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	1. Contract description 

	We are tendering for a clinical engineer service to support our management of medical devices across Oxford Health NHS Foundation Trust (OHFT). The contract will start from 1st April 2026 and initially run for 3 years with the option for OHFT to extend by a maximum of a further 2 years (5 years in total) with breaks in contract available at the end of year 3 and year 4. We will ask the new company to work with the incumbent company to manage a smooth transition and to start mobilisation prior to the start of the contract.

The key components of the contract include managing our master asset list, preparing new devices for use in services, servicing all medical devices at least annually in line with warranties and manufacturing requirements, responding to issues with devices from clinical teams and completing repairs with devices. As well as providing OHFT with advice as requested, which will include support with identifying new devices/models, input into clinical evaluations and an annual age/condition analysis of all devices in August of each year to support life cycle planning.

We expect the contractor to work within all national and NHS guidelines, regulations and requirements that relate to medical devices. As well as comply with all information governance requirements for the NHS.

Any sub-contractor used by the company will need to also comply with the specification here.



	2. Key stakeholders 

	Pete McGrane Clinical Director for Community Services 
Jane Kershaw – Head of Patient Safety and Line Manager of MDSOs 
Sarah Warner - Medical Devices Safety Officer (MDSO)  
Sarah Addison – Medical devices Safety Officer (MDSO) 
Zafar Iqbal – Senior Contracts Manager 

As well as the members of the Trust’s Medical Devices Group.



	3. Background to Oxford Health NHS Foundation Trust 

	Oxford Health NHS Foundation Trust (OHFT) is a community-focused organisation that provides physical healthcare and mental health services with the aim of improving the health and wellbeing of all our patients and their families.

We deliver services predominantly in people’s homes in:
· Oxfordshire (majority of services are based in this county)
· Buckinghamshire
· Milton Keynes
· Bath and Northeast Somerset (BaNES), Swindon and Wiltshire

Although we provide mostly community-based services, we have 26 mental health inpatient wards and eight community hospital wards.

Overall we have approximately 140 clinical teams/wards of varying sizes that use medical devices to some extent and will require advice, servicing and repairs of devices from a medical devices management company/clinical engineers.

There is a small central medical devices safety team employed by the Trust, 1.8 WTE to support our clinical teams, manage the ordering process, decommissioning/recycling process and to oversee the clinical engineer contract. There is additional support from a senior contracts manager.



	4. Types of Medical Devices at Oxford Health NHS Foundation Trust

	OHFT have a range of medical devices with approximately 9,000 active devices. 

Below is a summary of the devices that will fall under the contract, this is not an exhaustive list;
· Thermometers
· Vital signs monitors
· Wheelchairs 
· Aspirators (we ask that the battery life is checked on each service visit)
· Hoists and slings
· Scales
· Blood Pressure devices
· Pulse Oximeter-Finger and handheld devices
· Beds and trolleys
· Mattress pumps
· Plinths
· Patient transfer and turning devices
· Nebulizers
· Infusion pumps
· ECG machines
· Syringe drivers
· Doppler
· Defibrillators

The Trust identifies the below devices as high priority devices for quicker response times and repairs:
· Aspirators (approx. 135 devices)
· Ventilators (approx. 27 devices)
· Defibrillators (approx. 111 devices)
· ECG machines (approx. 125 devices)
· Infusion pumps (approx. 242 devices)
· Respiration monitors (approx. 6 devices)
· Spirometer (approx. 7 devices)
· Hyfrecator (approx. 1 device)



	5. Customer services

	The contractor will need to provide a customer service email and telephone number to respond to queries and requests timely from clinical teams between Monday-Friday between 08:00-17:00. We also expect a clinical engineer(s) to be available to support and respond timely to clinical teams within these times as well. Bank holidays are excluded.

The contractor needs to have a complaint process to register any complaints raised by OHFT staff and to bring these to the monthly contract meetings with OHFT.

We expect the contractor to have contingency planning in place to ensure a continuous clinical engineer service at all times. The details of this planning need to be available on request.



	6. Supplying and Maintaining a Master Asset List 

	The contractor will provide the software system to manage OHFT master asset list.

The data on all medical devices from the incumbent will be provided in excel format to be uploaded/ transferred into the system by the contractor at the start of the contract. At the end of contact the contractor will be asked to provide the data in excel format for all medical devices on the master asset list, with all the below fields.

The system will capture all medical devices owned by OHFT which all should be asset tagged. Not all devices will need to be serviced within this contract for example those which are solid state or those devices for a period of time covered by warranties.

