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This Service Level Agreement (SLA) is between  
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and  
 
EBME (service provider name) 
 
(Known hereafter as the Supplier) 
  
 
and covers the provision of Electronic and Biomedical 
Engineering Services (EBME) 
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Definitions and Overview 

 

1. In this Schedule the following words and phrases have the following 
meanings: 

 
 
Acceptance test  means ensuring that medical equipment meets the required 

specification and performance 
 
Activity a task or service defined within the Schedules of this Agreement 
 
Agreement All aspects contained within this document 
 
Best endeavours means that every attempt has been made to achieve the response 

time, but that external factors to the agreement has made achieving a 
requirement of the Agreement impracticable. 

 
Catastrophic an adverse event involving medical equipment resulting in death 
 
CAS  Central Alert Systems (operated by the DoH) 
  
CE Certificate European 
 
Commissioning means the introduction of a technology into clinical practice 
 
Contaminated  means that the medical equipment has been used in the care of a 

patient and exposed to organic matter and/or micro organisms 
 
Contract maintenance Maintenance undertaken, either on site or off site, by a supplier, 

manufacturer or agent of the manufacturer at the direction of the Trust 
or Department. 

 
CR Computed Radiography 
 
CT Computed Tomography 
 
DDR Direct Digital Radiography 
 
Decontaminated means the total process used to remove organic and micro-organisms 

from an item and render it safe for use. 
 
DoH Department of Health 
 
Emergency A situation which, if not addressed, may give rise to a life threatening 

condition for a patient or member of the Trust’s staff 
 
EU European Union 
 
HSE Health & Safety Executive 
 
IPEM Institute of Physics & Engineering in Medicine 
 
IR(ME)R  Ionising Radiation (Medical Exposures) Regulations, 2000 
 
ISO International Organisation for Standardisation 
 
ISO9001:2000 Quality management systems - requirements 
 
ISO13485 Medical devices - quality management systems – requirements for 

regulatory purposes 
 
ISTC Independent Sector Treatment Centre at the RSH 
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Laser Protection Adviser  As required by the Care Standards Act 2000 where an establishment 
has class 3B or 4 lasers. 

 
Liaison Officer  A member of the Departmental staff working with sufficient authority 

to ensure corrective action is undertaken to meet the requirements of 
the Safety Action Bulletin System. 

 
Local Rules A requirement of Health & Safety legislation. 
 
Medical Physics Expert  As defined in, and required by, the Ionising Radiation (Medical 

Exposure) Regulations 2000. 
 
MEMS Medical Equipment Management service 
 
MHRA Medicines and Healthcare Products Regulatory Agency 
 
EBME  Electronic and Biomedical Engineering Services 
 
NHS National Health Service 
 
Non urgent A situation which, if not addressed, will not have an adverse impact 

upon the care of a patient. 
 
NPSA National Patient Safety Agency 
 
ppm Planned preventative maintenance 
 
QA Quality Assurance 
 
Rectification Time The time elapsed between an agreed appointment time with the user 

and the completion of an activity within the scope of this Agreement to 
achieve the requirements of a response. 

 
Response time The time elapsed between the user contacting the Supplier and a 

specialist replying to the enquiry for a service relating to this 
Agreement 

 
Routine A situation which, if not addressed, may give rise to an inconvenience 

to the Trust’s staff 
   
RPA Radiation Protection Adviser - As defined in, and required by, the 

Ionising Radiations Regulations 1999, i.e. an individual meeting the 
Health and Safety Executive’s criteria of competence. 

 
Severe means an adverse event with medical equipment resulting in a major 

injury (at the reportable category to MHRA), major clinical intervention, 
unplanned admission to an Intensive Care Unit or permanent 
incapacity. 

 
Services Those activities described in the Schedules 
 
Site/ Centre means those areas covered by facilities operated by Care UK and its 

Group Companies.  
 
Specialist A qualified and experienced engineers employed or contract by the 

supplier providing a service detailed in the Schedules. 
 
UK United Kingdom 
 
Urgent A situation which, if not addressed, will give rise to inconvenience to 

patient care and the Trust’s staff 
 
User A member of staff authorised by the Trust to initiate a service from the 
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Department. 
 
