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MEMORI is a modular software as a medical device (SaMD) which may utilize compatible 
software to obtain patient data collated from Electronic Health Record systems (EHR) 
and deliver a risk score (Memori Risk Score) to inform clinical management through the 
use of a proprietary Machine Learning model to categorise and stratify the risk of patients 
developing hospital acquired infections (HAIs) and predicting a set time frame of onset in 
the patient population. The MEMORI score and the information displayed on the 
explanatory dashboard can be used by a clinician to inform the management of a patient. 
Potential next actions may be displayed based on national guidelines and/or local 
policies as appropriate. 

MEMORI is intended for use by trained healthcare professionals, including doctors, 
nurses, and healthcare assistants, for adult patients aged over 18 and under 90 years 
with acute neurological injuries and/or neurological conditions.

It is to be used within secondary care settings, including but not limited to:
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Intended Use

Use is restricted to the specified patient population and the defined clinical 
environments such as the above.

MEMORI is viewed on the care facility IT system through the EHR provider. Data from 
patients entered in the EHR both physiological and non-physiological, is processed by 
the Memori algorithm and the generated risk score is displayed to the clinicians via the 
EHR or Memori explainability dashboard. As patient data is updated with more monitoring 
inputs, so the risk score is updated and displayed. If the MEMORI score falls within a 
predetermined threshold, an alert message appears to inform the clinician regarding the 
change in metrics and MEMORI score. On the alert message, the clinician will also be 
able to access the explainability dashboard where they will be able to visualise patient-
information including, but not limited to, vital sign trends, MEMORI score trend, recent 
investigations, drug history.

MEMORI is designed to predict the onset of HAIs and subsequently INFORM the clinician 
of this, to allow them to consider further investigations. This timely detection will 
translate into a clinician considering an appropriate intervention thereby significantly 
reducing the risk of complications and shortening the extra length of stay usually 
associated with the development of HAIs. Memori is NOT intended to replace clinicians 
or multi-disciplinary team members, drive clinical management, be used in replacement 
of new observations, investigations or treatment decisions, be used as the sole driver for 
discharge of patients from the hospital or to replace local or national guidelines.

• Acute brain injury wards
• Stroke units
• Complex neuro-rehabilitation units
• Prolonged Disorders of 

Consciousness (PDOC) units
• Ventilation and complex respiratory 

wards

• Neuro-behavioural wards
• Neurosurgical intensive care units 

(Neuro SICU)
• Intermediate neurological wards
• Neurological stepdown units



MEMORI should NOT be used:

• In replacement of a clinician or 
multi-disciplinary team member

• To drive clinical management of 
patients

• In replacement of new 
observations, investigations, or 
treatment decisions

• Driver for discharge of patients 
from the hospital

• To replace local or national 
guidelines

MEMORI should never replace a 

healthcare professional’s clinical 

judgement. The MEMORI risk level 

should always be used considering 

other relevant clinical observations 

and contextual information about 

the patient. 

Excluded use Safety & precautions

MEMORI risk level
The output of the device is a risk level called the MEMORI risk level. This 
risk level is generated in real time from the patient information entered into 
the EHR. 

The MEMORI risk level indicates the patient’s likelihood of developing an 
infection in the next 0-7 days. The MEMORI risk level is updated when new 
observations are entered.

The risk level can take the following values: low, moderate, high or critical. 
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Explainability dashboard

1. Patient ID & ward
2. Next best actions

3. Patient health trends
4. MEMORI risk & explainability 
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The explainability dashboard can be used to understand the key factors 
behind the patient’s MEMORI risk level and to view further context 
regarding the patient. 

1. Patient’s local hospital ID and the ward they are currently admitted to.

2. Next best actions provided by your hospital or clinical team. The 
content displayed here is specific to your clinical setting. 

3. Patient health trends displays up to 10 days of vital trends for the 
patient. This data comes directly from the electronic patient record. 

4. Information about the MEMORI risk score



Understanding the MEMORI risk level 
The explainability dashboard displays the key factors behind a patient’s 
MEMORI risk level for one patient at a time.
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1. MEMORI risk level
This patient’s current risk for 
infection and when the risk was 
last updated.

2. Factors increasing risk
This list shows the most important 
factors increasing this patient’s risk 
of infection. 

The list includes up to 10 items.

