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Caroline Finlay – MTS Health 

A Management Approach 
to the Compliance Challenge



An Introduction to MTS - Clinical Technology Management

Cost Improvement Programmes

• Capital Planning

• Service Contract

• Business Cases

• Tendering

• Programme Management Services

• Planning and Equipping New 

Hospitals and Re-Developments 

Equipment Advisory 

Equipping Hospitals for 25 years

Team of 50+ personnel 

Clinical Scientist; Clinical Engineers; 

MCIPS Procurement ; PRINCE 2

Compliance Assurance

• Independent MHRA Assurance 

Toolkit

• CQC Risk assessment and 

improvement plans

• Inventory Audit and Management 

• Medical Devices Training

• Cyber Security

Governance 

MTS have conducted more than 

20 compliance assurance audits 

and delivered significant 

improvements in Medical Device 

Management across the NHS

Service Delivery

• Partnering for Resilience – additional 

Clinical Engineering capacity

• Bed Management End to End Service on 

Sodexo Sites including tracking, cleaning, 

portering, storage and maintenance.

• OEM Contract Management – reducing 

spend and providing single point of 

contract for management

Operational

MTS work closely with partner 

organisations to support in-house 

Clinical Engineering Services 

providing resilience and added value 

service delivery outcomes
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What is the Compliance Challenge ?

MHRA 

There should be systems in place to ensure 

reporting of device issues including:

• The effectiveness of the medical devices 

management system

• The condition and performance of medical 

devices including device failures and issues; 

Utilisation, performance, maintenance; 

repair and calibration history

• The execution of investment, replacement 

and disposal plans.
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International Electrotechnical 

Commission - IEC 60601-1: (Edition 3.2) 

Basic safety and essential performance 

requirements of medical electrical equipment 

serves to ensure that no single electrical, 

mechanical, thermal or functional failure shall 

pose an unacceptable risk to patients and/or 

operators.



• Healthcare organisations must maintain 

equipment if it can cause danger. 
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What Does the Law say about Maintenance?

The overriding message from the regulator is to ensure that the Healthcare Organisation 

has a policy that specifies what maintenance must be carried out, and how. 

The law does not say how this must be done or how often. Providers should decide what 

level of maintenance is needed according to the risk of an item, and how the equipment is 

made. It does not say you must maintain annually – it leaves the decision making to the 

organisation, but it must be justifiable. 

• The healthcare organisation is responsible for ensuring 

their medical devices are maintained appropriately

https://www.cqc.org.uk/guidance-providers/regulations/regulation-12-safe-care-treatment#full-regulation

https://assets.publishing.service.gov.uk/media/6089dc938fa8f51b91f3d82f/Managing_medical_devices.pdf

Providers should decide what level of maintenance is needed.

https://www.cqc.org.uk/guidance-providers/regulations/regulation-12-safe-care-treatment#full-regulation
https://assets.publishing.service.gov.uk/media/6089dc938fa8f51b91f3d82f/Managing_medical_devices.pdf


• Workplaces depend on 

the strength and 

leadership of those in 

management positions

• Communication is key – 

setting clear goals and 

objectives

• Reporting must be 

accurate and evidenced

• Goals must be achievable
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The role of the manager and their manager

Common challenges:

• Workforce shortages

• Culture – we have always 

done things 

this way !

• Inventory Management and 

systems

• Decision making / 

Accountability

• Training 

• Managing Productivity



Common Observations :

• PPM Compliance is not good enough

• PPM Compliance is not effectively reported

• Technical resources for meeting PPM schedules not available

• Key metrics are not monitored/reported

• External Service Contract management process inadequate

• External service contracts are not monitored for performance

Common Recommendations :

• Asset management systems not fit for purpose or used 

appropriately

• Introduce risk-based strategies (Smart

• Develop meaningful KPI’s that can be measured and reported

• Set out clear responsibilities for managing external service 

contracts
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Key Themes for improvement – 
Maintenance
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Summary of PPM Compliance by Risk Level

Total Assets Compliant Non Compliant Compliance%

Anon hospitals across 5 Hospitals

Total Assets Compliant Non Compliant

High Risk 7400 3723 3677

Medium Risk 12500 8400 4100

Low Risk 30500 18586 11914

Total Assets 50400 30709 19691

Average 60.93% 39.07%



The NHS has used a 

‘blunt’ tool for many 

years when it comes to 

maintaining Medical 

Devices.

Many international 

manufacturers and 

organisations such as NASA 

are using a much smarter 

approach to maintenance that 

improves efficiency and 

reduces costs.

Proactive management of 

risk can create a more 

efficient approach by 

focusing on the priority 

areas for planned 

maintenance Proactive management of 

maintenance can maximise 

the use of precious 

resources while enhancing 

patient safety
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Why use a Smarter approach to managing 
compliance ?



8

Smarter Management for Compliance

Requirement Current Ways of working Smart Management methods for Compliance Benefits

Accurate inventory of assets
NHS Trusts do not always maintain an accurate inventoryDatabase 

inaccuracies often mean KPI's are poor / wrong / out of date.

Inventory management is given priority with appropraite asset 

management database 

Time currently wasted doing unnecessary maintenance will be freed up 

to allow accurate inventory inspections.

