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This document describes the functionality of the CGM CARE MAP web portal so that it can be easily used by 
the user. 

To make this support easily accessible and in context, the functionalities have been detailed while maintaining 
the link to the related mask. 

This manual describes all the sections of the web application, but each user will only see the sections enabled 
according to the configuration of his or her assigned profile. 

At the end of the document are the main evidences of compliance with Regulation (EU) 2017/745, such as the 
indication of the manufacturer, classification of the device (Class IIa), intended use, and any additional 
indications and warnings for use. 

 

The device is made up of various modules, only some of which fall within the definition of a medical device. 
The modules with medical functionality, subject to evaluation by the notified body (IMQ) and which therefore 
present the CE marking with code 0051, are the following: 

• CGM CARE MAP: 

• Reporting 

• Alarms 

• CGM CARE MAP Mobile: 

• Acquisition of measurements from devices 

• CGM POINT OF CARE: 

• Acquisition of measurements from devices 

All other modules are fundamental for the correct functioning of the device, but do not contain medical 
functions. These modules are not subject to assessment by the notified body. 

 

Identifying data 

The CGM CARE MAP module is part of the medical device:  

Trade name CGM CARE MAP 

Model CGM CARE MAP 

Brand CGM TELEMEDICINE 

SW Version 4.0.0.0 

 

This chapter provides the user with the necessary information in order to use the CGM CARE MAP application 
correctly and safely. 
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General 
 

• Read the user manual carefully in all its parts before using CGM CARE MAP. 

• The manufacturer warrants the safety, reliability, and performance of CGM CARE MAP 
only if it is used in accordance with the operating instructions contained herein. 

• All liability of the manufacturer and the warranty shall lapse if the user fails to comply with 
the contents of this document. 

• The CGM CARE MAP application requires an Internet connection to function properly. 

• Report any serious incidents occurring in relation to the device to the manufacturer and 
the competent authority of the member state in which the user and/or patient is 
established 

• The installation and uninstallation of the product are carried out by the Manufacturer or 
by technicians specifically authorized by the same, contact the Manufacturer for further 
details.  

• Contact the Manufacturer at the contacts provided at the end of the document to obtain 
the Technical Description document of the product. 

 

Warnings 
 

• Use the application only with medical devices authorized by the manufacturer. 

• The web application is compatible with recent versions of all widely used browsers, check 
the details given in the "Technical Specifications" chapter at the end of the document. 

• Consult a doctor or other healthcare professional if you have any doubts about the 
validity of the measurements taken or in general about any medical matter. 

• Only data deriving from CE marked medical measuring devices are used by the medical 
modules for the medical purposes described in the intended use. Data deriving from 
other types of non-medical devices (e.g. FitBit) are not processed by medical modules 
and are not used for medical purposes and are therefore excluded from the device 
marking perimeter. Alarms generated from measurements not coming from medical 
devices must not be used to make diagnostic and/or therapeutic decisions. 
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Login
The platform home page is the initial mask used to access the system.  
It allows operators to access the system but offers the following functions: 

• Access to the system 

• Change password 

• Recover password 

 

 

The first mandatory function to have access to the different functions of the platform requires authentication 
by username and password. Access to the system and consequently the functions that are presented to the 
operator are modulated according to the profile set on the user. 

To access the system, it is necessary to enter username and password and press the [Login] button. 

If the user has lost the password, the platform offers the possibility to recover the password 
through the [Recover Password] function. 

 

To retrieve the password, the operator must enter his or her username and click on the [Retrieve Password] 
link. The platform forwards via SMS and e-mail an authentication code to be entered on the screen. Once the 
code is entered, the platform offers the option of receiving the current password via e-mail or SMS (the 
availability of e-mail and SMS channels depends on the system configuration). 

At the first login, the user must forcibly change his or her password. 

To access the password change function, the operator must click on the [Change Password] button. The 
platform forwards via SMS and e-mail an authentication code to be entered on the screen. Once the code is 
entered, they are prompted to enter the current password and to 
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the new one, which must meet the following constraints (actual values may be different from those listed as 
they depend on a configuration): 

• Minimum length 10 characters 

• At least one numeric character 

• At least one uppercase and one lowercase character 

• At least one special character 

Passwords last for 90 days, after which they expire and must be changed. 

The user is notified by e-mail of the approaching validity period. 

 

Two-factor authentication 

The platform enables increased product security by enabling two-factor authentication (2FA), which requires 
an additional authentication step by entering a single-use code generated by the system and sent to the user 
during the login phase via SMS or e-mail (depending on configurations). 

Enabling is possible for each user profile, depending on your needs (for example, you can enable it only for the 
ADMIN profile). 

If 2FA authentication is enabled, after entering the user and password, the system sends the user a temporary 
code via email/SMS and a mask is presented to enter it within 5 minutes: 

 

Simply enter the code received in the mask and press [Login] to access the portal: 
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Home
The mask that the operator uses to access the different functions contains a menu always available to the 
operators in the upper left corner that is composed as follows: 

• Dashboard 

• Home 

• Assisted 

• Operator (which contains Alarms, Agenda, Activities, PDTA and News) 

• Admin (to manage Attendants, Practitioners, Profiles, Authorizations, Kits, Devices and 
Questionnaires) 

• Referrals  

• Account (which allows you to change Account Settings or logout) 

 

Each menu item consists of several functions that are offered as submenus of the selected item. 

The central part of the mask is contextual to the selected menu item. 

The first menu that is proposed after login to operators is [Home], which contains a visualization with a set of 
indicators useful for having a complete view of one's own operational situation and that of patients. There are 
4 sections: Alarms, Agenda, New Patients, and Activity. 

 

 

Clicking on an alarm, patient, or activity takes you to the menu with the patient's details. 
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Dashboard
Further to the left of Home is the Dashboard menu, which includes another type of display of the same content 
found in Home. There is a pie chart that assesses the status of various patients and three indicators that 
selected lead to Activities to Alerts to Referrals and Agenda. These indicators show the Operator's account of 
Activities and Alerts. 

 

 

Clicking on the pie chart legend for each patient type takes you to the list of patients selected in the Assisted 
menu. 

Clicking on the View button of the Activities, Alarms, Referrals, and Agenda area will take you to the view of 
the activities, alarms, referrals, and agenda in the respective sections under the Operator menu. 
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Assisted
The assisted mask is the first one that leads us to analyze and delve into the social-health status of each patient. 

The mask contains a grid with the list of patients associated with the logged-in operator. It is possible to view 
all patients or only new ones. 

Columns with patient data are divided into: Product, Assisted Type, Code, Assisted, Status, Phone, Mail, 
Pathology, Date of Birth, and Notes. 

 

 

Sorting functions can be accessed for each column, and for the State and Date of Birth fields there is also a 
clickable filter on the column header. It is also possible to filter with a text search with the central tool at the 
top. 
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Clicking on a row in the grid provides access to the detail of the assisted person's data. 

 

 

 

 

 

New Assisted 

With the + at the bottom right of the Assisted screen, a new assisted person can be entered by filling in the 
necessary fields in the mask. The fields are divided into 4 sections: Assisted Data, Contact Information, 
Additional Information and Address. Upon completion of each page, there is a button that sends to the next 
page. On the last page Address there is a Save button to enter the new patient. 
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Export Excel/Export PDF 
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Using the [Export to Excel] and [Export to PDF] buttons at the bottom of the page, a file containing the grid 
displayed at the instant the button is clicked can be downloaded. The document will display a list with any 
filters applied on the columns and in the global search. 
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GENERAL DATA. 

 

Selecting a patient from the Assisted List opens the screen detailing information about that patient. The screen 
below contains the patient's master data under General Data. The data are editable by the operator. 

