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Alternative electronic instructions for use are available at the website below, or you can request 

further paper copies from Oxehealth using the contact information at the end of these instructions. 

Website: www.oxehealth.academy/instructions-for-use 
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Symbols Used In This Manual And On Product Labels 

 
Read the Instructions for Use 

 

Caution 

 

Medical Device, according to the 

definition within Regulation (EU) 

2017/745 on Medical Devices (as 

amended) 

Unique Device Identifier 

 

Lot or batch number (in the case of Vital 

Signs, the software version number) 
 

Date of manufacture 

 

Manufacturer 

 

CE Marking, made in conformance with 

(MDR) EU 2017/745 for medical devices 

 

UKCA Marking, made in conformance 

with the UK Medical Devices 

Regulations 2002 (as amended) 
 

Authorised Representative in the EU. 

 

Importer   

 

Instructions For Use For Oxevision Sleep 
Carefully read all instructions prior to use. Observe all warnings and precautions noted throughout 

these instructions. Failure to do so may result in inaccurate readings of sleep measurements. 

These instructions for use are for the Oxevision Sleep software device, which is a product module 

within Oxehealth’s Oxevision Device. For instructions on how to use other product modules within 

the Oxevision system, refer to other instructions for use for those features. The Oxevision Sleep 

Device is intended to be used by healthcare professionals who have read this document. 

CAUTION: Federal law (U.S.) restricts this device to sale by or on the order of a licensed healthcare 

practitioner. 

IMPORTANT - please read carefully 

If any serious adverse incident occurs when using the Oxehealth Sleep medical device, where a 

subject or user is or could have been seriously harmed, it is vital that you inform Oxehealth using 

the contact details at the end of these instructions and you may also inform the FDA. 
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For details of how to inform the FDA of an adverse incident, please visit 

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm. 
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Intended Use 
The Oxevision Sleep Device is an activity monitor designed and intended for documenting physical 

movements associated with applications in physiological monitoring.  

The device's intended use is to analyze subject activity, movement and physiological sign data 

associated with movement during sleep and to extract information about certain sleep parameters 

from these movements and physiological sign data. The device provides a timeline of periods when a 

bed space is occupied, and periods when a subject is asleep when the bed space is occupied.  

The Oxevision Sleep Device is software assessing video footage from a fixed-installation device for 

use within single occupancy bed spaces within hospitals, general care and secured environments.  

The Oxevision Sleep Device is indicated for use on subjects 18 years of age or older. 

Warnings 

The Oxevision Sleep Device must not be used with any subject receiving critical care. 

The Oxevision Sleep Device must not be used in rooms that contain or may contain: 

●​ Domestic animals  

●​ A shower or significantly sized water feature 

Oxevision Sleep must not be used as the sole basis for making any decisions or recommendations 

relating to clinical diagnosis, subject care or treatment. Decisions or recommendations must be made 

by a clinician based on broader evidence than Oxevision Sleep alone provides. 

It is possible that the introduction of the Oxevision Sleep Device could affect the behavior of 

individuals in your care. It involves the introduction of the Oxevision system including cameras and 

illuminators which could result in false perceptions of the capabilities, limitations and intended use 

of the software. It is essential that you engage with the individuals under your care and other 

interested parties to ensure that they fully understand the capabilities, limitations and the intended 

use of the software, using the training materials and subject information provided by Oxehealth. 

Failure to fully inform individuals could result in them becoming distressed. 

Cautions 

If the Oxevision Sleep Device fails to respond as described, discontinue use until the situation has 

been corrected.  Contact Oxehealth for support through either the user interface, or the telephone 

number or address given at the end of this manual.  

The Oxevision Sleep report may not display bed occupancy periods or sleep periods, or may display 
inaccurate bed occupancy or inaccurate sleep periods, in the following circumstances: 

●​ Large airflows through the room. 
●​ Other sources of movement in the room. 
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●​ If another living being is present in the room such as a carer or other person in or near the 
bed space (including hidden from view, for example by sheets). 

