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[bookmark: _Toc200657954]Purpose 
The purpose of this procedure is to outline the responsibilities of all in scope Canberra Health Services (CHS) Network staff to ensure healthcare technologies (inclusive of medical devices, medical electrical systems and clinical information technology [IT] networks) are procured, used, maintained, repaired and tested in accordance with relevant governance frameworks that promotes their safe, effective and efficient use.  
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CHS will not reproduce, use or deface a registered trademark without the explicit permission from the owner or authorised user of the trademark.
All healthcare technology procured by CHS must be made available to Healthcare Technology Management (HTM) department at the Canberra Hospital for inspection and registration prior to being introduced or operated.
· implicated in an incident is fully evaluated and tested by HTM prior to its return to service.
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This procedure applies to all healthcare technologies, regardless of value, including:
medical equipment
devices
instruments  
tools 
utilised for patient care, diagnosis and treatment within an ‘in-scope’ CHS Network facility.
This document applies to all CHS Network (excluding North Canberra Hospital and Clare Holland House) staff, volunteers, students on work placement under appropriate supervision, contractors, and other parties who supply, operate or maintain healthcare technology in CHS facilities. 
All clinical laboratory devices are out of scope for this document.
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The Australian Register of Therapeutic Goods (ARTG) was established under the Therapeutic Goods Act 1989 and is administered by the Therapeutic Good Administration (TGA). All healthcare technology must be included on the ARTG before it can be supplied in or exported from Australia. 
All healthcare technology acquired by CHS must be included on the ARTG. This is regardless of whether it was purchased, manufactured, leased, rented, loaned, trialled/evaluated, or donated to CHS. The evidence of this will be recorded by the HTM department in the CHS Asset Management Database. 
[bookmark: _Int_j4kmNvKq]Exemptions are made for healthcare technology that does not have or require an ARTG registration number to be acquired under strict controlled circumstances (e.g. named procedures and formal clinical trials, special access scheme). Information relating to healthcare technologies covered by exemptions and any notices given is managed is accordance with the Therapeutic Goods Act 1989.
Healthcare technologies are defined in the Therapeutic Goods Act 1989 and the Therapeutic Goods (Medical Devices) Regulation 2002. Refer to the Definition of Terms section for the full definition.
Back to Contents
[bookmark: _Toc200657958]Section 2 – Roles and Responsibilities 
CHS Chief Executive Officer 
CHS Chief Executive Officer (CEO) is the owner, on behalf of the Australian Capital Territory (ACT), of the healthcare technologies procured or manufactured by or operated within CHS facilities. 
ACT Health Directorate Chief Information Officer
ACT Health Directorate Chief Information Officer (CIO) is responsible for:
ensuring the Information Communications Technology (ICT) infrastructure and systems do not compromise the performance, function or safety of healthcare technology that is connected to it, or which relies on the ICT infrastructure for its correct operation
establishing and maintaining an inventory of all information and communications equipment that is available for use in the patient area
developing, implementing, and maintaining a strategic maintenance program for all information and communications equipment available for use in the patient area based on the requirements of AS/NZS 3551. 
CHS Chief Finance Officer
CHS Chief Finance Officer (CFO) is responsible for:
coordinating healthcare technology additions and disposals in the CHS Financial Asset Register  
revaluation of healthcare technology to meet Australian Accounting Standards
provision of accounting advice, as appropriate, to CHS business units to ensure appropriate financial and accounting records are maintained
ensuring that healthcare technology that is considered financial asset with a financial value of over $5000 is capitalised and depreciated over the life of the healthcare technology and is disposed of as per the organisational requirements.
Executive Branch Manager, Medical Services
The Executive Branch Manager (EBM), Medical Services is responsible for:
· managing and implementing a strategic approach to maintenance and healthcare technology management activities
· ensuring maintenance and strategic healthcare technology management is aligned to CHS’ strategic objectives
· ensuring this procedure is reviewed and current. 
Director, HTM 
The Director, HTM is responsible for:
· serving as the program owner of the Healthcare Technology Management System (HTMS)
· establishing and maintaining an inventory of healthcare technology and medical electrical systems
· developing, implementing, and maintaining a strategic maintenance program for all healthcare technology and systems available for use in the patient area based on the requirements of AS/NZS 3551. 
Clinical Asset Manager, HTM
The Clinical Asset Manager, HTM is responsible for:
· maintaining the inventory of all clinical assets and systems
· monitoring, reporting, and providing management of the status of clinical (biomedical, systems, and clinical networks) equipment
· undertaking an annual review of the clinical asset management plan. 