 

The screen is broken down as follows: 

• On the left is the full menu and an indication of which tab we are looking at; 

• At the top are data that remain fixed at our visual disposal such as: the patient's name, 
product, patient code, monitoring status, phone numbers, e-mail address, date of birth, 
pathologies, and notes; 

• In the center left we have Assisted Data with the person's general data. The + at the 
bottom allows you to add a new address for the patient; 
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• In the upper right center we have the Contact Information with which you can 
communicate with the patient. The + is used to be able to add a new contact. In case a 
CareGiver is associated with the patient, the CareGiver's contact is automatically added 
to the page. Below these, in the "More Information" section 

data about the patient's condition, the organization he or she belongs to, the status of 
monitoring, and the time zone of reference for scheduling events and taking 
measurements are shown. 
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Under the General Data menu there is also a Map showing where hospitals and pharmacies are. 

 

At the top are always the data in perpetual display (expandable with the green arrow), and on the left is the 
menu item we are examining. 

By pressing the button at the top right of the map, you can view only pharmacies or only hospitals, or none of 
the above. 

The address displayed on the map is also in the upper right corner. Another address is selectable if it is present 
in the patient data. 
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Also under the General Data menu are Products, which indicate the products and types of patient monitoring. 

 

By clicking on the "Generate Activity" button, the system, based on the monitoring type selected for the 
patient, generates the relevant activities in the calendar. 

 
By clicking on the "Generate Thresholds" button, the system, based on the monitoring type selected for the 
patient, generates the relevant thresholds. 

 
With the "+" buttons at the bottom right of the two sections, a new product and a new type of monitoring can 
be added. 
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Clicking on the "Send App Credentials" button sends the patient three e-mails that contain the link to the the 
site from which to download the app and the credentials (one e-mail for the user and another for the 
password) they need to use it. 

From the page that opens by following the link, you can choose whether to download the app for Android or 
iOS. 
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By opening the patient detail, in the KIT mask, it is possible to view the entire list of KITs and devices the patient 
has. 

 

 

Telemedicine kits are listed at the top; each row includes a kit, characterized by kit code, kit serial, the status 
of the kit. In addition, via the "x" button there is the option to disassociate the kit. 

By opening the kit row through the + to the left of each row, the detail of the devices of which it is composed 
is accessed. Each device is characterized by ID, name, or status, type. 

For each device, it is also possible to suspend (or resume) its use, as well as being able to view the device's 
PDM and thresholds. 

 

 

 

 

 

 

 

 

With the + in the lower right corner, a new kit can be assigned to the patient from those available. 
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At the bottom is the "Other Devices" list where devices assigned to the patient but not part of a kit are listed. 
With the + in the lower right corner, it is possible to assign an already surveyed device to the patient or enter 
a new one. 

 

 

Enrollment contains patient characteristics collected during the initial interview. 

For some projects, especially in the chronic care setting, enrollment criteria are important to see if the patient 
has the characteristics to be part of the monitoring plan. 

 

 

The screen is divided into two parts, at the top is the verification criteria for inclusion of a caregiver with privacy 
consent, service consent, start and end dates, status, condition, and notes. 

After entering all this data, the patient enrollment can be saved. The possible states of a patient are: Enrolled, 
Enrolled, Exited from enrollment, Not enrolled, Stand by. Only if the patient has the status Enrolled can his IAP 
be activated. 

The start and end dates of monitoring are critical for creating the schedule of measures to be performed by 
the patient. 

The [App Consents] button allows you to view the consents that the patient has expressed through the use of 
the CGM CARE MAP Mobile App, while the [Dynamic Consents] button allows you to view and edit the consents 
expressed by the patient through the other channels; in this case you can change the status and date to reflect 
the correct status of the consents in the system. 
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At the bottom, documents can be uploaded (via "+" button at the bottom right), on which the date and time 
of creation, the name of the document, and the user who uploaded it are tracked. 
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PATIENT CARD 

The second section of the menu after General Data is Patient Card.

 

The first submenu is the one that includes the Patient Parameters. 
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The screen is divided into two parts: on the left are the applicable filters such as start and end date, source 
type, and the various types of measurements; on the right is the grid or graph displayed following the applied 
filters. 

You can filter the types of measurements, such as: % oxygen, BADL, heart rate, blood glucose, blood sugar test, 
body mass index, MAP, weight, diastolic blood pressure, systolic blood pressure.  

If the fitbit device is also connected to the telemonitoring kit, the parameters section can display the daily 
measurements recorded by the device, such as distance traveled, calories burned, etc...  

 

Measurements from the FitBit device are reported with a name starting with 'FitBit' and refer to the previous 
day's recordings. 

In case the Fitbit parameters are not present, for example due to a problem in the synchronization phase with 
the Fitbit server, you can press [Update fitbit] to request a new synchronization from the portal, specifying the 
date and type of data to be requested: 
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By selecting a parameter from the grid or graph, it is then possible to view its details and, if necessary, delete 
it. Red or yellow parameters (with alarm) also have an Alarm section in the detail that describes the details of 
the alarm encountered. 

With the top left button you can enlarge the graph or grid to full screen, and with the two buttons below you 
can save the uploaded data to a PDF or Excel document. 

 

 

With the + in the lower right corner you can add a new measurement to the grid or graph. 

 

Each operator by means of the PAI mask can set up an Individual Care Plan on the patient, based on the 
patient's pathologies can select one or more PDTAs and plan the activities in the calendar. 
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The screen is divided into two parts, on the left are PAI data (expanded above), PDTA (expanded below), 
authorizations, and measures. In the PAI there are the buttons Activate PAI or Close PAI, List PAI and create 
new draft with which you can activate a PAI, select a new PAI from the list and create a draft. 

Click on the triangle in the upper right corner to switch between the graphical and textual views of activities. 

With this data it is possible to fill in the annual calendar on the right (by dragging in the data), which shows 
precisely all the events the patient had during the selected year. 

In the lower left part, you can view services (as above) or measures (as below). Both are draggable to the 
Calendar on the right to enter into the patient's IAP. 
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By clicking on the "+" button on the PDTA tab, a PDTA can be added to the schedule by setting the start date. 

 

By clicking on the button to the right of each row you can edit the individual schedule for each activity 
 
When the IAP is in draft, the activities are not visible on the calendar until you are activated. 
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This screen shows the patient's calendar, filled in with the activities he or she has performed or is due to 
perform. The view can be daily, weekly or monthly. 

 

 

With the + in the lower right corner you can add an event to the calendar by entering the activity, schedule, 
location and viewing the history, as well as being able to enter operational notes and reminders to be displayed 
on APP. By clicking on an activity you can edit its data in the same way. 
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The scheduling of an activity can be recurring daily, weekly, or monthly. A notification can be sent to the patient 
for each recurrence of the activity or only on the first recurrence. 

Possible activities include: 

• Detection measurement 

• Therapeutic reminder 

• Questionnaire/Questionnaire App 

• Videoconsultation 

• Polysomnography 

• Medical examination 

 

Through these activities, the patient is notified which measurements to take (e.g., blood pressure, weight, ...) 
and on which days and times; notifications are visible within the app. 

These activities are automatically generated from the monitoring plan defined for the patient, but by acting 
on the calendar, more can be entered manually and existing ones can be modified. 

 

Through these activities, therapies on trays containing medications are managed; the notification generated 
by the activity results in a reminder containing the therapy to be taken. 

These tasks are automatically generated by setting up therapies and preparing trays, but by acting on the 
calendar, more can be entered manually and existing ones can be modified. 

 

Through these activities, periodic completion of questionnaires on the portal is scheduled. 