WEEE Waste Electrical Electronic Equipment Regulation 2006 
 
Working hours An nine hour period between 08.00 and 17.00 during the working 

week 
 
Working week Monday to Friday, excluding all public holidays 
 
 

2. Brief Services Description 
 

The supplier is able to provide a wide range of specialist EBME, clinical engineering and 

technical services. These services enable Trusts of healthcare to satisfy statutory requirements 

and achieve best practice relevant to standards defined for the NHS and by professional 

bodies. The supplier has specialists and advisers who are well placed to either provide services 

direct and/or help in the setting up of a service to be managed locally.  

 

The services are set out in detail within the Schedules.  

 

3. Contacts 
 

The Contact 

 

The Supplier’s contact for the purposes of managing the performance of services shall be the 

EBME Manager, in case of absence; the helpdesk administrator will be available.  

 

Trust Contact 

 

The Trust contact for the purposes of monitoring the performance of the services shall be 

General (Service) Manager, Commercial Manager or Theatre Manager, in the case of absence, 

the Head of Projects and Facilities Management is the nominated deputy notified to the supplier 

by the Trust.  

 

Review of Agreement 

 

An annual review with the Trust of the operational and financial performance of the Agreement 

will be undertaken. 

 

Review of Service Performance 

 

A quarterly performance review with the Trust will be undertaken of the services provided within 

the Agreement. 

 

Access to Services 

  

A contact telephone number and email address shall be available to users of the Trust to make 

request for services described in the Schedules. The Supplier will respond to telephone and 

email requests for services between the hours of 08.00 to 17.00 during the working week, 

excluding public holidays. 

 

All requests for services will be logged and appointments made for the service to be delivered 

at an agreed time and date, during the hours of 08.00 to 17.00 within the working week, 

excluding public holidays. The helpdesk will make best endeavours to ensure a specialist is 

available either to respond within timescales described elsewhere in the Agreement to a user 

by telephone or email, or to make a mutually convenient appointment between the user and 

specialist to provide the service required. 

 

Outside the defined hours of 08.00 to 17.00 during the working week, and for exceptional reasons only, 

specialists in radiation protection and medical equipment repair may be available. These services will 

be charged separately. There is no obligation upon the Supplier to make available specialists outside 
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the terms of this Agreement. 

 

On four occasions spaced at regular intervals during the year a medical equipment specialist will visit 

the site for the purposes of carrying out planned preventative maintenance, liaising with users and 

proactively assisting with the management and advice concerning medical devices. This may include 

elements of instruction, withdrawal of faulty medical equipment, repatriation of medical equipment and 

other such activities that might contribute to the required levels of clinical governance and effective 

management of medical equipment. 

 

Where it has been agreed that external contract engineers be engaged to undertake some of the tasks 

identified in the Schedules, the Trust shall make available such facilities, opportunity, etc that would 

normally be available to a specialist from the Supplier.  

 

4. Dependencies 
 

General  

 

In order for the Supplier to provide the services described in the schedules to the required performance 

levels, the Trust is requested to provide the following: 

 

Access and ease of parking at the site 

 

Access to rooms and equipment at agreed times to which the services relate 

 

Safe working environments 

 

Contact details, including telephone numbers, email addresses, bleep/pager, mobile, etc to enable 

specialists to contact the appropriate user. 

 

Secure areas and suitably equipped facilities where work on medical devices can be undertaken in 

compliance with all aspects of Health & Safety and equipment securely stored. The Trust will meet the 

costs of providing this area and facility. 

 

The Trust and Supplier will ensure that lone working by a specialist is monitored. 

 

Ensure that medical devices are cleaned and decontaminated by the user before the specialist is 

required to provide a practical service. 

 
Medical Equipment Management  

 

The Trust will identify and inform the Supplier of the medical equipment to be managed at the site. 

 
The Trust will be requested to implement and operate an effective and documented medical equipment 
Cleaning and Decontamination Policy such that all specialists and other Departmental staff are not put at 
risk from a biohazard.  
 
The Trust will be required to issue to the Supplier, prior to the commencement of the Agreement, the names 
and contact details of named CAS Liaison officer(s) and appropriate deputies. The Supplier will provide the 
CAS Liaison Officers with DoH alerts as appropriate to the medical equipment maintained and managed by 
the Department. 
 