Director, Medical Imaging
The Director, Medical Imaging with Clinical Asset Manager is responsible for establishing and maintaining:
an inventory of all radiological imaging devices that are available for use
an equipment management system for radiological imaging devices
a strategic preventative maintenance and inspection program for all radiological imaging devices.

Central Equipment Pool Manager 
The central equipment pool manager is responsible for: 
establishing and maintaining an inventory of all medical devices managed through that service   
a strategic preventative maintenance and inspection program for devices they manage. 
Radiation Safety Officer
The Radiation Safety Officer (RSO) is responsible for:
· establishing and maintaining an inventory of all ionising radiation equipment that is available for use. 
· ensuring all x-ray imaging and ionising radiation equipment used by Medical Imaging, Radiation Oncology and any other clinical service, is subject to acceptance testing, as well as subsequent scheduled radiation safety and quality assurance testing under the supervision of a licensed medical physicist. 
· ensuring all lasers used by CHS are subject to acceptance testing, and subsequent safety and quality assurance testing by an authorised person.
Senior Director, Procurement and Supply
The Senior Director of Procurement and Supply is responsible for:
· ensuring all healthcare technology acquired by CHS meet the ACT Government procurement legislation and CHS procurement requirements. All relevant requirements are documented on CHS Procurement & Supply Intranet page.
Insurance Unit
The Insurance Unit is responsible for:
· ensuring healthcare technology within CHS’ care, custody or control are appropriately insured for loss, damage, unexpected machinery breakdown or personal injury through the ACT Insurance Authority. 
Director, Workplace Safety
The Director of Workplace Safety is responsible for:
· ensuring worksite inspections are conducted regularly and include the inspection of healthcare technology for currency of inspection and testing labels
· provision of a consultancy and advisory service in relation to hazard identification and risk assessment for healthcare technology. 
All other roles in scope: 
These roles are responsible for:  
· compliance with the requirements of this procedure.
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To introduce a healthcare technology or clinical techniques that are new to the ACT and has not been used before, refer to the Introduction of New Healthcare Technology Policy located on the CHS Policy and Guidance Documents Register or contact the Director of HTM. They can be contacted on (02) 5124 8360 or via email at HTACSecretariat@act.gov.au. 
CHS must ensure all new healthcare technologies already used in the ACT are subject to appropriate assessment prior to their introduction into clinical practice. This is in accordance with the Therapeutic Goods Act 1989, irrespective of how the healthcare technology is acquired (e.g. by purchase, loan, donation, lease, or hire). This includes the adoption of modifications to, and upgrades of, existing healthcare technologies where the modification and/or upgrade will result in significant variation.
3.1 Procurement 
The CHS process for managing the procurement of medical equipment seeks to maintain and improve the quality of healthcare technology, and reduce the risk arising from its improper use. 
When procuring new or replacement healthcare technology, advice must be sought from HTM and subject matter experts in relation to the technology. CHS procurement processes must be followed.
For more information, refer to CHS Procurement on (02) 5124 2786 or via email at CHS.Procurement@act.gov.au.  
3.2 Installation
All healthcare technology must be installed by an authorised person(s) in consultation with HTM. 
Note: 
All healthcare technology procured by CHS must be made available to HTM for inspection and registration prior to being introduced or operated. Refer to Section 6 – Inventory.
3.3 Acceptance
Safety Acceptance is a collective function undertaken by vendor, HTM and clinical areas. It is to ensure safety checks are carried out to demonstrate the healthcare technology is what was ordered, complies with safety requirements and is functioning prior to being introduced into a CHS facility. This is also required if the healthcare technology is for trial, training use or demonstration.
User Acceptance: User checks must be carried out to ensure that:
operator (user) manuals are available and understood.
necessary training for safe operation, transportation and storage has been undertaken.
proper cleaning procedures are implemented.
maintenance schedules are organised (including statutory inspections)
proper consumables have been identified.
emergency procedures are all identified.
the inventory is updated. 
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All non-medical equipment, computers or personal devices must not be connected to a medical IT-network (refer to Section 5 – Medical IT-Networks) without prior authorisation from the Director of HTM.
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Medical IT-networks may only be established under the authorisation of CIO and Director HTM after a suitable risk analysis has been undertaken in consultation with the clinical stakeholders (medical, nursing and /or allied health) and
a risk management process is developed.
a risk management file is established.