 

Through these activities, periodic completion of questionnaires within the app is scheduled. 
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For enabled users, it is possible to create a "Videoconsultation" type activity with which a video call with a 
patient can be scheduled. 

 

The patient will receive an email/sms notification with the link to access the video call on the external CGM 
ELVI portal, while the operator can access it directly from the activity detail by pressing the "Start Video" 
button. 

 

 

In addition, the operator, through the user icon, can directly access the external portal for video calling. 

 

A video consultation exam will be created at the end of the activity. 
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In the threshold screen is the list of patient thresholds. For each threshold is the threshold type, measurement 
type, alarm priority (four levels: low, medium, high, highest), alarm message, and possible values 1, 2, and 3. 
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Pressing each threshold allows you to see its details and alarm details. Pressing the + in the lower right corner 
allows you to enter a new threshold by entering the details of the threshold, alarms and viewing the history 
and validity. 

Threshold validity allows you to define the days of the week and time slots for which the threshold is valid. 

Thus, if specified, alarms will be triggered only for measurements taken on the specified days and time slots. 
Alternatively, by activating the "Use calendar scheduling as validity" flag, alarms can be triggered only if a 
detection activity related to the same type (e.g., Oximetry) exists in the calendar for the day on which the 
measurement was taken. 

Thresholds can be defined for each of these types: 

• Value less than XX 

• Value greater than XX 

• No. Consecutive values greater than XX 

• No. Consecutive values less than XX 

• No. Nonconsecutive values in XX days greater than XX 

• No. Non-consecutive values in XX days less than XX 

• Value between XX and YY 

• No. Consecutive values between XX and YY 

• No. Nonconsecutive values in XX days between XX and YY 

• The N^ Values is less than XX in the last YY days. 

• No. Consecutive values in XX days between XX and YY 

• No. Consecutive values in XX days less than XX 

• No. Consecutive values in XX days greater than XX 

• Lower value of XX(%) than the previous one 

• Higher value of XX(%) than the previous one 

• The number of Values is greater than XX in the last YY days. 

• Higher value of XX(%) than YY days ago 

• Higher value of XX than YY days ago 
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• Variation between No. Measures between Value1 and Value2 

• Variation between No. Measures greater than Value1 

• Mean value greater than Value1 every XX minutes 

• Mean value less than Value1 every XX minutes 

• Average value between Value1 and Value2 every XX minutes 

• Lower value of XX(%) than YY days ago 

• Lower value of XX than YY days ago 

• Average YY days ago less than Value1 

• Average YY days ago greater than Value1 

• Average YY days ago between Value1 and Value2 

• Days with consecutive alarms within YY days of Reference Thresholds greater than 

Value1 

• More than <Value1> days, with consecutive alarms from one or more Reference 

Thresholds (in OR) within <YY> days 

• More than <Value1> days, with consecutive alarms from all Reference Thresholds 

(in AND) within <YYY> days 

• Combined thresholds in AND 

• Combined thresholds in OR 

 

In the Daily ECG screen there are initially 3 tabs. 

1. ECG TAB: Just opened is the list of days on which events are present and in parentheses the number 
of events entered in the report. 

By selecting one or more days and giving a click on the "Generate Holter File" button, a Holter ECG exam is 
generated and made available in the "Personal Folder/Exams" section 
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NOTE: ECGs are archived after 30 days (60 if they contain unscheduled events). 

If archived ECGs exist for the patient you are viewing, the Archive tab is displayed by accessing it and the ECGs 
are made available the day after the restore request. Restored ECGs will remain available for at least one week 
before being archived again. 
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Clicking on a day opens the detail of it, which displays in a graph divided by hours of the day starting at 00 and 
ending at 24 of the next day the heart rate trend and activity level, in the grid below are all the events found 
divided by hour. In case data export in ISHNE format has been enabled in the HI ECG configuration section, 
buttons appear in this screen to prepare the file and download it. 

 

By expanding the "Events" panel you can see a list of daily events that can be filtered using the flags shown 
above. 

 

Clicking on a particular event can open the detail of it with the display of the 3 leads in the 20-second time 
frame. Starting from the left, buttons appearing above the graph allow you to view the horizontal and vertical 
rulers, add a new event, move to the previous event, move the graph display back or forward 5/10 seconds, 
move to the next event, view other measurements, or refresh the graph display. 
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By clicking on one of the black dots (or gray, if the event has been marked as an error) you can mark the event 
as an error, mark it for inclusion in the report, change the event type, or add a description. 

You can also view a summary of the events displayed by clicking on the icon with the blue circle representing 

the events for the entire hour or the entire day.  

By clicking on the "time" view, it is possible to see the list of all time events and their previews.  

 

From this screen you can change the lead to be displayed, load previews of all events or only some events, 
filter by event type, change the event type or set an event as an error, and enter events of interest in the 
report. 
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Adding a new event is done by giving a click on the third button from the left on the chart display page, then 
giving another one at the point in the chart where you intend to insert the new event; the following panel will 
open: 

 

Manually entered events are by default marked for use in the report. 

 

2. Report TAB: In this tab you can see the list of events marked as "Use in Report" and 

select those to be included in the current report, once selected you can generate the 

document by clicking on the "Generate Report" button in the upper right corner, once generated a new exam 
of type ECG 1-3 Derivations will be automatically created which can be viewed in Personal Folder > Exams 

 

3. TAB Config ECG HI: In this tab you can configure the general settings of the device, the type of 
monitoring to be applied and the parameters to be used for ECG analysis. You can also define the 
duration of the monitoring session and how the data will be processed. 
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Initially, you need to choose the type of monitoring you want to perform for the patient, choosing from 4 
types: Teleholter, Telemonitoring, Tele ECG and Free Configuration. 

To do this, simply give a click on the "Change monitoring type" button, a selection mask will open with the list 
of available types: 

 

Choose the desired type and press "Save," a confirmation mask is displayed warning that the change of 
monitoring type also causes a change of configurations, and therefore in case a session is in progress it is 
advisable to interrupt it and start a new one, to be sure that the new one will transpose the new setting:  

 

And by pressing "OK" the change is saved in the system: 

 

 

The following are details of the available configurations for the various types of monitoring. 

Teleholter 

Remote Holter up to 30 days with data transmission in web-based platform and advanced dedicated Holter 
analysis software, using the dedicated CER-S analysis application (via CER-S Gateway). 
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It is possible to specify whether to display all beats in the trace, enable retrieval of the data in the device's 
memory once it is turned off and on again, choose the signal sampling rate (if enabled the specific permission, 
otherwise the rate is fixed) and define the duration of the session, which must be between 10 minutes and 30 
days.  

 

Telemonitoring 

Remote monitoring for up to 7 days with online transmission and analysis of the data in the platform, using 
the track visualization described in the previous paragraphs. 

 

You can specify whether to display all beats in the trace, enable retrieval of the data in the device's memory 
once it is turned off and on again, choose the signal sampling rate (if enabled the specific permission, otherwise 
the rate is fixed) and define the duration of the session, which must be between 10 minutes and 7 days. 

You can also specify whether to enable the portal's internal analysis software and when it should be run, as 
needed; every 10 minutes if you need to monitor the patient in near-real time, every 60 minutes, at the end 
of the session, or daily if the analysis is not on a tight schedule: 

 

 

TeleECG 
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Remote resting ECG examination at the onset of symptoms or on scheduled sessions, with online transmission 
and analysis of the data in the platform. 

 

You can choose the sampling rate of the signal (if enabled the specific permission, otherwise the rate is fixed) 
and define the duration of the session, which must be between 10 seconds and one minute, with seconds 
being a multiple of 10. 

 

Free configuration 

It allows monitoring characteristics to be freely defined and thus customize the session according to the 
specific needs of the patient. 