●​ Human-like shapes are present in the bed space ( e.g. a mannequin) or the bedding or other 
objects in the room resemble a human shape. 

●​ Running, dripping or spraying liquids in the room. 
●​ Moving patches of light or shadow in the image of the room as flashlights or lanterns. 
●​ In the presence of sources of flashing or variable light, including other Near Infrared 

illumination, for instance from an existing CCTV installation. 
●​ Sources of mechanical vibration in the image 
●​ Vibration of the related hardware, caused for example by drilling into a nearby structure. 
●​ Where insufficient body area is visible to the camera. 
●​ The subject appears too bright in the camera image due to exceptionally bright illumination. 
●​ The subject appears too dark in the camera image due to insufficient illumination, for 

instance if the infrared illuminators are obscured. 
●​ The subject cannot be seen because the camera has been obscured. 
●​ In subjects with pronounced sleep apnoea or who are deliberately controlling their 

breathing. 
●​ The subject's torso is covered by a material with extremely low contrast edges. 
●​ The subject's head is obscured (for example by a blanket or other bed clothes). 
●​ The subject is in a dark area of the room, especially if a large part of the remainder of the 

room is covered in direct sunlight. 
●​ The bed is moved from its original location in the room. 
●​ In the 7-day period including the date of clock changes associated with Daylight Saving Time.  

The Oxevision Sleep report may not display sleep periods, or may display inaccurate sleep periods,  in 
the following circumstances: 

●​ In subjects with low perfusion, anemia, poor circulation or blood volume deficiency. 
●​ Where visible skin is significantly scarred or tattooed. 
●​ Where visible skin has excessive make-up, sunscreen or other topical applications that hide 

the underlying skin applied. 
●​ In subjects with tremor or motion disorders. 
●​ In subjects under the influence of or withdrawal of alcohol. 

●​ In subjects under the influence of or withdrawal of drugs. 

●​ When subjects are talking (including vocalizations during sleep) or controlling their 
breathing. 

●​ In the presence of sleep disorders, e.g. REM sleep disorders, periodic limb movement or 
parasomnias, or other disorders or  syndromes leading to abnormal movement or breathing 
patterns during sleep. 

●​ In the presence of cardiac arrhythmia or other forms of abnormal heart rhythm. 
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The Oxevision Sleep report displays data gathered from a specified bed space so may show data for 
any subject occupying that bed space. 

Please be aware that: 

●​ The device provides estimated sleep status. It is not a replacement for measurements of 
brain activity. 

●​ The system is not intended to be used as an apnea monitor. 
●​ The accuracy of the Oxevision Sleep System device has not been studied in patients with 

neuromuscular disorder. 

The Oxevision Sleep device is not a real-time sleep monitor or a sleep apnea monitor.  Its outputs do 
not indicate whether an individual is currently asleep, nor does it give any indication of the health or 
safety of an individual. The device cannot be used to determine whether an individual presents signs 
of abnormal or altered breathing. 

The Oxevision Sleep device analyzes video captured from a video camera within a bed space 
illuminated by a Near Infrared Illuminator, and so obstruction of either of these parts of the device 
will severely compromise its operation. It is also possible that individuals will attack or attempt to 
damage the housing containing the camera and illuminator, and this can also result in compromising 
the operation of the system and the software. Ensure that the housing containing the camera and 
illuminator is kept free from obstruction according to the maintenance directions in the Oxevision 
Sleep Instructions for Use, and inform Oxehealth of any attack on or interference with the housing. 

Oxehealth software and related hardware installed inside or outside the room environment is not to 
be installed or maintained by anyone other than an Oxehealth trained representative. Any attempt 
by a non-Oxehealth representative to interfere with the hardware, operating system administration 
or software configuration outside that described in this manual may result in damage to the device 
performance. 