All changes to a medical IT-network must be undertaken by authorised parties such as ACT Health Directorate Digital Solutions Division (DSD) or HTM or their nominated agent (Medical Device Manufacturer or Sponsor) in accordance with the Risk Management Process. This includes powering ‘on’ and ‘off,’ connection and disconnection of network cables and systems, and exchange of network devices.
Note: 
Medical IT-network cables external to wall outlets must be purple in colour.
5.1 Medical IT-network isolation
Use of a network isolation device (or similar) requires prior authorisation from the Director of HTM or an authorised DSD representative. 
Changes to the configuration of an isolation device, including any software change, requires prior authorisation from both the Director HTM and DSD. DSD can be contacted by calling (02) 5124 5000 or emailing Digital.Support@act.gov.au 
Where an isolation device is deployed, it is part of the medical electrical system and the boundary of the medical electrical system. 
Except for the above, all devices or equipment given connectivity (whether by direct or wireless connection) to a medical device or medical electrical system are to be treated as part of a medical electrical system. They therefore become a HTM registered and managed device. 
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The piece of healthcare technology as a device is the responsibility of a nominated role in the custodian department (usually the manager). For healthcare technology distributed and supplied by the Central Equipment Pool, the responsibility sits with the Pool Manager. Details for contacting the Central Equipment Pool and related resources can be found on the CHS HealthHub under Central Equipment and Courier Service (https://actgovernment.sharepoint.com/sites/Intranet-CHS/SitePages/Central-Equipment-and-Courier-Service.aspx) 
A record of all nominated responsible roles is maintained in the Clinical Asset Database maintained by HTM. See 6.1 Record Keeping for further detail. 
Responsibility for the care of healthcare technologies used in CHS must be clear. This care includes ensuring operating manuals are available, maintenance schedules exist, user maintenance is carried out and routines for cleaning are in place. This is established as part of the procurement process and HTM commissioning process. 
6.1 Record keeping
The Director of HTM is to maintain a comprehensive register of the medical equipment and medical electrical systems in use in CHS and which require technical maintenance. This inventory database is to include a record of service history, age profile, location, condition, and cost of maintenance.
[bookmark: _Int_B0zGG7T6]All healthcare technology must be recorded in CHS Clinical Asset Register that is maintained by the Clinical Asset Manager within HTM. The CHS Asset Management Database provides a generic list of healthcare technology assets for the purpose of financial management. The CHS Clinical Asset Register is used for the management of CHS's inventory of healthcare technology and is updated with each new acquisition on acceptance and each disposal.
All medical equipment procured by CHS requires inspection by and registration by HTM prior to being introduced or operated.
6.2 Identification
All healthcare technology will be labelled by HTM at the time of commissioning and acceptance to assist staff, contractors, and end-users in identifying registered healthcare technology.
HTM will place a purple ‘Biomedical Device’ label on each item of medical equipment or component of a medical electrical system to assist staff, contractors, and end users to identify registered medical equipment.
Refer to Attachment 1 for label examples.
6.3 User training
CHS requires all staff to be competent and confident in the use of any healthcare technology that they are required to use within their scope of practice. Staff should have access to appropriate training and support from competent and appropriately experienced staff to inform their correct selection and use of healthcare technology. 
Competency-based training is mandatory for all high and medium risk healthcare technology. Training needs are to be identified at induction and through CHS Strength Engagement Development (SED) Plan Reviews. Individual training records are maintained at the clinical level. 
Where applicable, the ‘Train the Trainer’ model can be utilised, in consultation with relevant clinical area.
6.4 Access to operator manuals
All users must have access to up-to-date operator manuals for any healthcare technology they are expected to use within their scope of practice. Operator manuals must be provided in electronic format, and made available on the CHS intranet. Optional hard copies may accompany all pieces of healthcare technology. 
Staff can contact HTM to obtain specific user manuals, or to request coordination of user or application training as applicable.
6.5 Computer-based healthcare technology
To protect the reputation and interests of CHS it is important that all healthcare technology is protected from any source that could compromise patient safety through a compromise of the technology’s integrity. Computer-based healthcare technology is particularly vulnerable to compromise through attack by viruses. This can occur through installation of incompatible software, such as virus software, operating system up-grades and patches, and intentional and unintentional interference with software/firmware. 
To protect healthcare technology: 
All computer-based healthcare technology shall be maintained by HTM, by persons or parties authorised by the Director of HTM.