Selecting "General Parameters" in the top left list provides access to the session configuration mask.  

In addition to the parameters seen for the other modes, it is possible to choose the time display format and 
the acquisition mode to choose between continuous and scheduled. 

In the first case the track is acquired continuously throughout the duration of the session, while in the second 
case the track will only be acquired for 10 minutes every 30, 60 or 120 minutes depending on what is selected 
in the "Freq. Download" field. For example, using 60 minutes will result in a 10-minute track every hour. 
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Selecting "ECG Analysis Algorithm" in the top left list provides access to the configuration mask of ECG trace 
analysis algorithms, as well as being able to select on which leads the analysis performed on the server side is 
enabled. 

 
The next items are specific to the analysis algorithm directly on board the Hi device.
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ALARMS 

The Alarms mask allows the operator to check the alarms triggered for the patient being analyzed. Each alarm 
is characterized by the criticality that affects the color of the sticker and other important information such as 
date/time, priority, status, title, message, and alarm type to check the status of the patient. 

 

Once the alarm has been verified, the operator can enter notes or change the status of the alarm by clicking 
on the alarm line. Here the operator can edit the detail fields, view the point measurements of the patient and 
the history of changes, notes or status changes that have been made to the alarm and the notifications sent 
i.e. emails/texts sent to operators about the alarm generation. 
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Using the Export to Excel and Export to PDF buttons at the bottom of the page, a file containing the grid 
displayed at the instant the button is clicked can be downloaded.  The document will display a list with any 
filters applied to the columns. 

 

 

 



47 

 

 

PERSONNEL FILE 

The first item in the Personal File menu is Medical History. This item includes two sections: history surveys at 
the top and pathologies at the bottom. 

In the history survey section, it is possible for each survey to copy it, delete it, create a PDF (if it is filled out), 
view the date it was filled out, the end of the entry, the type, whether it is filled out, and who filled it out. 

 

Using the + button at the bottom right, a new survey can be filled out, initially selecting the type of survey. By 
clicking on a survey, it is possible to review each response given by the respondent. 
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In the Pathology section, it is possible for each pathology to view the start date, end date, pathology name and 
notes. 

By clicking on a pathology you can see its details and edit them, with the + in the lower right corner you can 
enter a new pathology for the patient. 
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The Personal Folder menu contains a list of the patient's therapies. For each therapy there is the start date, 
end date, therapy name, and notes. At the bottom of the screen is the list of therapies delivered through the 
therapy trays, which are read-only (see Compliance section). 

 

Clicking on a therapy allows you to see its details and history, with the option to edit the data; with the + in 
the lower right corner, the same pop-up appears and you can enter a new therapy for the patient. 
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Using the Export to Excel and Export to PDF buttons at the bottom of the page, a file containing the grid 
displayed at the instant the button is clicked can be downloaded. The document will display a list with any 
filters applied to the columns. 
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Also in the Personal Folder after Therapy menu is Accesses, listing the accesses made at the patient's home. 
For each access, the operator must indicate the date and time, provider, duration, status, assignment or not, 
professional figure, type of access, intervention number and authorization. It is possible to view, edit and add 
new ones. 

 

By clicking on an access you can see its details and edit them (apart from the professional figure and 
authorization), with the + in the lower right corner you can enter a new access for the patient. 
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The Diary page includes a list of everything that happened to the patient (Activities, Clinical Events, Operational 
Notes, Alarms, Exams, etc...), with the data not editable but only in view. The only editable categories are 
Events and Operational Notes. There are filters in the upper right to display only the desired types of events. 

 

 

For each event there is the date, category, title, subtitle, user and notes. For some events there is also an 
attachment, clicking on the paperclip symbol you can view it. 
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With the + in the lower right corner, only a new Operational Note can be entered on the Journal. 



54 

 

 

Using the Export to Excel and Export to PDF buttons at the top of the page, a file containing the grid displayed 
at the instant the button is clicked can be downloaded. The document will display a list with any filters applied 
to the columns. 
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The Events page includes the list of events from the patient's socio-health history, but this time editable. Each 
event has date, title, subtitle, user, visibility and notes as parameters. 

Event visibility is an important piece of information to ensure greater privacy and proper information 
management. 

 
 

By clicking on an event you can view its details and edit them. Clicking on the + in the lower right corner allows 
you to enter a new event. 
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The Event Reporting page under the Personal File menu includes the list of adverse event reports that have 
occurred on the patient. Each adverse event has date and time, event description, drug and user as 
parameters. For each report, it is also possible to send an email based on the selected product (if done, the 
report becomes read-only) and do download the data (with the paperclip). 

For each day on which one or more adverse events are reported, the system generates a report that can be 
downloaded in the relevant section of the portal. 

 

 
The + button in the lower right corner can be used to enter a new report, entering the product, date of report, 
description of the event, drug, and any other information. 
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If the report is for a patient with a Sanofi product, the required information is different: 

 

 

 

 

 



58 

 

 

 

The Nursing Assessment page includes three sections. 

At the top are the rating scales, each with the option to copy, delete, and create a PDF of it (if filled in). In 
addition to this possibility, for each scale there are various data such as the date of compilation, the end of 
data entry, the type, whether it was compiled or not, and the name of the compiler. The compilation of a scale 
can generate an index that is then viewable on the Parameters page according to the type of measure selected. 
When a scale has the compiled field flashed, it becomes read-only (not editable). 

 

 

With the + in the lower right corner you can also choose a new rating scale. 

 

 

 

 

In the center are the Action Areas, each with the date and name of the compiler. By pressing on a line you can 
view the detail of the problem. Again, a new area can be entered with the + button in the lower right corner. 

At the bottom are any operational notes. By pressing on a line you can view the detail and history of the 
operative note. 



59 

 

 

With the respective + in the lower right corner, it is possible: 

• For rating scales: choose a new rating scale and view its contents; 

 

• For Areas of Focus: enter a new problem; 
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• For operational notes: enter a new operational note. 
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The "Exams" page shows all the patient's reports filterable by date and exam type. 

 
On the left we have the list of reports, The "Refresh" button that reloads the list of reports made by the patient, 
and the "New" button that allows you to add a new report. Clicking on an exam or the "New" button refreshes 
the screen in the center right. 

In the case of Holter ECG and Holter Pressor type examinations, there are additional fields on the right: risk 
factors, examination reason, and pathology, which are entered by the CGM POINT OF CARE application during 
the examination.  
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Clicking a type report: 

• "Spirometry," the right screen displays the details of the exam with type, date, time, status, replace 
attachment, diagnostic question, exam reason, notes. At the bottom you have four buttons: [Open 
Attachment], [Report], [Save], [Delete]. 

Clicking [Open Attachment] will display the chart and exam detail. Clicking [Refer], following confirmation of 
intake, displays the chart and detail of examinations. 

If you click the [Save] button the report text will be saved. Clicking [Close] will not end the report, and in case 
you want to end it, there is a [End Report] button. 

 

Clicking the [Save and End Report] button instead will require a signature and the report will be saved as a pdf 
and can no longer be edited. 

After finishing the report, pressing the "View Report" button will provide a preview of the report, where you 
will have the print and download functions. 

• "12-lead ECG," the right screen displays the details of the exam with type, date, time, status, in charge 
of, reason for exam, diagnostic findings, risk factors, pathology, notes, report text. At the bottom, there 
are four buttons: [Open Attachment], [Open Details], [Report], [Cancel Report], [Save]. 
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Clicking [Open Attachment] will display the chart and exam detail. Clicking [Open Details] will display the chart 
and exam detail following confirmation of intake. 

 

The two buttons next to the red arrow allow you to enlarge or shrink the part selected by the mouse. 