If you make significant physical changes to a room, for instance visible structural changes or adding 
large items of furniture, this may affect the device performance and you should inform Oxehealth. 

 

Specification 

Clinical-related evaluation of Oxevision Sleep Device outputs 

Bed State outputs Sleep State outputs 

Accuracy Overall 

Agreement  

Positive 

Agreement  

Negative 

Agreement   

>95% >82% >88% >55% 
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Installation 

Installation will be carried out by an Oxehealth approved installer, according to installation 

instructions and verification procedures provided by Oxehealth. 

Maintenance 

The Oxevision Sleep device analyzes video from an infrared illuminated room that has been captured 

by a video camera to measure activity, movement, the pulse rate and breathing rate (chest wall 

movements) of a subject.  Hardware is often installed within a housing and so the cleanliness of the 

housing must be maintained. When cleaning the housing unit and/or touch screen devices, do not 

use solvent based, ammonia, caustic or abrasive cleaners or abrasive cleaning materials on the clear 

front of the housing unit or on touch screen device displays, as this may scratch or fog the material, 

and potentially degrade the ability of the device or the user’s ability to see the subject clearly and 

may reduce the reliability and accuracy of the readings. 

If components within the sealed housing are directly exposed to liquids, vapors or dust then they 

may be damaged and cease to operate correctly. If this happens, stop using the Oxevision Sleep 

software device  and inform Oxehealth. 

In the event of failure of any part of the Oxehealth product, inform Oxehealth. 

Only Oxehealth or Oxehealth trained maintenance personnel may make modifications to this device 

as these may affect device performance. If you are in doubt whether changes could affect the device, 

you should contact Oxehealth who can advise. 

IMPORTANT SAFETY AND SECURITY NOTICE - please read carefully 

Maintaining the privacy of subjects, and protecting the confidentiality of their data is of the utmost 

importance. Ensure that you observe all of your organization’s safety, privacy and security policies 

and guidelines, and do not relocate any equipment that has been installed for the Oxehealth 

software, or change any security or access arrangements to the equipment without first informing 

Oxehealth. 

If you are using any mobile devices to access your Oxehealth software, pay particular attention to 

ensuring these devices are used only by authorized and trained staff, using the devices as 

intended. 

Oxevision Sleep is not intended to be used as a surveillance tool, and you must use the functions 

to view the video feed in accordance with your organization’s privacy and security policies. Failure 

to do so puts you and your organization at risk of violating individuals’ rights, and data privacy 

laws. 
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NOTE 

If you are using any mobile devices to access your Oxehealth software, they should be kept 

charged. In the event that these devices cannot be accessed or have a depleted battery, Oxevision 

Sleep can be accessed using the fixed installation screen. 

How To Use Oxevision Sleep 

NOTE 

In the case for this Instructions For Use, “Room 2”, “Room 10”, “Bedroom 4”, etc., are customizable 

names for the areas in which Oxevision is installed. References to “rooms” in the text can also refer 

to the locations, or bed spaces where Oxevision is installed.  

 

The Overview Screen 
The Overview Screen shows all of the rooms connected to the Oxevision Sleep device: 
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IMPORTANT - please read carefully 

Depending on the number of rooms and layout chosen, you may need to scroll down to see all of 

the room cards. 

 

Each room is shown as a clickable panel on the Overview Screen, by clicking a room, this brings up 

the Room Dashboard for that room: 

 

​ ​  

​ ​ Note that you may need to scroll down on the Room Dashboard to view the Sleep report: 
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Note that the room Room Dashboard includes the Sleep Report, and the Oxehealth Vital Signs 

features.  Depending on your software configuration of the room, your view may vary and the Room 
Dashboard may include other menu items for other product modules, for example Viewing Vital 

Signs Trends (refer to other Oxehealth Oxevision product module instructions for use for 

information). 