3. Likelihood of infection 
This graph displays the likelihood of 
this patient developing an infection 
after 3 hours, 6 hours, 12 hours, 24 
hours and three days as a 
percentage. 

This likelihood is calculated by the 
MEMORI risk predictor and updates 
every time the patient’s risk level 
updates.
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MEMORI risk level in the Ward view 

MEMORI risk level in the Observations view 

How to view the MEMORI risk level 
Patient’s MEMORI risk level is visible in two locations within PatientSource: 
the Ward View and Observations view.

MEMORI alert
When a patient’s MEMORI risk level becomes “High” or “Critical” an alert 
will appear in the Observation view. The MEMORI alert includes the 
patient’s MEMORI risk level and possible actions to consider.

The MEMORI alert will remain visible until it is acknowledged by clicking 
the checkbox in the alert.

MEMORI alert
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How to view the explainability dashboard
The explainability dashboard can be accessed two ways: 
a) By clicking on the blue field “Click here for further insights” on a 
MEMORI alert

b) Click on the MEMORI risk level on the ward board
MEMORI alert with a link to the dashboard

Explainability dashboard link within ward board

c) Click on the MEMORI title in observations view

Explainability dashboard link within observations

7



Emergency & technical support
In case of device malfunction, please email support@sanome.com.

In case of an emergency outside of working hours, follow the standard 
escalation procedure for your hospital. 

For a paper copy of this Manual, please email support@sanome.com 

If a serious incident occurs in relation to the product, report should be made to the MHRA 

through the Yellow Card Scheme: https://yellowcard.mhra.gov.uk/ 
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Performance & clinical benefit
The device produces an updated risk score in under 5 mins, from the time 
that additional observations are entered about a patient.

The intended clinical benefits are to offer clinical decision support to qualified 
healthcare professionals for the purpose of

• increasing the accuracy of the identification of patients at risk of 
developing an infection;

• alerting at-risk patients up to 7-days in advance of infection onset.

The intended clinical benefit of MEMORI (the device) is indirect rather than 

direct. Through demonstrating acceptable clinical performance, software 

validation, and summative usability, the indirect clinical benefit of “MEMORI” 

(the device) lies in the provision of accurate medical information on patients, 

as assessed by being more accurate in performing the task of “identifying 

patients at risk of developing an infection” to the generally accepted and 

established State of the Art. Providing such accurate medical information 

facilitates subsequent clinical assessment and management decisions for 

patients, made by the responsible clinician.

The clinical outcome parameter(s) to assess clinical benefit is prognostic 

accuracy, or reliability (timing), and precision of detecting nosocomial 

infections that require antibiotics up to 7 days from a measurement recording. 

The prognostic accuracy of detection is compared to current standard-of-care, 

NEWS2.

https://yellowcard.mhra.gov.uk/


Device details

Symbols used
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Manufacturer

European Medical Device

Consult Instructions 

for Use
Date of 

manufacture

European representative

Unique Device 

Identification

Medical device

Human Digital Twin Ltd
Fox Court
14 Gray's Inn Road
London 
WC1X 8HN

Casus Europe B.V. 
Lange Viestraat 2b
3511 BK Utrecht
The Netherlands

2025-06

3022

Infection Risk Predictor

EHR Connector Model Helper

User Helper



Supporting performance evidence
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Survival rates
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Summary of Population Characteristics
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Analysis of model performance characteristics 
in comparison to NEWS2
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Risk stratification performance outcomes for 
hospital acquired infections
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Risk stratification performance for hospital 
acquired infections (HAI)



15

Explainability of device
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Personalised explainability dashboard for an 
individual patient
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Alerting performance outcomes for hospital 
acquired infections
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Retrospective real-world validation of model 
performance of MEMORI alerting, as 
compared to baseline standard-of-care, 
NEWS2 alerting.
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Analysis of device alerting performance, as 
compared to baseline standard-of-care,
NEWS2 alerting stratified by sex.
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Analysis of device alerting performance, as 
compared to baseline standard-of-care,
NEWS2 alerting stratified by age-range.
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Analysis of device alerting performance, as 
compared to baseline standard-of-care, 
NEWS2 alerting for various patient cohorts.
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Multivariable Cox Proportional Hazards Model 
with Three-Way Interactions



23

Baseline survival function stratified by in-
sample derived risk thresholds
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