Clicking the [Report] button, following confirmation of taking, will display the exam report and next to it the 
space to set the text of the report. 

Using the "Report Template" button, it is possible to choose a previously saved template, so as to speed up 
the reporting operation. A mask is displayed in which the available templates are presented, and by clicking 
"Select" the text of the template is returned to the "Report Text:" field present in the report mask. Also from 
the same mask it is possible to add, edit and delete templates. The templates are personal to the operator and 
distinct by exam type, and are available for all types of reportable exams. 
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If the [Save] button is clicked, the report text will be saved. 

Clicking the [Close] button does not terminate the report; whereas, in case you want to terminate, there is a 
[Terminate Report] button. 

Clicking the [Save and End Report] button instead will require a signature, and the report will be saved as a pdf 
and cannot be edited. 

After finishing the report, pressing the [View Report] button will provide a preview of the report, which will 
have print and download functions. 

 

If the exam has already been reported, clicking [Cancel Report] allows the exam to be returned to a to-be-
reported status and thus available for re-reporting. 

 

• "Checkup," right screen displays exam details with type, date, time, status, replace attachment, exam 
reason and notes 

At the bottom, there are four buttons: [Open Attachment], [Refer], [Save] and [Delete]. 
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By clicking [Open Attachment], you will be able to view the details of the examinations. 

Clicking the [Referee] button, following confirmation of intake, will 

displayed the exam report and, next to it, the space to write the report text. If you click the [Save] button, the 
report text will be saved. If you click the [Close] button, the report is not finished; whereas, in case you want 
to finish, there is a [Finish Report] button. 

 

 
Clicking the [Save and End Report] button provides two options: 

• The user's profile is enabled for "simple" signature, and therefore the signature will be required 

• The user's profile is enabled for certified signature and one has been uploaded, a security code will be 
sent to the referrer's mailbox with which to continue with the exam report. 

 
After the signature step, the report document will be saved as a pdf and will no longer be editable. 

When the report is completed, pressing the [View Report] button will provide a printable and downloadable 
preview of the report. 

 

If you click the [New] button on the screen in the center right there is a form to be filled out to enter a new 
exam. It requires the following data: type, date, time, status, attached document, diagnostic question, notes. 
At the end of the screen you have a button that allows you to save the new exam. 

An exam report can be downloaded from the site and delivered to the patient or viewed directly online by the 
patient if he or she has requested it. In this case upon completion of the examination report, the patient 
receives an e-mail notifying him/her of the credentials with which he/she can connect to the portal to view 
the report. 
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COMMUNICATION 

The last menu item is Communication, and the first submenu it includes is Questionnaires. 
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This page contains precisely all the questionnaires completed by the patient, each with the possibility for the 
operator to review the answers, the date of completion, the end of data entry (if any), the type of 
questionnaire, confirmation of completion or not, the filler, the department, and notes. 

By clicking on each line it is possible, if the questionnaire has not been filled out to the end, to edit the data of 
the selected questionnaire, with the possibility of viewing, copying, and creating a PDF of it. If the 
questionnaire has been filled out to the end, it is not editable. Click on the + button in the lower right corner 
to enter a new questionnaire. 

 

 

Click on Fill in the Unfilled Questionnaire Detail to fill in the various questions in the questionnaire. If it has 
already been filled out, the button will be See. In addition to this button, there is also a Copy Questionnaire 
and a PDF (if completed) to export a document. 
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Questionnaires can be scheduled periodically, either by scheduling them directly in the calendar or by entering 
them into the monitoring plan and then having them generated as is the case with other activities. 

 

 

 

 

 

 

 



69 

 

 

On this page are all the questionnaires assigned to the patient that he or she can fill out directly from the HP 
Mobile APP each one has the ability to see the answers given by clicking on the individual questionnaire 
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The chat page allows you to quickly communicate with users who have been entered in the Chat Contacts 
section . You can send and receive both messages and any attachments. 

 
Click on the paperclip icon in the lower right corner to send an attachment as a message; only PDFs and images 
are supported and must be less than 5 MB in size. 
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In the case of a PDF attachment, a preview of the first page is shown and below that the number of pages in 
the document 

 
If it is an image, however, its preview is shown. 

 

 

Once you have selected t h e  attachment or written the message click the "Send" button to send it.   
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Received messages are displayed with possible attachment, text and the date. 

 

 

 

This is a page that includes documents associated with the patient by the operator and also other documents 
available to the operator, which he or she may decide to associate with the patient later. To associate a 
document with a patient, from this page the operator can drag a document present in the left column (those 
that can be associated) to the right column (those associated with this specific patient). 

By pressing the x to the right of the associated document row in the right column, an operator can decide to 
deassociate that document from the patient. 

There is also a text filter in each column to search for the desired documents. 
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This material will then be accessible from the APP in the empowerment section. 

 

On this page you can manage the contacts of the patient open in the patient detail, the contacts can be of type 
"Operator", "Nurse", "Group" or "Call Center" 

 
Clicking the "+" button opens the detail window where you can enter a new contact, based on the type the 
corresponding list of possibilities is shown: 

• Group, the list of groups with which the attendant can be associated is shown 

• Operator/Nurse Practitioner, the operators with whom the patient can be associated are 
shown 
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• Call Center, references are shown with which the attendant can be associated with the phone 
number in read-only mode 

 



75 

 

 

This page contains personal documents and reports of examinations done. If the "Source" column is empty the 
document was entered by the patient, otherwise there is the name of the operator who uploaded it. 

 
To enter a new document, a click on the + button must be given; the following screen will open: 

 

 

After saving is complete and in case you have marked the flag "Visible to patient" the latter will be notified by 
e-mail of the presence of the new document. 
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COMPLIANCE 

On this page you can set the schedules of therapies that are to be taken via disposable tray. In the calendar, it 
is possible to select the line on which you want to add drug therapy and its schedule, and to view blisters that 
already have a schedule due to the presence of the blue circle on their upper right corner. 

 

 
The first 5 lines from A1 through A5 allow the entry and management of therapies inside the tray; the last line, 
marked by 3 dots (...), on the other hand, allows the management of therapies outside the tray, e.g., drugs in 
liquid form that cannot be placed in the blister pack. 

In therapy schedules, it is possible to set the time, type of schedule (once/recurring), frequency 
(Daily/Weekly/Monthly), recurrence (every how many days/weeks/months), a start date and an end date. 

On the same row of blisters (e.g., A2 ...G2), it is possible to enter different therapies on a weekly recurrence 
basis by having them start from different blisters: for example, clicking on blister A2 and entering a therapy on 
a weekly recurrence basis by selecting the days Monday through Friday and then, by clicking on F2, entering 
another one, also on a weekly recurrence basis but selecting the days Saturday and Sunday. 

 

 

Clicking on the "Add Therapy" button opens a detail in which to choose the ATC/AIC drug, specify the dosage, 
and enter a description regarding the pill form for quick recognition by the user: 
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For out-of-tray, the detail window also provides therapy planning 

 

 

 

 

 

On this page you can see a list of trays created, each tray referring to a week of therapy. For each tray you can 
see the code, date, operator who filled it (if filled), date filled (if filled), operator who checked it (if checked), 
date delivered (if delivered), view compliance, and print the report. 
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Clicking on the "+" button opens a new window that shows the first available week from which to start creating 
a tray with its list of medications in that week and their total quantity. 

 

 

Continuing by clicking on "Start Filling" automatically takes you to the next step of filling the tray, where, thanks 
to a wizard, you can fill each blister by entering the barcode, lot, and expiration date of the drugs in the 
therapies. 
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After flagging "Therapy Inserted" you can move on, to fill the next blisters: the Bar Code, Lot and Expiration 
date fields will be pre-filled you only need to flag "Therapy Inserted" to continue. After all blisters have been 

filled, the "Next" Button will be replaced by "Report"  clicking which will complete the filling 
of the tray and the tray processing report can be printed.  
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 Thebutton is also present in the tray list screen and allows not only the printing of the control 
report but also the printing of the label to be used on the tray.  