Planned Maintenance (PM)

NHS Trusts are non-compliant with their "set" dates for PM. 

Benchmark evidence across numerous Trusts shows poor  compliance  

of devices based on what is are overdue for PM cross multiple Trusts.

 Reassign staff away from traditional methods to accurate Risk Based 

Management (SMART).PM should not follow a "do it once a year " 

schedule, but instead should be done when needed or not at all; and 

only after carrying out a stringent risk assessment.

Many devices do not require PM, but this still happens under the 

traditional approach. The Smart approach will only maintain equipment 

to a properly risk assessed plan.

Repairs
Many trusts have a backlog of repairs due to lack of people 

working/available to do repairs or too much focus on reactive

The Smart approach to maintenance will free up personnel to repair 

equipment and improve uptime  reducing requirement for un-

necessary purchasing

Reduced Equipment downtime , right sixing of inventory and improved 

clinical service delivery 

Workforce Does not optimise staff time. Directly impacts on efficient and targeted use of staff time and training Optomise the use of valued resources 

Best Practice Traditional approach fails to make the best use of time/resources.

 Ability to re-direct resources to a broader range of devices externally 

contracted / other activitiesis. Methods  used by most large industrial 

companies; and also by NASA

Smart approaches to maintenance will improves is used by most large 

industrial companies; and also by NASA

Achieve highest regulatory 

compliance 

The traditional management method rarely achieves the highest 

compliance.

MTS Smart can deliver higher standards of compliance by re-assigning 

people / resources to target the highest areas of risk.
Improved CQC compliance

Performance Reporting 
Key Performance Indicators are not reported consistently or evidence 

based

Improve accuracy of reporting , agree the benchmarks and ensure that 

trends are presented
Assurance and Confidence for management teams and accountability

Governance
Inadequate processes in place and ineffective systems  for managing 

Medical Devices 
Management iof risks related to maintenance are captured 

Improvements in resource management and identification of issues for 

escalation

Sustainability Waste of valuable resources Operational  and Environmental sustainability Supports the Net Zero Carbon initiatives

Smarter Management for Achieving Compliance
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Smarter Management of Maintenance

• Involves analysis of each item of equipment on the inventory to 

develop a maintenance plan that is tailored to its specified risk 

classification.

• Risk classifications need to be documented and agreed as an 

integral part of the Medical Devices policy

• Manufacturers are ‘designing out’ planned maintenance

• Asset management and ‘repair only’ is now the case for many 

devices

• Use a “Smart Assessment tool” to identify which devices are 

high, medium, and low risk – this could be done locally or 

preferably follow some national guidance

Simple 5 x 5 Risk Matrix



Smart Assessment Tool
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This example of  a risk assessment is based on the International Electrotechnical Commission (IEC) standard 60601 - A 

series of standards for safety & performance of medical electrical equipment; adhered to by 170 countries, including the 

UK.  This tool can be applied to your asset list and allow improved allocation of resources.

Name Model Manufacturer Category

Inspection / PM 

advised by OEM? 

1 = Y

EST required 

1=Y

Period in 

yrs Risk Score

H / M / L 

RISK

Diathermy Force Fx Covidien 1CF 1 1 1 10 H

Ultrasound i10 Verathon 1BF 1 1 1 9 H

Bed 9000X Arjo 1B 1 1 1 8 H

ECG machine MAC600 GE 2CF 1 0 na 6 M

Pulse oximeter PM100N Nellcor 2BF 1 0 na 5 M

Syringe driver CC Alaris 2BF 1 0 1 5 M

Infusion pump VP5005 Volumed 2BF 1 0 2 5 M

Nebuliser AC2000 Clement Clarke 2B 0 0 na 4 M

ECG machine MD100E ChoiceMMed 3CF 0 0 na 3 L

Defibrillator AED Plus Zoll 3CF 0 0 na 3 L

TENS K8 Neurotrac 3BF 0 0 na 2 L

NIBP UA611 Omron 3BF 0 0 na 1 L

Pulse oximeter Intelli IT Omron 3BF 0 0 na 1 L
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Smarter Management of Maintenance

Analyse the 
Assets and 

assign “Risk”

Re-design 
Maintenance 
Practices and 

policy

Document & Seek 
Governance  Approval – as an 

example from MDG

Achieve efficient and 
proactive 

management of 
maintenance 

responsibilities
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What are the potential benefits? 

A proactive approach to 

managing compliance has 

many workplace benefits and 

supports the NZC agenda.

Improved 

Patient Safety
    

 

  Sustainability & Reduction 

in Carbon Footprint

Improved efficiency & 

allocation of 

resources - 

Workforce

Improved 

Compliance
More 

Accurate 

Reporting 
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Drushtee Ramah

North Middlesex Hospital University Hospital

An Insight from the experience of a 
Compliance Review

 



An Insight  from a Clinical Engineering Manager – 
North Middlesex Hospital

• Clinical Engineering Services in a Hospital “Perceptions & Complexity” 

• Why a review from MTS at North Middlesex University Hospital ?

• Outcome of the Compliance Toolkit Audit - Risks, Gaps and Celebrating successes. 

• The Next Steps for Us – A consolidated plan with support from External Validation

• The Future at North Middlesex  & The Clinical Engineering Network in North Central 

London. 



Thank you
Questions?
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