On the Overview Screen, the large icons indicate the status of the room as follows: 

●​ Connection Lost: the Oxevision Sleep device is not connected to the room. 

​

 

​
The main text in the room icon will display the nature of any software disconnection, and the length 

of time that the connection has been down. 

In this state, it will not be possible to access the Sleep Report or other actions on the Room 

Dashboard. 
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​
 

●​ Connected: the Oxevision Sleep device is connected to the room and running, such that the 

software is receiving video and making estimations. 

​
 

The main text in the room icon will display information from other modules about what is 
happening in the room, and the time that the room has been in this state. Other modules 
may also modify the color of the room icon while they are processing data, or when they 
determine the room to be empty. 
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​
​

 

Refer to other product module instructions for use for further information.​
In this state, it will be possible to access Sleep Reports. 

IMPORTANT - please read carefully 

When other Oxehealth product modules are running, additional information about what 

is happening in the room might be shown.  The Oxevision Sleep is still operational, and it 

is still possible to access Sleep Reports. 

●​ Camera Off: the Oxevision Sleep device is connected to the room, but a user has chosen to 

stop measuring, such that the Oxevision Sleep device has ceased receiving video and making 

estimations for this room. 

 

 

In this state, it will be possible to access the Sleep Report. In this state, it will not be possible 

to use the Pause Camera  function on the Room Dashboard. 

●​ Camera Paused: the Oxevision Sleep device is connected to the room, but a user has chosen 

to pause the camera  measuring, such that the Oxevision Sleep device has ceased capturing 

video and making estimations temporarily for this room. 

The time for the camera pause will continuously update, and is a countdown timer, indicating 

how long is left before Oxevision Sleep automatically restarts capturing video and processing. 
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In this state, it will be possible to access the Sleep Report and use the Extend Pause, Cancel Pause 

Camera.  

 

Viewing the Sleep Report 

To view your sleep report for the bed space, click the room icon for the room the subject is in, then 

select the View Report button on the Sleep Report from the Room Dashboard. You will then see the 

sleep report screen below: 

 

The Sleep Report shown above includes 24-hour timelines showing a subject’s sleep and bed 

occupancy patterns, and the operational status of the system over a reporting period (i.e.  last seven 

days). Each timeline will include the times when a subject was detected to be in the bed space, and 

the times a subject was asleep for those periods when a subject was detected in the bed.  Times at 
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which the system has been switched off, or when bed occupancy or sleep status could not be 

computed are also presented.  

On the right hand side of the screen are a set of key statistics about the current reporting period. It 

will include the number of hours the subject was in-bed and the number of hours the subject was 

asleep for each 24-hour timeline.  

The time of the day at which a Sleep Report is updated with new data may vary depending on your 

software configuration of Oxevision Sleep. 

To go back to the Room Dashboard page, click the Room button at the top left hand corner of the 

screen.  

To return to the homescreen, click the Home button at the bottom left hand corner of the screen.  

Exporting a Sleep Report 

To export a Sleep Report you are viewing for the given room, click the Export button at the top right 

of the screen:  

 

You will then see the Choose Recipient screen below: 
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Enter the email address you wish to send the report to in the Email field, and describe a reason for 

exporting in the Reason for Export field. These fields must be completed for the Confirm Export 

button to become available and to successfully send the report. 

You will only be able to send the report to a recipient with an email address within your organization, 

and you only need to enter the part of the email address before the ‘@’ symbol. When you export a 

report, a copy may also be sent to other recipients that your organization has chosen for audit 

purposes. The email address of this person will be indicated on the Choose Recipient screen shown 

above. 

NOTE 

Do not include any subject identifying information in the Reason For Export section, e.g. names, 

date of birth. 

 

NOTE 

Please take care in entering email addresses, as Sleep Reports may contain healthcare data. Please 

ensure that this data is shared according to your organization's policies. 