The label carries the therapeutic indications for the patient to follow during the week of therapy referenced in 
the blister pack. 
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Returning to the list of trays in the row indicating the one that has just been filled, it will be possible through 
the "Check" button to perform a check of the therapies inserted in the tray to intercept any filling errors. Then 
the operator assigned to blister check will have to log into the platform with the credentials received and verify 
that the tray has been correctly filled.  

 

For each blister the therapies entered will be displayed with the possibility to change them in case there are 
errors. Pressing the "Save" button makes any changes to the current blister, the "Exit" button returns to the 
list of trays, and "Confirm" declares that the tray is valid by finishing the control operation. 

After finishing this operation, it will be possible to make the delivery of the tray via the appropriate "Delivery" 
button, which will open a detail where it will be possible to indicate the date and time of delivery (Pre-filled 
with current date and time). 

 

 

 

Once the operations on the tray are finished and the delivery is made, it will be possible to view and modify 
the compliance through the dedicated section. Feedback on the blister packs in the disposable trays will be in 
"taken" status by default, and it will be possible for the operator to manually modify compliance if the tray is 
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found to be not completely empty at the time of return. Compliance icons will be green if the therapy is found 
to be correctly taken, yellow if it is found to be taken late, and red if it is not found to be taken.  

 

Thanks to the upper graph, one can see the trend over the week, while in the lower graph one has a percentage 
of the states via a pie chart. 

 

 

Click on "Edit" to change the status of the selected blister (green if taken, red if not taken). 
 

 

Any activity related to Therapeutic Compliance will be displayed in the calendar as "Therapeutic Pro-Memory" 
in read-only mode. 
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On the "Personal File - Therapy" page, a second list containing all therapies related to Therapeutic Compliance 
will be visible. 
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Alarms 

The Alarms mask is located under the Operator menu and allows the operator to check alarms triggered for 
their patients. Each alarm is characterized by the Criticality that affects the color of the second column and 
other important information to check the patient's status such as Date and Time, Status, Assisted Name, Title, 
Message, Alarm Type. 

In the upper right corner is a Refresh button to update the page with the most recent alerts. 

It is possible to view all alarms or only the open ones. There are also sorting filters on each column, specific 
filters for the columns status, title, message, alarm type, and a text filter with search in the center of the top 
pages. 

 
 

Clicking on an alarm opens the screen with the patient's details in the alarm section. 

The Alarm Detail mask goes to analyze the alarm directly on the corresponding page in the attendant's menu 
and allows the operator to view the details of the alarm, change its status, enter notes and view the alarm 
history of that specific user. 
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Using the Export to Excel and Export to PDF buttons at the bottom of the page, a file containing the grid 
displayed at the instant the button is clicked can be downloaded. The document will display a list with any 
filters applied on the columns and in the global search. 

 

 

 

Agenda 
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The page below is the operator's agenda and is located under the Operator menu. Each operator has his/her 
own agenda, where each box indicates a day of the month or week, depending on the view chosen. The agenda 
view can be daily, weekly, or monthly. Each time the month changes, the agenda updates automatically. 

The operator's agenda represents the schedule of his or her activities, where it is possible to find: 

• Own appointments 

• Social-health appointments of their patients where the practitioner is involved 

 

 

You can view the legend of colors used in the diary with the button in the upper right corner. 
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Agenda - New Activity 

You can enter a new task in the schedule with the + button in the lower right corner. On the screen there are 
"Tasks" and "Scheduling" areas with the usual parameters, as well as "APP Reminder." 

Clicking on an event in the diary takes you directly to the Calendar page under Patient Tab in the patient menu, 
and the same pop-up in the middle of the page opens with the ability to review and possibly edit the event 
data. 

 

 

It is possible to add operational notes on the activity using the 
+ button  

 

 

 

 

 

 

The activity schedule can be one-time or recurring, and the recurrence can be daily, weekly, or monthly. 
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Activities 

Also under the Operator menu is the Activities screen, which displays the activities of all patients in the care 
of the operator. Each activity has a start date, patient name, activity type, title, description, notes, and status. 

There are sorting and specific filters on each column and a text filter with search in the center of the page at 
the top. 

 
 

By clicking on a task you can review its details and edit them in the same way as the Agenda. 
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Using the Export to Excel and Export to PDF buttons at the bottom of the page, you can download a file 
containing the grid displayed at the instant the button is clicked. The document will display a list with any filters 
applied to the columns. 
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Chat 

The chat page allows quick communication with patients with app or web portal access, other providers or 
groups. 

 

 

Click on the paperclip icon in the lower right corner to send an attachment as a message; only PDFs and images 
are supported and must be less than 5 MB in size. 

In the case of a PDF attachment, a preview of the first page is shown and below that the number of pages in 
the document 
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In the case of an image, a preview of it is shown. 

 

 

 
Once you have selected the attachment or written the message click the "Send" button to send it. 

Received messages are displayed with possible attachment, text and the date. 
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Training 

The Training page shows all the training files that the practitioner can share with his/her patients. These files 
can be documents, videos, or links (indicated by the icon on the left). 

Data associated with each file include publication and expiration dates, name and description, two flags 
indicating whether the document has been published and whether it is being made available to patients 
automatically or upon request, the flag that marks the document as private, i.e., visible only to the operator 
who uploaded it, any reference to diseases treated, an indication of the section to which the document 
belongs, and the order in which the document is displayed within a section. 

 

By clicking on a training file you can view its details, edit it or delete the file. 

Click the + (bottom right) on the main page to enter a new training file, displaying only the Training Detail 
screen. 
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With the + on the Pathology and Visibility pages you can add a pathology or change the visibility to the training 
document, this configuration will allow you to select the specific content in the patient tab under 
Communication>Training. 
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News 

The News mask provides the ability for operators to be able to view, edit and delete news items by clicking on 
it. 

Each news item features: 
• Start date 
• End date 
• Text 
• Created by. 
• Edited by 

 

The text is what appears in the scrolling banner for the validity period defined in the Start date and End date 
fields. The visibility of each inserted news item is defined by the operator who generated it. 

Each news item can have different scopes of visibility based on the type of news/communication, by operator, 
by district, by company, etc. 

With the + in the lower right corner you can enter a new news item. 
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Papers 

The Documents screen contains the various documents associated with the operator. Each document has a 
date, name, description, and visibility, and it is possible to attach a file or insert a link. 

 

By clicking on each document you can see the details, edit or delete the document. 

Clicking the + at the bottom right opens the same pop-up and allows you to enter a new document. 
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By selecting the 'Link' box, it is possible to insert a web link (Url) instead of a document, in which case the 
document icon in the document list will appear with a different format to indicate its type: 

 

 

Report 

The Reports screen displays the list of reports generated by the system and available to the user. 
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Questionnaires 

On this page you can view statistics on the responses received to questions in a questionnaire and download 
them in Excel format. 

The upper part of the page allows the user to select a questionnaire and then make other filters on the 
responses based on the questionnaire completion period and the gender and age of the respondents. Once 
the Refresh button is pressed, the required statistics are displayed. 

 

 

Clicking on a response displays the details of the responses, with a list of the respondents who answered, and 
for each respondent it is possible to view individual responses by pressing "VIEW QUESTIONNAIRE 
RESPONSES," which opens the detail mask related to the questionnaire: 
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Statistics 

On this page you can generate a report containing patient information and download it in Excel format. 

