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Trial registration

• ISRCTN: 99559262

• Funders:
• National Institute for Health Research – Health 

Technology Agency (UK) 

• NHS Greater Glasgow & Clyde

• National Health and Medical Research Council 
(Australia)
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Our approach

• Relationships are at the centre of relapse and recovery.

• Fear of relapse can strain relationships, communication 
and decision making.

• We hope that digital technology will empower people 
with lived experience to: 

• track and observe changes in their own wellbeing,

• develop a positive awareness of the “ebb and flow” of 
feelings in daily life

• maintain their own data,

• access wellbeing resources, and

• share data to access support



Something’s 
not quite 

right

I could end up 
back in hospitalI’ll let 

everyone 
down

Relationships

What might 
happen?

Feelings: Fear, anxiety, shame
Behaviours: Avoidance, 

hypervigilance, over positive

Behaviours: Increased monitoring, 
risk oriented

Feelings: Concern, suspiciousness

Service 
recipient

Service 
provider
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EMPOWER Aims

• Early signs Monitoring to Prevent relapse and 
PrOmote Wellbeing, Engagement and Recovery 

• Our aim is to build a complex intervention 
(MRC Framework) that:

• enhances recognition of early warning signs;

• provides a stepped care pathway;

• may trigger a relapse prevention strategy which can 
be stepped up to a whole team response.
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EMPOWER Aims

• To enhance and tailor our mobile phone software application (App) to 
deliver EWS monitoring, self-management interventions and access to a 
relapse prevention pathway which is firmly embedded in whole team 
protocols and action; 

• to determine rates of eligibility, consent and recruitment of potentially 
eligible participants (service users, carers and care co-ordinators) to the 
study; 

• to assess the performance and safety of the EMPOWER Medical Device; 

• to assess the feasibility, acceptability, and usability of the intervention 
including feedback on suggested enhancements from consumers, peer 
support workers and clinicians; 

• to assess primary and secondary outcomes in order to determine 
preliminary signals of efficacy of the EMPOWER Relapse Prevention 
Intervention as a basis for the estimation of sample size requirements of a 
future definitive trial, 

• to undertake a qualitative analysis of relapses to refine intervention in the 
main trial, and 

• to establish the study parameters and data gathering frameworks required 
for a co-ordinated health economic evaluation of a full trial across the UK 
and Australia. 
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Trial Design

• EMPOWER is a multicentre, two arm, parallel groups 
Cluster Randomised Controlled Trial involving eight 
purposively selected Community Mental Health 
Services (CMHS) (2 in Melbourne and 6 in Glasgow) 
with 12-month follow-up. 

• The CMHS will be the unit of randomisation (the 
cluster), with the relapse prevention pathway provided 
by the teams to individual service users and with 
outcomes assessed within these clusters. 

• The study will take place in NHS Greater Glasgow & 
Clyde and NorthWestern Mental Health, Melbourne. 
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Eligibility

• Teams (n=8), Service Users (up to 120) and Carers

• Service users from participating CMHS are eligible for 
inclusion if:

• they are adults (age 16+);
• in contact with a local community based services; 
• who have either 

• been admitted to a psychiatric in-patient service at least once in 
the previous two years for a relapse of psychosis; 

• or received crisis intervention (e.g. via a crisis intervention service; 
re-engaged with a CMHS) in the previous two years for a relapse of 
psychosis;

• a diagnosis of Schizophrenia-related disorder (DSM-5).



#EMPOWERApp

0utcomes

• Feasibility

• Safety

• Performance

• Primary Outcomes (Blinded)
• Relapse

• Mechanisms
• Recovery and self efficacy

• Social and interpersonal

• Carer Outcomes
• Carer stress and burden

• Health economics

• Secondary Outcomes
• Mental health

• Substance use

• Emotional distress

• Service engagement

• Health economics
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Supported mobile phone App:
• Monitoring mental health and 

wellbeing

• Supports self management

• Peer Supported

• Informs early intervention via 
clinician triage

• Stepped care response

What is the EMPOWER App?
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The EMPOWER System



The App



Question time



The Algorithm

No change
Message 

generated

Small 
change

Targeted 
message 

generated

Larger 
change

Message 
generated

Alert raised

Responses 
compared to 

baseline

Empower 17:32

Suspicious thoughts are common. In

one recent study, 70% of people said

that they had, at some time,

experienced the feeling that people

were deliberately trying to harm them

or upset them in some way and 80%

felt strangers were looking at them

critically.
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Functions
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Medical Device Approval

• Medicines and Healthcare Products Regulatory Authority

• https://www.gov.uk/government/publications/medical-
devices-software-applications-apps/medical-device-stand-
alone-software-including-apps

• This states that apps which perform a calculation or 
interpret or interpolate data where the healthcare 
professional does not review the raw data, are likely to be 
considered to be a medical device. 

• It goes on to state that software intended to carry out further 
calculations, enhancements or interpretations of patient 
data, is a medical device. 

• It’s also a medical device if it carries out initial complex 
calculations, which replaces the clinician’s own calculation.

https://www.gov.uk/government/publications/medical-devices-software-applications-apps/medical-device-stand-alone-software-including-apps
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MHRA experiences

• Detailed background documentation – European Commission and 
ISO standards

• Detailed justification of Medical Device Classification

• Software testing and validation of EMPOWER Algorithm

• Detailed Clinical, Technical and Software Queries over 60-day 
notification process. Some examples -

• The algorithm appears to be performing ‘direct diagnosis’ and should 
be considered as a class IIa device under rule 10. 

• Intended purpose is that the messages are intended to prevent relapse. 
They are delivered by the app to the patient. The directive looks at the 
intended purpose and not how that purpose is achieved. 

• It is agreed that the manufacturer can use a modular system but this 
does result in components of the system being considered to be 
accessories. An accessory can be used on its own for non-medical 
purposes. The requirement is that it is intended to enable a device to 
function as intended.
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MHRA Outcomes

• Detailed exposition of the Medical Device (Algorithm) and 
validation of accompanying software

• Fine grained analysis of potential Device Deficiencies and 
accompanying risk analysis

• Procedures for reporting of Device Deficiencies and Adverse 
Events to Sponsor, DMEC and MHRA

• Addressing stakeholders concerns about safety monitoring 
and reporting

• Implications for Sponsor agreements with Manufacturer and 
other centres including Australia



Find out more - https://empowerstudy.net