Prior to each service/team service visit the asset list for that team will be shared with the lead contact at least 2 weeks before the date of the visit.

The system provided will need to be directly accessible by OHFT staff in at least read only with the function to extract data into excel. A mixture of live and recorded training on the software system will need to be provided for OHFT staff.

The information held in the system needs to be backed up each day to minimise the risk of losing any data. OHFT will be notified of any down time for the system with at least 1 weeks notice.

No patient or staff identifiable or sensitive information will be stored on the master asset list.

The requirements of the master asset list will be agreed between the contractor and OHFT. As a minimum the following will be captured for each medical device;

· Asset number
· Serial number
· Device description
· Device model
· Manufacturer name
· Manufacturer date
· Manufacturer warranty period end date
· Clinical team (department) owns/responsible for device
· Location of device
· Status of device for example in service, retired..
· Purchase date
· Age of device
· Life span for device
· Service cover level for device (solid state, planned preventative or fully comprehensive)
· Last service date
· Condition of device
· Date retired/suspended/disposed of
· Date of any repairs

No devices will be removed from the list but it will correctly identify the status of each device if in service, retired or disposed of.

Monthly performance reports will be required from the system and discussed at the contract review meetings and the medical devices group meetings. Additional reports may be requested as needed. 



	7. New medical devices

	When a new medical device is required the clinical team will complete a medical devices request form signed off by the appropriate staff. When a request form has been reviewed/agreed by the Medical Devices Safety Officer they will be sent by the MDSO to the contractor. The contractor is required to add an MDR number and to log onto the master asset list including the cost centre for future billables. Forms should only be accepted from the MDSO or member of the medical device safety team from the email address medical.devices@oxfordhealth.nhs.uk. Once the contractor has completed their parts of the form it needs to be returned to the medical device safety team. We expect the turnaround for the MDR form to be within 2 working days.

A clinical team may directly contact the contractor to identify the service cost for a particular device as part of filling in the request form.

The clinical team will then go through the Trust’s procurement process to order the device. 

Small devices will be sent to the contractor for acceptance testing and tagging.

Large devices will be sent to site and the clinical team should then contact the contractor to organise a visit for acceptance testing and tagging. 

On request OHFT will ask the clinical engineers for advice to help us procure the most effective devices into the future, by using their market knowledge and experience to help us when deciding upon new devices.



	8. Commissioning/acceptance testing and asset tagging

	The contractor will take delivery of new medical devices and will carry out acceptance testing covered by ISO9001 and IEC 62353 and tagging the devices before delivering to the relevant clinical team. The site to receive delivery of new devices needs to be in Oxfordshire and/or Buckinghamshire to reduce travel time, costs and the environmental footprint.

For large devices which will be installed by the manufacturer or delivered straight to clinical site, these devices will be acceptance tested and tagged on site by the contractor. 

Acceptance testing needs to be completed within 3 days of receipt of device or within 3 days of the clinical team having informed the contractor. Any delays or issues will be reported to the MDSO and reported on in the monthly contracts meeting.

All devices owned by OHFT need to be asset tagged for identification and registered on the master asset list. The asset tag and any changes are to be agreed with OHFT beforehand.

Some mobile and expensive medical devices may need to be tracked such as syringe drivers. The contractor should have a process for tracking which can be discussed/explored further with OHFT.



	9. Servicing Schedule

	All devices identified with service level cover of planned preventative or fully comprehensive are to be included. Solid state/asset only medical devices are excluded from the schedule but need to be included in the master asset list. Fully comprehensive service level includes the costs for any repairs and labour. 

The contractor will need to provide an annual service schedule in March of each year covering the following April-March, identifying the clinical teams to be visited and the month of the visits. The majority of scheduled servicing visits will be within 09:00-17:00, however there are 2 clinical teams which we would ask if it is possible to visit after 17:00.

The contractor will be responsible for scheduling maintenance visit dates with the relevant clinical teams, contacting the clinical team nominated person for medical devices via email at least 1 month prior to the service visit. As part of this contact with the clinical team before the visit the list of devices on the master asset list for that team will be shared. If the contractor does not hear back from a clinical team after 2 attempts this should be flagged in the monthly contract review meeting.

The contractor will maintain the list of medical device contacts for the clinical services and provide a monthly copy of the contacts list indicating any changes or updates at the monthly contract review meeting.

At the service visits the contractor will include performance testing and operating checks, to ensure the operation of all medical device in line with the manufacturer’s specification and national regulations.