At the top of the page you can select one of the available report types: Attendant Status Detail, Alarm Detail, 
and Activity Detail. In the lower part of the page it is then possible to filter so that only a subset of the available 
information can be selected, based on the patient's first and last name, the organization they belong to, 
product and type, as well as the time interval. 

Once the 'Generate Excel' button is pressed, the report is produced and downloaded. 

 

Referrals
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The REFERRALS page contains a list of exams described by exam date, patient, type, status, referee date, in 
charge to, notes, pharmacy, pharmacy phone, for a quicker view of the list it is automatically filtered for exams 
in NON-referred status, you can see them all by removing the appropriate filter on the "Status" column. 
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CER-S Gateway is an application that allows CGM CARE MAP and CardioCalm's CER-S reporting software to 
communicate, automating the steps of downloading ECG tracings and then uploading the results of the 
processing done with CER-S to the portal. 

 
Installation of CER-S Gateway 

CER-S Gateway must be installed on the operator's PC on which the CER-S software is present; the installation 
package is available for download from the Report List screen via the "Download HP3 CER-S Gateway" button 
located at the bottom right when a "Holter ECG HI" type exam is selected: 

 

A package "HP3CersGateway_Installer_v.x.y.z.zipper" in which the installation files are contained is 
downloaded, save the package to your PC and run the executable file inside. During installation you can choose 
your preferred language (English or Italian). 

After installation is complete, a window is presented in which the path where the CER-S application is installed 
must be entered, search for the CER-S executable file using the search button, and confirm: 
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Once installed, the CER-S Gateway icon can be found at the bottom right of the taskbar, if it is not visible click 
on the ^ symbol: 

 
Right-clicking on the icon brings up a context menu: 

 

"Unreported exams" opens the main window with the list of exams on the PC and not yet reported: 

For each row the exam ID, patient code, exam status, and a link to open the exam in CER-S is given. With the 
Refresh button at the bottom, the list can be updated. 
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"Settings" opens the window where you can view and change the language and path settings of the CER-S 
executable file: 

 

"Send logs to server" allows you to send application logs to the server, in case it is requested by support staff 
in case of problems. 

"Information" displays the screen with program version and manufacturer information: 

 

Clicking "Check for Updates" checks for newer versions of the software and offers to install them; if the version 
on the PC is the latest, a confirmation message is displayed. 

"Exit" allows you to terminate the program. 

 

Using CER-S Gateway 

The process of reporting Holter ECG traces acquired from patients using the Hi device is described in the 
following. 
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From the "PATIENT SCHEDULE - Daily ECGs" it is possible to view the days for which there are ECG tracings and 
generate a specific exam from the collected data by pressing the "Generate Holter File" button, also 
appropriately selecting the desired time interval: 

 

In the "Holter Exam" window that is displayed, it is' possible to change the time interval for which you want to 
generate the exam: 

 

 

Once "Confirm Exam Generation" is pressed, a Holter ECG exam is generated and an email is sent to the 
operator when the exam is actually available in the patient's "Personal Record/Exams" section:  
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In case an exam has already been generated for the same time interval, the exam is not generated and an error 
message is displayed:  

Check whether it is actually necessary to create an additional exam, and if so, the time interval must be 
changed before a new exam can be generated. 

Once the exam has been generated, it can be viewed in the patient's Exams folder. Alternatively, the exam can 
be seen in the list of exams on the REFERRALS page, and once selected, the patient's Exams folder is opened: 

In order to report the exam, you must first take it in via the "Take in charge" button in the lower right corner, 

a confirmation window opens: 

 
and pressing Yes will start downloading the exam to your PC and start the CER-S Gateway, if a confirmation 
message is displayed press Yes/Yes: 

 
Downloading the exam may also take a few minutes depending on the connection and the size of the time 
interval; a temporary message is displayed in the lower right part of the screen during this phase: 

 
and once the download is complete a confirmation message is shown: 
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In any case, it is always possible to view the status of exams in the main window of CER-S Gateway: 

 

Once the exam is downloaded, the CER-S program is automatically started with the exam track already loaded. 
Otherwise, CER-S can be started by clicking on the "Open in CER-S" link on the right side of the row 
corresponding to the exam.  

 

Once CER-S is started, it is possible to perform the analysis of the track by starting the Beat Analysis and Rhythm 
Analysis in sequence via the two buttons in the top bar of the application: 
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Once the analysis is complete, the left pane will show all the annotations detected by CER-S grouped by type: 

 

On the left side, you can see the Templates tab where all beats are divided into families based on the beat 

family templates identified downstream of the ECG analysis.  

On the right side of the screen you can see two tabs: 
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• Rhytm&Beat Editor where the entire ECG trace is visible. Selecting one of the events 
from the list on the left "Summary Annotations," the corresponding ECG trace is 
highlighted in orange.  

• Event Review: in which you can view all beats that have fallen within an event type-.  

 

Erroneous events or artifacts can be selected in order to 'clean up' the track and make it available for 
subsequent analysis steps to focus on the significant events: 

 

 

Once this step is completed, it is necessary to save the examination with the button with the associated icon 

 

 

and then select "Print Report" from the menu in order to enter the information within the report: 



111 

 

 

 

 

If the confirmation window is displayed, select No, the "Report Options" mask is displayed where clicking on 
"Edit Comments & Demographics." 
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In the "Patient and Examination" tab, patient information can be checked and examination information can be 
entered: 

 
while the "Comments" tab contains a summary of the analysis and it is possible to enter comments on the 
exam: 

Press "Save & Close" and then "Apply" and then "Cancel" in the Options window. 
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To complete the analysis, it is necessary to first save the examination and then select "Confirm Analysis" in the 
File menu, after which no further changes can be made. 

Finally, close the CER-S program. 

CER-S Gateway automatically starts processing the newly confirmed exam and sending it to the server, you 
can follow the progress of actions in the main window of CER-S Gateway. 

 

A notification appears on the bottom screen to inform that the report has been successfully created and the 
process of sending it to the server has begun: 

 

 

If CER-S is not closed immediately after the report is confirmed, CER-S Gateway may find the file unavailable 
and display an error: 

 

 

In the main window is the error for the examination, check that CER-S is closed and click on "Create pdf report," 
the program proceeds with creating the report and uploading it to the server: 
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In case a request for authentication appears, enter your username and password in the window to confirm 
your identity: 

 

 

 
Once the operations on the PC are completed and the report is sent to the server, the exam appears as 
Referred in the list of exams and the "DATE REFERRED" in the list is enhanced: 
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Pressing "View Report" opens a mask in which the report is present: 

 

 

 

Returning to the "PATIENT'S FILE - Daily ECGs" section, it is possible to verify that the events detected by CER-
S and uploaded to the server via the CER-S Gateway are listed in the daily events grid and in the Events tab. 
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Assisted Management 

Through this function the system administrator can manage the attendants. In the top center is a text filter to 
search for the desired attendant. 

For each assisted person there are the fields status, code, first name, last name, social security number, 
organization and notes. 

 

 

To edit an attendant, simply click on it. Doing so opens the screen with the editable data of that assisted 
person. There are 6 tabs to enter the various different types of data (Assisted Data, Contact Information, Social 
Detail, Account Detail, Associated Operators, Products). With the + in the lower right corner you can create a 
new assisted, the same screen as editing opens and you have to enter the new data. 
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By giving a click on the "Import from file" button on the list of patients, it is possible to make massive imports 
of master records by having the data loaded from a special template in Excel. 

At the import stage it is possible to specify the organization to be assigned to new patients. It can be read from 
the import file or assigned by default to all imported patients. 

In case i whose product is "Polysomnography" patients are created in "Active" status, otherwise in "New" 
status. 
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Operator Management 

Through this function the system administrator can manage operators. 