The Trust is requested to provide the names of staff at the site with local responsibility for use of medical 
equipment to assist the Supplier on day-to-day basis to monitor contract maintenance activity, report 
breakdowns, confirm attendance of contract maintenance engineer and sign and return to the Supplier 
external contractor service reports, etc. 
 
The Trust will be required to ensure that medical equipment involved in an adverse event is placed in 
secure quarantine with minimum disturbance including any disposable(s) involved. Where practical notes of 
settings, symptoms and staff involved should be made and retained with suspect equipment.  Packing 
materials from disposable equipment should also be retained for the investigation. A completed 
Contamination Certificate should be clearly attached to equipment.   
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The Trust will ensure prior advice is sought from the Supplier relating to the contamination 
status of medical equipment involved in an adverse event that requires further investigation. 
 
The Trust will confirm to the Supplier, in writing, that the Trust is the legal owner and gives 
permission for the decommissioning and disposal of any medical equipment that falls within the 
scope of this Agreement. 
 
The Trust will ensure medical equipment owned and deemed by the Trust as unfit for reuse 
shall be withdrawn from use, decommissioned and correctly disposed.   
The Trust will provide work facilities for all commissioning and maintenance on medical 
equipment to be undertaken efficiently and safely according to all aspects of Health & Safety 
legislation. 
 
The Trust will inform the Supplier of the legal ownership of medical equipment within the scope 
of this Agreement, and in particular whether the medical equipment is being used as part of a 
lease, lease-purchase and/or rental arrangement.  

   

The Trust will provide sufficient notice of any commissioning requirements.  

 

The Trust will withdraw from service any faulty equipment and provide the Supplier with details 

of the fault. 

 

The Trust will decontaminate and label any equipment as faulty with supporting information 

prior to a user handing over to a specialist from the Supplier. 

 

The Trust will give sufficient, timely and adequate access to medical equipment for the 

purposes of Planned Preventative Maintenance. 

 

5. Assumptions for Electronic & Biomedical Engineering services  
 

The price for the Medical Physics & Clinical Engineering and the provision of the services shall 

be based on the following assumptions: 

 

The Trust and Supplier maintain an accurate and up to date inventory of equipment that relates 

to the services detailed in this Agreement. 

 

The Trust and the supplier agree the best method of costing services with a view of minimising 

financial risk to either party, whilst ensuring operational efficiency. For instance, in order to 

minimise the need to maintain an extensive stock of spare parts it is recommended that parts 

are charged at cost (including carriage, handling charge, etc) as and when required. 

 

It is recommended that the Trust and The Supplier seek to standardise on medical equipment 

manufacturers whenever prudent in order to reduce the costs associated with training, technical 

manual provision, etc. 

 

Some elements of the service are best priced at an hourly rate where there is uncertainty as to 

requirement within the lifetime of the Agreement. For elements of the service where there is a 

predictable requirement a fixed annual charge shall apply.  

 

The Trust meets the full costs of damage (eg transducers) or loss (eg mains power cables) 

arising from the mishandling, etc of items of medical equipment by users. The Trust will meet 

the costs of medical equipment consumables necessary for testing the performance of medical 

equipment. 

 

If the Trust requires specialists to travel to other locations then additional charges may apply. 

 

The Supplier will provide the service assuming that CE marked medical equipment only will be 

used for the intended purposes by the Trust. 

 

The Trust will reimburse the Supplier for the costs of agreed maintenance contracts with other parties and 

the cost of implementing improvements required by MHRA. The Supplier will levy a charge for the 
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management of these contracts. 

 

5.1 Quality Standards 

 

The Supplier will operate an effective quality management system ensures that it is constantly striving 

to improve the service by the setting and monitoring of quality objectives for the benefit of customers 

and patients. 

 

       All services will be provided using practices or techniques traceable against international/national standards 

and/or peer reviewed published work. 

 

      All specialists will be appropriately qualified and trained, verified by educational and professional 

qualifications, to provide services.  

 

       Cost effective services will be provided to an agreed specification and where this cannot be achieved an 

adequate explanation will be given. 