Patient data confidentiality, IT security and other requirements shall be addressed in accordance with relevant legislation (Health Records (Privacy and Access) Act 1997). They should also be addressed in accordance with the standards ISO 14971 Medical devices — Application of risk management to medical devices and IEC 80001-1 Application of Risk Management for IT-Networks incorporating Medical Devices, where their implementation does not compromise the integrity and safety of the medical device. All security measures to be applied to a medical device shall be authorised by the Director of HTM prior to implementation.
Computer-based healthcare technology shall not be used for any other purpose other than those for which it was purchased without authorisation from the Director of HTM.
Only appropriately licensed software, certified by the device manufacture and authorised by the Director HTM shall be installed onto healthcare technology. All software shall be loaded by device’s sponsor, HTM or a party authorised by the Director of HTM. 
Warranty repair / replacement of hard drive and similar data storage devices / media must not risk patient confidentiality. All storage devices / media replaced in medical equipment must be returned to HTM for secure disposal. 
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7.1 Maintenance
All healthcare technology used in a CHS facility must be adequately maintained to ensure protection of patients and staff against preventable failure or malfunction. This includes:
hygiene
correct use (i.e. intended purpose and conditions) 
calibration
environmental protection from electromagnetic radiation (i.e., mobile phones, transceivers and other wireless devices and systems).
Manufacturers provide maintenance guidelines for use by a technically qualified person. These instructions are to be carried out by the professional user and provide a baseline for regular maintenance schedules.
Preventative Maintenance (PM) is scheduled to coincide with planned safety and performance verification when possible. HTM will coordinate and manage this activity in consultation with the appropriate area manager(s). 
PM of critical medical devices that HTM is responsible for is segmented into different criticality. This criticality rating is based off the TGA’s Equipment Class. Anything rated at Class 2b and higher is considered as critical. 
When maintenance is overdue, HTM will make every attempt to notify the clinical user and ensure this is corrected. Providing access to medical equipment is the responsibility of the clinical area as negotiated with HTM for the scheduled PM. 
Any outsourced ongoing service or maintenance contracts are negotiated in consultation with HTM and are to be recorded on the CHS Asset Management Database. See Section 6.1 Record Keeping. 
A medical device is allowed to be modified to the manufacturer recommendations under strictly defined circumstances, that is, where a risk assessment undertaken by competent persons shows the risk is at an acceptable level. These circumstances must be backed by an evidence-based documented risk analysis considering the:
context in which the device is used
probability of a failure occurring
consequence(s) of the failure
effectiveness of maintenance tasks in reducing the probability of the failure.
7.2 Repair
Repairs are prioritised by HTM staff to maintain operational capacity and patient safety across CHS.
Equipment in need of repair must not be used and must be clearly identified utilising the HTM provided Service Request Form available from the Healthcare Technology Management page on the CHS Intranet, Healthcare Technology Management.
Equipment for repair should be sent to HTM as soon as possible with all associated accessories provided. If this is not practical, or if the repair is urgent, HTM staff should be informed immediately so they may prioritise their work to respond in an appropriate manner. 
HTM can be contacted via email at htm@act.gov.au or on (02) 5124 4043.
Following significant repair, all equipment must undergo Safety and Performance Verification. 
After repair, HTM staff may, at their discretion:
return the equipment or device directly.
notify the ward or unit that the equipment is ready to be picked up.
follow the ISS process for collection of the device, by contacting ISS on (02) 5124 2598. ISS is the cleaning services contractor used by CHS. 
7.3 Sustainment and replacement
HTM reviews its register of healthcare technology quarterly. This serves to develop a program for the timely replacement of healthcare technology which poses a clinical, safety or operational risk. Healthcare technology requiring replacement will be included in the Anticipated Procurement Activity Report via CHS Procurement. This is submitted annually to the Canberra Hospital Operations Committee for endorsement and funding.
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Reprocessing requirements must be considered prior to procuring healthcare technology and must be carried out in line with Section 9 of the Infection Prevention and Control Procedure located on the Policy and Guidance Documents Register.  
Consideration must be given to whether an item is suitable for reprocessing and whether there are appropriate reprocessing facilities within CHS. All healthcare technology purchased must be accompanied by explicit instructions as to sterilisation, disinfection, or decontamination procedures. 
When a healthcare technology requires sterilisation or disinfection, advice may be sought from the Infection, Prevention and Control Unit to ensure the healthcare technology can be reprocessed to meet the AS 5369:2023 Reprocessing of reusable medical devices and other devices in health and non-health related facilities. 