To cancel this action from the Choose Recipient screen, click the Sleep Report button at the top of 

the screen to return to the Sleep Report screen or the Home button to return to the Overview 

screen. 

When you are ready to export the report, click the Confirm Export button. A message will appear 

which reads “Submitted.  A report email will be with you in the next 5 minutes” as shown below: 
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If you are operating a tablet device and this has lost connection to WiFi, or the system encounters 

other errors attempting to send the email, you will see an error message as shown below: 
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To ensure that Sleep Reports can be sent, move to a place where your tablet device has a good Wifi 

connection and click Confirm Export again. If the problem persists, please contact Oxehealth using 

the details on the screen. 

Once successful, an email will be sent to the address you provided, with the report attached as a PDF 

file. An additional copy of this email will also be sent to the other email addresses shown on the 

screen for audit purposes. The Sleep Report will contain one page which will display one row of sleep 

data per day for the selected room. 

Emails should be received by the recipients, and default recipient(s) for the device group, within 5 

minutes. 

If you have not completed the Email and Reason for Export fields, error messages will be shown and 

the report will not be sent. After successfully exporting, you will then be returned to the Overview 

Screen. 

Alternatively, you can export Sleep Reports for a number of rooms over a selected date range by 

clicking the Sleep Report link in the navigation menu on the Overview Screen: 

 
 

You will then see the Select Rooms screen shown below, allowing you to choose multiple rooms to 

export the reports for: 
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All rooms available to the device will be shown as multi-select options within the Select Room page. 

One or more rooms can be selected by clicking on the room name button. Clicking the Select All 

checkbox will select all rooms available. Selected rooms will be displayed in a solid (green) color. 

Unchecking the Select All checkbox will deselect all rooms. 

The Choose Dates button will be disabled until at least one room is selected. 

To go back to the Exports screen to change the reports being exported, click the Exports button at 

the top left. 

After selecting the rooms you would like to export Activity Reports for, click Choose Dates , and you 

will then see the Choose Dates screen shown below: 
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The time frame for the export can be selected using the Start and End date dropdown boxes from 

the Choose Dates page. 

The Choose Recipient button will be disabled until at least one date is selected. 

The maximum date range is 14 days. If invalid dates are selected, an error message will be displayed 

and the Choose Recipient button will continue to be inactive. 

To go back to the Select Rooms screen to change the rooms being exported, click the Select Rooms 

button at the top left. 

Once you have selected the date range you would like to export, click the Choose Recipient button 

and you will then see the Choose Recipient screen below: 
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Enter the email address you wish to send the reports to in the Email field, and describe a reason for 

exporting in the Reason for Export field.  These fields must be completed for the Confirm Export 

button to successfully send the reports. 

You will only be able to send the report to a recipient with an email address within your organization, 

and you only need to enter the part of the email address before the ‘@’ symbol. When you export a 

report, a copy may also be sent to other recipients that your organization has chosen for audit 

purposes. The email address of this person will be indicated on the Choose Recipient screen shown 

above. 

NOTE 

Do not include any subject identifying information in the Reason For Export section, e.g. names, 

date of births. 

 

To go back to the Choose Dates screen to change the dates being exported, click the Choose Dates 

button at the top left. To cancel this action from the Export Report screen, click the Home button to 

return to the Overview screen. 
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A summary of the export is displayed on the right of the Choose Recipient screen screen which 

shows details of: 

●​ Exporting - The type of report being exported; 

●​ For - The rooms selected and; 

●​ Time period - The time frame selected. 

The export options can be edited by selecting the edit icons within the Summary section. Selecting 

an edit icon will return you to the user to the respective Exports, Select Rooms or Choose Dates 

screen. Follow the earlier instructions for editing the information on these screens. 