 

6. Performance Monitoring  
 

The service delivered within the agreed specification may be monitored by the issue of 

appropriate reports and/or correspondence appropriate to the specific item of service. For 

elements of the service where reports are not specifically issued comment on compliance will 

be addressed within the annual report of performance. 

 

 

7. Quality Targets 
 

In respect of adherence to the above quality standards (section 5.1), the Supplier operates a set of quality 

targets both to meet customer requirements and also to improve quality.  The current targets as detailed 

below may be under continual review. 

 

Medical Equipment Management Service 

Description Target Level 

Equipment contracts with a third party service Trust shall be either 

‘cancelled or renewed’ prior to the existing contract expiry date 

 

100% 

Safety alerts shall be broadcast via the Central Alerting System 

(CAS) within 3 working days of receipt 100% 

 

   

 

 
  

Best endeavours for Response Times 

Adherence by EBME 90% 

Adherence by manufacturer 80% 
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Response Times  

 

The response times apply to the User contacting the Supplier by either telephone or email between the 

hours of 08.00 to 17.00 during the working week. 

 

The rectification time relates to the Supplier achieving the required level of performance from either EBME 

or through a managed contract with an approved manufacturer. 

 

Response Category  Response Time Rectification Time 

Emergency                             < 30 mins By start of business on the next 

working day  

Urgent                                     < 30 mins By 12.00 noon next working day) 

Routine                                    < 2 hours within 2 working days 

Non-urgent                              < working day Within 5 working days 

 

Rectification times are subject to the availability of spare parts.  The Supplier will not be held 

responsible for the delays inherent in the ordering and obtaining spare parts and contract 

labour from external suppliers; however in the case of a protracted downtime due to this loan 

equipment should be offered. 
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SCHEDULE 1 

 

MEDICAL EQUIPMENT MANAGEMENT 

  

 
Part 1 - Medical Equipment Management and Maintenance 
 

The Supplier agrees to undertake a review of each item of medical equipment included in the Agreement 
and recommend to the Trust the most cost effective combination of equipment management and 
maintenance available, within the agreement.   
 
To agree maintenance schedules (normally in compliance with manufacturer’s recommendations) for 
different types of medical equipment. 

 
To undertake the asset registration of all medical equipment within the scope of this Agreement. 
 
To maintain information on a database concerning the management of the asset on behalf of the Trust. 

  
To provide advice and assistance on the standardisation and procurement of medical equipment.  
 
To implement and operate an effective broadcast system of medical equipment safety alerts and essential 
upgrades. 
 
To advise on medical equipment decommissioning and disposal.  
 
To provide planned preventative maintenance (ppm) and corrective maintenance of medical equipment 
within the scope of this Agreement. 
 
To implement and manage planned preventative maintenance and corrective maintenance for those items 
of medical equipment to be maintained by a third party.   
 
Asset and Information Management 
 
The medical equipment owned by the Trust and subject to this Agreement will be uniquely identified and 
details registered on a medical equipment management database. Access to and regular updates will be 
provided to the Trust as and when required and at no extra cost.                 
 
To conduct an initial medical equipment audit on the Trust’s site to uniquely identify each item of medical 
equipment.  
 
To maintain database records of medical equipment manufacturer, model, order purchase details, up-grade 
status, age, maintenance history and costs.  
 
To manage the addition of new medical equipment to the database, including details of acceptance and any 
commissioning records. 
 
To provide annual reports of individual or group medical equipment reliability statistics, maintenance costs, 
inventory control, age profiles.   
  
To provide an annual planned replacement programme including estimated budget costs, a year in advance 
(or earlier) of the Trust’s intended medical equipment replacement date.     
 
To ensure that database records and reports are protected, backed up and retained in confidence.  The 
Trust with prior reasonable notice will be given access to inspect all records associated with the Agreement 
and to obtain copies as required.  
 
On termination or expiry of the Agreement, the Supplier shall deliver all records maintained by it pursuant to 
this Agreement unless it is agreed or legally required to do otherwise.   
 
  



EXAMPLE SERVICE LEVEL AGREEMENT 
 

 

22/05/2019             Page 10 of 11    

MHRA Alerts  
 
To manage adverse events as required by the MHRA Medical Device Alert MDA/2010/001 
“Reporting Medical Devices Adverse Incidents and Disseminating Medical Device Alerts” to 
medical equipment as operated by the Trust.   
 