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HTM must be notified immediately of any medical equipment related incident. Clinical staff should first ensure the safety of patients and staff. Following this, the environment in which the incident occurred, together with all items of equipment (medical and non-medical), accessories and consumables, are to be immediately sequestered until HTM has completed its investigations. No changes, including to settings, are to be made within this time to any item of equipment, accessory, or consumable except where it is essential for patient or staff safety. Any changes must be documented and reported to HTM's investigating officer.
HTM is responsible for reporting medical equipment incidents to the TGA and for liaising with the TGA on behalf of CHS on medical equipment matters.
The notifying officer is responsible for reporting the incident on the clinical incident management system (Riskman).
When reporting an incident involving healthcare technology, staff must include the equipment's unique identifier - HTM number or asset number. Where neither are available, the make, model and serial number must be reported.
Medical equipment implicated in an incident is to be immediately withdrawn from service and tagged. The equipment together with all accessories and consumables being used at the time of the incident are to be sent to HTM for evaluation and testing.
Alert: 
It is essential for patient and staff safety that any healthcare technology implicated in an incident is fully evaluated and tested by HTM prior to its return to service.
Refer to the Incident Management Procedure located on the Policy and Guidance Documents Register for more information.
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Mandatory recalls of medical devices and Safety Alerts are issued by the TGA. HTM receives notifications (TGA and supplier/vendor notifications) from the CHS Recall Coordinator for all healthcare technology. 
f a notification is received directly from a non-TGA source (e.g. supplier or sponsor), the CHS Recall Coordinator must be advised via email at CHS.RecallCoordinator@act.gov.au. For notifications regarding healthcare technology that is maintained by external contractors engaged by areas external to HTM, HTM will forward the recall notice (and safety instructions where applicable) to the relevant area for action or awareness.
[bookmark: _Hlk193969410]If any action is required, follow the procedure described in Management of Recalls, Alerts and Product Corrections Procedure located on the Policy and Guidance Documents Register. This includes that actions undertaken in response to the notification must be reported to the CHS Recall Coordinator via the Activity Closure Report (attached in that Procedure) or via email to CHS.RecallCoordinator@act.gov.au. 
Note: 
Do not remove healthcare technologies from clinical use and/or send healthcare technologies to the HTM Department. If this is required, it will be managed by HTM.
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[bookmark: _Hlk193970566]Often there are more than one appropriate model or brand of equipment/device available. In this case, a request for a trial or evaluation should be made by person or department to coordinate a trial  to the CHS Clinical Commodities Committee (CCC) by contacting them on CHSNCHClinicalCommoditiesCommittee@act.gov.au.
When agreement is reached, the CHS Clinical Commodities Committee will coordinate this process to ensure: 
legislation, government requirement, and CHS policies and procedures are followed
suppliers hold appropriate insurance and have signed the CHS Deed of Trial 
all key stakeholders contribute to the trial or evaluation
when applicable, details and results are recorded on the evaluation plan
the final decision is both clinically and technically cost effective
the CCC is notified of trial progress and informed of final decision.
For more information, email CHSNCHClinicalCommoditiesCommittee@act.gov.au. 
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Canberra Hospital Foundation (CHF) is the endorsed charity for CHS and facilitates all donations. CHS receives funding from CHF for healthcare technology to support programs, research, and refurbishments to areas across CHS, which must be received in accordance with the provisions of the Charitable Collections Act 2003, Australian Charities and Not for Profits Commission Act 2012, and the Government Procurement Act 2001. 
An offer of a donation for healthcare technology must be agreed to or accepted in consultation with CHS Procurement. CHF should be contacted to manage these donations on (02) 5124 3542 or via email at hello@chfoundation.org.au.
For more information, refer to the Donations, Fundraising and Sponsorship Procedure located on the Policy and Guidance Documents Register.
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[bookmark: _Int_lddTGUY4]CHS requires all healthcare technology to be used in accordance with the manufacturer’s instructions, including those manufactured for single use only. 
[bookmark: _Int_pgqkGccw]Healthcare technology designated for single use is not to be re-used without the written approval of the Chief Executive Officer. 
[bookmark: _Int_iQdlVDlq]Healthcare technology designated for single use is to be used once only on an individual patient, during a single procedure and then discarded at the point of use into an appropriate waste stream. It must not be reprocessed and used on any patient, including the same patient. These items have blue or green handles, as well as ‘single use’ impression marked on the healthcare technology.
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Healthcare technology that is loaned or donated outside of CHS must be decontaminated prior to being loaned or donated. 