The contractor will provide the clinical team and MDSOs with a list of any assets not presented after each service visit, no later than one week following the visit.  

The majority of clinical teams will have one scheduled annual service visit. Occasionally return visits will be required to teams to pick up non-presented devices which will also fall under the contract price. 

The services that provide devices into patient homes such as the CCN (Children’s Community Nursing service) will require special exception with fortnightly rotational service visits to different bases in Oxfordshire. This is to allow for devices that are in use in patients homes to be rotated for servicing at a OHFT site without needing to visit the patient homes directly.

Electrical devices
All service/maintenance, acceptance checks and repairs (if required) to medical devices checks will include electrical and mechanical safety checks to ensure safety of the item at the time of the test. If there are any issues that may affect the operation of the asset the contractor will advise OHFT. Electrical safety checks on medical devices must comply with IEC60601 or IEC52353 and all relevant, current guidance and good practice. All plug-in device on the asset list or found at site will be PAT tested.



	10. Correctives and Repairs  

	Corrective meetings/call
To be organised every two weeks between the contractor and OHFT to go through the correctives/repairs. Contractor to provide report 2 days before meeting.

Repairs
We expect all device repairs to be completed within 30 days of a fault being reported, unless parts are unavailable or the reason has been agreed by the MDSO/monthly contract review meeting members.

High priority devices need to have repairs completed quicker within 3 days of the fault being reported. If this is not possible the contractor needs to escalate this to the MDSO.

Medical devices with a fully comprehensive service level will have the repair and labour costs included in the billable Y1 service costs and then be fully covered after this in the annual contract value. Repair costs for devices under planned preventative service cover are billable and in addition to the contract value.

Provision of parts
The contractor will provide and install parts as may be required to keep a device in good working order, subject to the availability of the replacement parts from the original manufacturer of the device and other suppliers.

Replacement parts may either be new or certified exchange/refurbished. Refurbished parts will operate in accordance with specifications for new parts and meet or exceed the original manufacturer’s specifications. The contractor shall obtain approval from the MDSOs before refurbished parts are fitted. Parts that are removed will become the property of the contractor to dispose of.

Where spare parts are unavailable the contractor shall advise the MDSOs as soon as possible. Where non original device manufacturer’s spare parts and/or techniques are used, the contractor must ensure all risks are identified and documented before this technique is used. A strategy must be implemented to manage the risks and documented procedures detailing the maintenance and repair techniques. 

Condemning a medical device
The contractor will establish with the Trust an end of device life criteria as part of the contractor’s asset management programme. The criteria will take into account the age of the device, the cost of repair against the cost of replacement (the repair would generally need to be at least 50% of the replacement cost), although other factors will be taken account for example the availability of spares and the recurrence of repairs on that item.

The number of devices condemned by the contractor will be monitored in the monthly contract meetings.



	11. Disposal of devices

	The contractor will, at the Trust’s written request, provide a quote to arrange effective disposal of any item of device under this agreement in accordance with current safety and WEEE regulations. The cost of disposal will be the responsibility of the Trust and in addition to the contract value.

If the contractor disposes of any devices they will provide a waste transfer note as part of the agreed process. 





	12. Competence of Clinical Engineers

	The contractor will recruit competent technical staff, to comply with the contractor’s obligations.  All contractors’ staff will have ongoing training reviews, and the contractor will develop its staff to meet any current or future regulatory requirements. All devices should be set to comply with manufacturer manuals and any deviations need to be agreed with OHFT beforehand.

Staff are required to understand the basic principles of each devices (generic training) as well as how to use, maintain and repair a particular model (specific training). Staff without adequate training must not attempt to repair or maintain any medical device. As well as the requirements for electrical devices. 

Contractor to provide evidence of qualifications and regular training completed for all engineers who work on the contract on request. 

We do not accept liability at the end of the contract period for any ongoing employment for any employees of the contracting company.

All contractor’s and subcontractor’s staff visiting Trust property must be fully DBS checked.

The contractor will have responsibility for any sub-contractors they choose to use ensuring they have relevant qualifications and training as well as their conduct when on OHFT sites. We expect the contractor to have a process in place to measure and monitor the quality of work carried out by any sub-contractors. The contractor will be responsible for payment of any sub-contractor.

The contractor will maintain a list of suppliers used for labour and parts which is available on request.



	13. Costs 

	The annual contract cost covers all costs except for the below billables. 

For new devices OHFT will pay the first year of service cost in billables and then the service costs will move into the annual contract value.