When you are ready to export the report, click the Confirm Export button. A message will appear 

which reads “Submitted.  A report email will be with you in the next 5 minutes”. as shown below: 

 

If you are operating a mobile device and this has lost connection to WiFi, or the system encounters 

other errors attempting to send the email, you will see an error message as shown below: 
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To ensure the reports can be sent, move to a place where your mobile device has a good Wifi 

connection and click Confirm Export again. If the problem persists, please contact Oxehealth using 

the details on the screen. 

Once successful, an email will be sent to the address you provided, with the reports attached as 

individual PDF files (one per room). An additional copy of this email will also be sent to the other 

email addresses shown on the screen for audit purposes. Each Sleep Report will contain up to 7 days 

of data per page. 

Emails will be received by the recipient, and default recipient(s) for the device group, within 5 

minutes. 

If you have not completed the Email and Reason for Export fields, error messages will be shown and 

the report will not be sent. After successfully exporting, you will then be returned to the Overview 

Screen. 
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Pausing Camera 
To pause any room, click the room icon for the room the subject is in, then select Pause Camera  for 
5 Minutes from the Room Dashboard. 

NOTE 

The duration of the camera pause may not be 5 minutes if the default pause camera duration for 

this room has been changed. For instance, if the default pause camera duration has been changed 

to 45 minutes, the button will read Pause Camera for 45 Minutes. 

Extending and Canceling a Pause 

If you want to keep a room paused, or cancel the action and reconnect the room, click the room icon 

for the room the subject is in, and the Room Dashboard will look as it does below: 

 

To cancel the pause and reconnect the room, click Cancel Pause Camera. 

To extend the pause for another 15 minutes, click Extend Pause 15 Minutes. The camera will now 

remain paused for the time that previously remained, plus the time added. 

Click Home to return to the Overview screen 
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NOTE 

The extension of the pause may not be 15 minutes if the default pause camera duration for this 

room has been changed. For instance, if the default pause camera duration has been changed to 

45 minutes, the button will read Extend Pause 45 Minutes. 

 

Changing Room Settings 
To enable or disable Oxevision Sleep device software processing in any of the rooms, or change the 

default pause camera duration, click the Settings link from the navigation menu.: 
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On the settings screen, you can control which rooms are connected, and set the default pause 

duration. 

This screen shows the on or off status for each room, which is operated as follows: 

 

 

The room is chosen to be on, such that the software is 

running, receiving and processing video. 

To turn the room off (stop the software from running, 

such that the software is not receiving or processing 

video), click the green toggle switch. The toggle 

switch should then look like the picture below. 

 

The room is chosen to be off, such that the software is 

not running, receiving and processing video. 

To turn the room on (start the software, such that the 

software is receiving and processing video), click the 

black toggle switch. The toggle switch should then 

look like the picture above. 
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To change the Default Pause Camera duration, click the up arrow above the pause camera duration 

to increase the pause camera duration minutes and click the down arrow below the pause camera 

duration to decrease the pause camera duration minutes. 

Click Home to return to the Overview screen. 

Sending Feedback to Oxehealth 
To send feedback of any sort to Oxehealth, click the Feedback tab in the top right corner of the 

screen. You will then see the Feedback screen below: 

 

Select the Feedback Type (if this is available) and fill in the Name, Contact Number and Message text 

field with the information you would like to share, your issues, suggestions or questions and click 

Send to send the information to Oxehealth. Please provide your name and contact details,, as this 

will help a support representative to contact you if you require assistance. We will then receive your 

message automatically, and you will be returned to the Overview screen. 

 

If you do not wish to send feedback, click on the  Feedback tab and the feedback form will close 

CAUTION 

Do not include any subject identifying information in the feedback, e.g. names, date of birth. 
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Manufacturer 

Oxehealth Limited 

Bee House 

Eastern Avenue 

Milton 

Abingdon 

England 

OX14 4SB 

 

 

Telephone: US: +1 (888) 871-8108 

Telephone UK: 0800 030 6781 

Website: www.oxehealth.com 

Email: support@oxehealth.com 
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