	Customer satisfaction (GP-013) Scorecard / indicators (F-014)

	12.5
	Create general procedure COSTUMER SATISFACTION
	Customer satisfaction (GP-013)

	13
	INTERNAL AUDITS

	13.1
	Identify internal audit team and realize a audit training
	Training (GP-004)

Internal auditor qualification (F-019)

	13.2
	Planned internal audits 
	Internal audit schedule (F-018)

	13.3
	Prepared a internal audit check list
	Audit check list (F-020)

	13.4
	Realize the audits to de department
	Audit report (F-021)

	13.5
	Create general procedure INTERNAL QUALITY AUDITS
	Internal quality audits (GP-014)

	14
	MONITORING AND MEASUREMENT OF PROCESSES

	14.1
	Identify the measures and monitoring criteria for process control to determine the effectiveness and efficiency of the process, taking into account factors such as:
· Conformity with requirements,

· Customer satisfaction,

· On time delivery,

· Failure rates,

· Process costs,
· Incident frequency.
	General procedures (indicators)

Scorecard / indicators (F-014)

	14.2
	Identity indicators for each process
	General procedures (indicators)

	15
	MONITORING AND MEASUREMENT OF PRODUCT

	15.1
	Identify quality control check-points (incoming, technical process, final report)
	Procedures guidelines

	15.2
	Determine the need for recording results
	Procedures guidelines

	15.3
	Identify measures and monitoring criteria for process control and process performance, to determine the effectiveness and efficiency of the process
	Scorecard / indicators (F-014)

	16
	CONTROL OF NONCONFORMING PRODUCT

	16.1
	Identify the nonconforming product types (supplier, internal report…).
	Control of nonconforming product (GP-015)

	16.2
	Create a rejection area 
	Control of nonconforming product (GP-015)

	16.3
	Record the nonconforming products and evaluate the results
	Nonconformity record (F-015)

	16.4
	Identify measures and monitoring criteria for process control and process performance, to determine the effectiveness and efficiency of the process
	Control of nonconforming product (GP-015)
Scorecard / indicators (F-014)

	16.5
	Create general procedure CONTROL OF NONCONFORMING PRODUCT
	Control of nonconforming product (GP-015)

	17
	ANALYSIS OF DATA

	17.1
	Identify data of quality management system:

· customer satisfaction, 

· conformity to product requirements, 

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

· Suppliers.
	Scorecard / indicators (F-014)

	18
	IMPROVEMENT

	18.1
	Identify the improvement process (quality circles, improvement team, suggestions…).
	

	18.3
	Record internal and external nonconforming actions 
	Nonconformity record (F-015)

	18.4
	Record corrective and preventive actions
	Corrective / preventive action request (F-016)

Corrective / preventive action list (F-017)

	18.5
	Identify measures and monitoring criteria for process control and process performance, to determine the effectiveness and efficiency of the process
	Corrective and preventive actions (GP-016) 

Scorecard / indicators (F-014)

	18.6
	Create general procedure CORRECTIVE AND PREVENTIVE ACTIONS
	Corrective and preventive actions (GP-016)

	19
	MANAGEMENT REVIEW

	19.1
	Planning of quality management system meetings 
	Meeting report (F-023)

	19.3
	Planning of management review (annually)
	Management review report (F-022)

	19.5
	Create general procedure MANAGEMENT REVIEW
	Management review (GP-003)

	19.6
	Approve 2005 quality objectives
	Quality objectives (DC-003)

	20
	QUALITY MANAGEMENT SYSTEM ISO 9001:2000 CERTIFICATE

	20.1
	NMD may engage the services of an independent quality system certification body to obtain an ISO 9001 certificate of conformity
	TD-105 Bibliography and Web
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