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Canadian Standards Association (CSA)
Inspection procedures
Equipment/technology management
Food and Drug Administration (FDA)
Risk management

Inventory management

Health technology management

Supplies and parts inventory management
Commissioning of equipment

Postmarket surveillance/vigilance

Financial considerations
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Incident investigations
Detailed hazard analysis (DHA)

Cost analyses

Cost- benefit and cost- effectiveness
analyses

Fault Tree Analysis (FTA)

Failure Mode and Effect Analysis (FMEA)
Initial hazard analyses (IHA)

Financial analyses

In- service training

Staff/users training and education

Magnetic resonance imaging (MRI)

Special Report on Medical Device and
the Law

Risk assessment
Evaluations

Cost of device hazards
Disposal costs

Training cost
Installation/set- up costs
Staffing cost

Facility costs

Life cycle costs
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Premarket review

Calibration

Standards

Emergency Care Research Institute (ECRI)
National Institute of Health (NIH)

Proposal for Capital Equipment
Acquisition (PCEA)

Centralized service provider (CSP)

Application Service Providers (ASP)

U.S. Bureau of Radiation and Medical
Devices

Canadian Coordinating Office of Health
Technology Assessment (CCOHTA)

Office of Technology Assessment (OTA)

British Columbia Office of Health
Technology Assessment, The (BCOHTA)

Design history file (DHF)

International Organization for
Standardization

Support issues

Safety issues

Picture Archiving and Communication
System (PACS)
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Centralized service provider (CSP)
Charge- back system

Classic Waterfall model

Clinical requirements

Closed loop systems
Commissioning of equipment
Computer programs

Computer tomography (CT) scanner

Continuous quality improvement (CQI)
program

Cost analyses

Cost- benefit and cost- effectiveness
analyses

Cost of device hazards

Decentralized maintenance systems
Demand maintenance

cost- effective elements of

cost- effective repair of medical
devices and

replacement parts and
See also Maintenance
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Design history file (DHF)
Design life cycle

Detailed hazard analysis (DHA)
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Device Adverse Experience Network

Device (s)
classification
incident investigation form
incoming inspections of
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record files
records
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Disposal costs

Documentation requirements

Emergency Care Research Institute (ECRI)

Equipment control number (ECN)
Equipment/devices
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clinical evaluation form
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Hospital's computerized information
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Human resources requirements
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leasing equipment and
performance verification and
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Proposal for Capital Equipment
Acquisition (PCEA)

Purchase contract document

Quality assurance costs
Quality improvement

Quality systems requirements

Radiation Information system (RIS)
Regional support models
Regulations

Regulatory controls

Request for proposal (RFP)

Risk assessment

Risk index table

Risk management

Safety issues

Sales control
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Service
agreements
consumables
documentation
histories

Service contracts, external
advantages/disadvantages of
monitoring work of
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types of

Single use supplies

Special Report on Medical Device and
the Law

Specification documents
Staff development programs
Staffing cost
Staff/users training and education
Standardization
Standards
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Supplies and parts inventory management
Supplies cost
Support issues

Systematic troubleshooting

Technology
assessment
assessment and acquisition process
cost of
education
leasing versus purchasing of
life cycle
life span
management
management, life cycle approach to

obsolescence

planning and acquisition information
sources

replacement

testing and acceptance

See also Medical technology
Technology acquisition
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