Billable costs outside annual contract value;
· Year 1 service costs for new devices based on agreed cover level (planned preventative or fully comprehensive) – costs to be competitive in line with market with any changes each year to be reasonable in line with national inflation. Costs to be transparent and shared at the beginning of each contract year. The 2026/27 costs will also be considered as part of the  tender criteria.
· Commissioning, acceptance testing and tagging of new devices – capped at maximum of £25 per device
· Postage costs to deliver new devices to clinical teams after acceptance testing/tagging – capped at maximum of £15 per delivery (not per device) to a clinical team
· Hourly clinical engineering time per hour for call outs and repairs– capped at £50 per hour for labour and travel expenses capped at a maximum of £25 per visit
· Parts for repairs capped at product cost plus up to 15% mark up.

OHFT will not pay additional costs for adding, updating, changing location of device, suspending or removing/retiring a medical device from the master asset list, held as part of the contract. This includes devices that are solid state/asset only and have no servicing requirements, and devices on warranties periods that will move into requiring servicing at some point.

OHFT can request a review and changes to the service cover level for medical devices as required, although not more than once a year.



	14. National Safety Alerts/Field Safety Notices

	The contractor will take the responsibility on at least a monthly basis to check all field safety notices, national central alert system notices, device recalls and hazards warnings for relevance to OHFT. Where there is relevance we ask you to help identify the affected devices and to share this with the Medical Devices Safety Officer. We may ask the contractor to support an action in response to a national alert.

The monthly contract meetings will be a forum to discuss any relevant alerts/notices.



	15. Monitoring the Contract

	There will be a monthly contract review meetings between OHFT and the contractor. The meeting will cover;
· Performance against the contract and specifically the KPIs (below)
· Service schedule for the year, visits organised in the next month
· Changes/issues with contact points in clinical teams
· Non-presented devices
· Any issues raised/ complaints
· Relevant national safety alerts/notices and any actions required
· Billables that month

The contractor will be asked to provide a performance report for each meeting, a week before the date, with the most current data. OHFT and the contractor will agree the format of the performance report.

The meeting will be minuted by OHFT to keep a record of decisions and actions.

The contractor will also be asked to attend part of OHFTs Medical Devices Group meeting which is held quarterly to present the current performance.

As mentioned above we also require a fortnightly meeting/call between the contractor and OHFT to go through the correctives/repairs.



	16. Key Performance Indicators

	The contractor will implement a quality assurance programme, designed to objectively and systematically monitor and evaluate the quality of service given to OHFT with aim of ensuring that the quality targets below are attained. 

If the contractor fails to meet the Quality Standards as set out below, will submit a written report explaining the reasons/causes and how it will be improved within an agreed timescale with OHFT. 

The performance against the below list of routine indicators will be reported into the monthly contract review meeting.

The KPIs can be changed in agreement with both contractor and OHFT.



	KPI
	Contract requirement

	Scheduled planned maintenance completed in month and YTD
	
Number of devices serviced and performance against schedule

	Unscheduled planned maintenance completed in month and YTD
	Number of devices serviced

	Total planned maintenance completed in month and YTD
	Number of devices serviced

	Patient safety measure, % of devices serviced in last 12 months;
· YTD active status medical devices serviced in last 12 months (numerator)
· Total active status medical devices (denominator)
	At least 90% of devices

	Number of devices not presented at service in month and YTD
	Number of devices, with detail in separate tab listing devices by clinical team and asset

	Number of new devices added and reactivations to the master asset list in month and YTD
	Number of devices, with detail in separate tab

	Number of devices removed/retired/condemned from the master asset list in month and YTD
	Number of devices, with detail in separate tab

	Number of devices that have been commissioned/acceptance tested and tagged in month and YTD
	Number of devices, with detail in separate tab

	% of new devices commissioned/acceptance tested and tagged within 3 working days from receipt of devices in month and YTD
	% within 3 working days

	Number of repairs in month and YTD
	Number of devices, with detail in separate tab about whether fault found or not and outcome for example retired/condemned

	Number of devices wating to be repaired by reason for example awaiting parts, warranty repair….(at agreed point in time each month)
	Number of devices, with detail in separate tab

	High priority device repairs completed within 3 days of fault (excluding weekends) in month and YTD
	95% within 3 days

	All other device repairs completed within 30 days of reported fault in month and YTD
	100% within 30 days

	Annual age/condition analysis of all devices on master asset list to review life cycle planning 
(details to be agreed with OHFT)
	Analysis to be shared annually in August each year unless agreed to change month
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