A specialist will respond and provide advice and practical assistance to an adverse event 
relating to the medical equipment following a request from a user.  
 
A specialist will conduct an initial assessment with the user, by telephone or email, and 
establish the severity/likelihood of re-occurrence and agree a response priority. 
 
A specialist will attend at an appointed time to undertake further investigation if the initial risk 
rating is classified as Severe or Catastrophic.  
 
The Supplier may be requested to assist in any investigation and fulfil any requirement for 
onward reporting to the MHRA and other agencies.    
 
Where necessary the Supplier will act upon any alert bulletins relating to any equipment 
covered by this agreement in an appropriate time scale that does not expose the Trust to any 
adverse risk.  
 
Safety Alerts 
 
To notify safety alerts, in compliance with MHRA Medical Device Alert MDA/2007/001 
“Reporting Medical Devices Adverse Incidents and Disseminating Medical Device Alerts”, 
published by the MHRA, NPSA, DoH, NHS Estates and the medical equipment manufacturers 
electronically to nominated users. 
  
To provide guidance to users of the implications and corrective implementation resulting from a 
notices served by CAS. 
 

Maintenance Contract Management 
 
The Supplier will use EBME or the most appropriate authorised service Trust, to undertake the 
most cost effective arrangement accounting for service intervals, calibration, safety checks and 
any mandatory or statutory requirements for each item of medical equipment.   
 
The Supplier will establish with the user the level of response time, and provision of loan 
equipment requirements in order to negotiate the most cost effective contract.   
The Supplier will provide day-to-day administration of breakdown and planned preventative 
maintenance activity including the attainment of any up-time targets.  
 
The Supplier will monitor contractor performance and vet all service reports against payment of 
invoices.   
 
The Supplier will undertake assessment of contract performance of all service Trusts. 
 

 Medical Equipment Decommissioning and Disposal 
 
The Supplier will advise the Trust how to make equipment safe and unusable while minimising 
the damage to the environment. This will ensure that an inappropriate person does not use the 
equipment and expose themselves to potential hazards. 
 
The Supplier will provide advice to the Trust on complying with the Waste Electrical and 
Electronic Equipment Regulations (WEEE Regulations) and other legislation applying to the 
transport of hazardous waste by road and rail.   
 
 

 
  



EXAMPLE SERVICE LEVEL AGREEMENT 
 

 

22/05/2019             Page 11 of 11    

Part 2 – Electronic and Biomedical Engineering Services (EBME) 
 

The Supplier will deploy nominated specialist medical engineering technologists to deliver the maintenance 
services. The specialists mobile and will undertake four visits per year to the site to carry out repairs on 
faulty equipment and planned preventative maintenance on equipment. The specialists will also be 
proactive in meeting with users to provide immediate advice and assistance (see section 1.3)  
 
The Supplier will ensure all replacement parts will be from the original equipment manufacturer unless there 
is a suitable approved alternative part, which exceeds the minimum specification of the original component. 
The cost of parts will be charged at cost plus handling charge and carriage. 
 
The Supplier will ensure all test equipment will be appropriately calibrated and the use will be recorded in 
the job history. 

 

The Supplier will ensure that unless otherwise agreed all redundant parts will be disposed of according to 

current waste regulations 

 

Commissioning and Acceptance of Medical Equipment 

 

The Supplier will commission and accept items of medical equipment ensuring that each piece of equipment is 

uniquely identified and the details are registered on the equipment inventory and database.   

 

The Supplier will involve and work with the manufacturer’s authorised engineers where appropriate to ensure 

commissioning and acceptance testing is undertaken efficiently. 

 

Planned preventative maintenance (ppm) 

 

The Supplier will undertake to provide scheduled ppm to manufacturer’s requirements.  
 
Corrective maintenance 
 
The Supplier will undertake all corrective maintenance and reserve the right to use the most cost effective 
repair process.   
 
Medical Device Alerts, Manufacturer equipment upgrades 
 
The Supplier will organise and/or undertake all essential work relating to MHRA Medical Device Alerts and 
manufacturer recommended upgrades. 
 
 
 
 
 
 
 