For the protection of CHS’ interest and reputation, all healthcare technology being loaned or donated to external organisations/parties shall be inspected by HTM to ensure its functionality and safety immediately prior to being loaned/donated. All patient relevant data will be wiped and/or de-identified. 
An agreement shall be made with the external organisation that they are responsible for all costs associated with the equipment and any damage incurred. This is written and coordinated by HTM. 
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Disposal of healthcare technology must be considered if the healthcare technology is deemed to not deliver the required service, becomes unserviceable or obsolete and cannot be utilised for the purpose originally intended. The healthcare technology disposal phase begins when the economic life of the healthcare technology has expired, or when the need for the service provided by the healthcare technology has disappeared. 
The principal reasons that items are made available for disposal are because they:
are no longer required due to changed procedures, functions, or usage patterns
[bookmark: _Int_iSSe8bMj]occupy storage space and are not needed in the foreseeable future
have reached their optimum selling time to maximise returns
no longer comply with workplace health and safety standards
contain hazardous or dangerous material
are beyond repair.
Disposal of healthcare technologies is subject to the Government Procurement Act 2001 requirements, and must always aim to be at market value unless specific exemption has been provided by the executive of the custodian area. 
Sound judgement must be exercised in making disposal decisions to ensure the methods used are appropriate and the results are in the best interests of CHS.
Acceptable options and methods of disposal are:
sale by public tender
private sale
trade-in for a new acquisition
donation to a community service organisation or distribution to a country
stripping of usable parts
discard via various waste streams.
transfer to another agency
recycling to a recycling company. 
The decision around the most appropriate disposal option is influenced by the nature of the healthcare technology for disposal, its location, and its market value. 
The regular and objective review of whether to retain or dispose of a healthcare technology is an important part of strategic investment planning and the normal life cycle of the healthcare technology. 
Once identified technology is deemed replaceable or unserviceable healthcare technology, it is to be delivered to, or can be collected by, HTM. If the healthcare technology is to be replaced through capital acquisition and its removal coincides with installation of new healthcare technology, assessment of the old healthcare technology is made regarding suitability for continued use, compliance, and serviceability. 
HTM is to be informed in the first instance. They will remove the item from the inventory and advise on the method for disposal. This may involve HTM removing the item or contracting an authorised person to remove the item. It is not acceptable to on sell or donate healthcare technology that is no longer of an acceptable clinical standard or deemed unsafe. 
The Asset Disposal Form is saved on the Finance Forms page of the CHS HealthHub (https://actgovernment.sharepoint.com/sites/Intranet-CHS/SitePages/Finance-Forms.aspx). This can be accessed by any area who wants to dispose of an asset. 
For more information or general healthcare technology disposal enquiries, email CHS.CapitalFinance@act.gov.au. 
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[bookmark: _Hlk170467190]Outcome
All healthcare technology is managed in accordance with this procedure. 
[bookmark: _Hlk170467240]Measures
Monthly reporting through Director HTM of HTM Key Performance Indicators and compliance to the CHS Clinical Governance Committee.
Monthly review through Director HTM of the incidents related to medical devices as reported in the incident management system (RiskMan) and monitoring of the trends for compliance to the procedure. 
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Ancillary Equipment – Ancillary Equipment is additional to the electrical distribution system or electrical appliance and links to fixed electrical supply from the socket outlet to the electrical appliance (i.e., extension cord, power board or electrical portable outlet device).
Authorised Person – A person approved and authorised by the Director of HTM as competent to undertake work on healthcare technology. 
Healthcare technology – 
· Any technology, including medical equipment, medical electrical systems, and medical IT-networks) intended to be used on human beings for the purpose of one or more of the following:
· diagnosis, prevention, monitoring, treatment, or alleviation of disease; or
· diagnosis, monitoring, treatment, alleviation of compensation for an injury or handicap; or an accessory to such an instrument, apparatus, or appliance
· Any device, instrument, apparatus, accessory, or consumable attached to the healthcare technology, whether by direct or wireless connection, is to be considered part of the healthcare technology.
· Covers the full life cycle of a technology acquired to for a clinical procedure or application. The technology lifecycle normally spans a number of equipment lifecycles.
· Any device, instrument, apparatus, accessory, or consumable attached to the healthcare technology, whether by direct or wireless connection, is to be considered part of the Healthcare Technology. 
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Healthcare Technology Management, HTM, biomedical, biomedical engineering, BME, biomedical device, medical equipment
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Attachment 1 HTM Labels 
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