 
 

To edit an operator simply click on it. Doing so opens the screen with the editable data of that operator. 

With the + in the lower right corner you can create a new operator, the same screen as the edit screen opens 
with empty fields. 

The information is divided into three sections: 

• Detail: Includes: 

o Biographical data 

o Contact information 

o Information related to the status and role of the operator. Specifically, the user profile 
determines which sections of the portal the user has access to, while the organization 
and, in the case where the operator refers to a provider, the provider's specification 
allow the user's visibility to be limited to patients referring to the same organization 
and to the activities allowed to that provider. 
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• Associated Assistants: this section allows to give visibility by individual patient in case the 
user's profile does not allow to see all the assistants of the organizations associated with the 
user. 

• Associated exams: in case the operator is a referrer in this section it is possible to specify 
which types of exams he/she can refer. 

 

 

 

The buttons define the actions that can be performed on the operator, specifically: 

• ClickDoc account: if the profile with which the user is associated provides for video 
consulting, through this button it is possible to manage the association of the operator with 
a ClickDoc account, which is the portal used for video consulting 

• Reset Password: Allows the operator to reset the password to which a temporary password 
will be sent via SMS and/or e-mail. The operator will be asked to change the password the 
first time he/she logs in. 

• Configure expiration: allows you to set an expiration date for the operator account and 
define which user status and profile will be assigned to the user after expiration.
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Profile Management 

A profile defines the functions of the portal to which the user has access based on role: for example, a referrer 
user will have access to the management of examinations performed by patients but not to the management 
of therapies, which will instead be entrusted to compliance operators. Each patient and each operator entered 
into the system is associated with a user profile. 

Each profile has description, notes and permissions fields. Permissions define the application sections enabled 
and the functionality (read-only or edit) that profile users have. 

 
 

Selecting a profile opens a popup where the details, associated products, and alarm statuses to be managed 
of the selected profile are presented. 
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Kit Management 

The mask below is available to the system administrator and allows management of the various kits. 

 
For each line, the kit, kit serial, sim serial, IMEI, organization, and patient with whom the kit is associated are 
highlighted. 

 

By clicking on a kit you can edit its data, remove devices in the kit, or add new ones from those available with 
the Add Device button. 

 

 

 

Click on the + in the lower right corner to enter a new kit by filling in the required fields. 
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In case the patient has set a personal password on the KIT APP, in detail KIT is 

present a button that allows it to be displayed. 

In this way, if the patient forgets the password, the operator can display it and communicate it 
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Device Management 

In this mask, a single device can be managed even if it is not part of a kit. Each device has the device ID, device 
name, serial number, status, Bluetooth address, Bluetooth pin, membership organization, and firmware 
version as fields. 

 
 

Clicking on a device allows you to edit its data; clicking on the + in the lower right corner allows you to enter a 
new device by filling in the required fields. For editing and adding a device the pop-up that is opened is the 
same. 
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PDTA Management 

A single PDTA can be managed in this form. Each PDTA has the fields name, description, organizations, 
products, diseases, created by, created on, modified by, modified on. 
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Clicking on a PDTA opens a popup with the detail, disease, product and organization fields referring to that 
PDTA. 
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Questionnaire Management 

The mask below is available to the system administrator and allows for the management of questionnaires to 
be completed on the portal. Each questionnaire has the fields name, notes, type and tick on deleted or not. 

 
By clicking on a questionnaire you can edit its data, clicking on the + in the lower right corner you can enter a 
new questionnaire by filling in the required fields. 

 

The Attachment field allows you to upload a PDF that will be concatenated to the document generated on 
individual patient once the questionnaire or completed, it is normally used to insert a legend or information 
note related to the questionnaire. 
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From this pop-up you can edit or delete sections and questions of the selected questionnaire. 

 

  

Sections allow questions to be grouped together and generate a hierarchical tree view when compiling on an 
individual patient. 

The detail of an individual question allows defining a code, text, the type of question, the section in which it is 
to be displayed, the next and previous question, if any, to the open question, and the flag that defines whether 
it is mandatory to answer. 

If a question is closed-ended, it is necessary to define the possible answers using the icon  , which opens the 
list of possible answers. For each answer it is possible to define a text, display order, weight (the latter used 
for rating scales) and the possible next question in case the user chooses that answer. 
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App Questionnaire Management 

The mask below is available to the system administrator and allows for the management of questionnaires to 
be completed on the phone, within the app. Each questionnaire has name and notes fields and creation and 
editing information d 

 
By clicking on a questionnaire you can edit its data, clicking on the + in the lower right corner you can enter a 

new questionnaire by filling in the required fields. 
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In cases where the "Generate Score Measure" flag has been enabled, it is possible to select a measure for 
calculating the questionnaire score or define a new one by clicking on the "New Clinical Measure" button and 
filling in the outline that appears: 

 

Next, questions can be entered; these can involve a numerical, free-text or selected from a list answer. 
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Management Organizations 

The mask below is available to the system administrator and allows organizations to be managed. Each 
organization has the fields name, description, parent organization and type. 

 

By clicking on an organization you can see and edit its details. 

The Father field allows a hierarchy of organizations to be defined at N levels; the parent organization is defined 
as "ASL," the others as "Districts" 
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"CDA management" is used to enter useful data at the organization level for sending the CDA to region where 
it is scheduled 

 

"Configurations" allows you to upload an image and description that is visible on Organization App and to 
define default title and text for emails that are generated regarding adverse events 

 

 

For each organization it is possible to set up automatic recipients for alerts that are generated by thresholds, 
they are divided by an additional level which is the patient monitoring type, an operator can receive 
notifications from multiple monitoring types. 

Clicking on the "+" button opens the detail window to add a new configuration by monitoring type to the 
current organization. 

In the list of configurations for the current organization, by clicking on an item in it you can view and edit the 
operators currently associated with it and view the history of changes that have been made. 
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Click on the "+" button to associate a new operator with the open Organization + Monitoring Type 
configuration; the operator must be part of the selected organization. 

 

The other Tabs are visible based on permission configuration and are related to the configuration of specific 
aspects of certain organizations. 
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Alarm State Configuration 

The mask below is available to the system administrator and allows to manage some parameters on alarm 
statuses such as the possibility to change its status automatically or to generate an automatic notification via 
E-mail, SMS or directly on the attendant's APP. 

Alarm states are characterized by a title and description. 

 

Clicking on an alarm status opens a detail window where you can view the configurations already present and 
the possibility of adding new ones.
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By clicking on the "+" button you can add a new configuration by going to set these fields: 

• Assisted Organization 

• Assisted Type Assisted 

• Assisted Product 

• Assisted Type Monitoring 

• Alarm Priority 

• Alarm Type Measure 

• Rule Type 

 

 

 

The possible values of the "Rule Type" field can be: 

• Notification 

• Change alarm status 

• Generate Activity 

Once a new row is entered in the configurations grid, it is possible, by clicking on the desired configuration, to 
enter a second level of detail where configurations can be completed. 
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In the detail of Rule Type Notifications, at the event type, the following controls are present: 

• Event 

you can select the type of event from the following: 

o Timed with TIMER expressed in minutes 
by choosing this option it will also be possible to specify: 

▪ An execution condition, which can be: 

- From alarm state change (default): means that the timer logic is valid from 
the time of the last alarm state change. 

- Since the alarm was triggered: this means that the timer logic is valid from the 
time the alarm was created. 

▪ An automatic cancellation condition, which can be: 

- None (default) 

- Cancel on measure arrival: means that if a measure arrives in the meantime, 
the timer should be canceled 

▪ The wait in minutes after which the timer will go off 

o Receiving measurement with value above threshold: means that the 
measurement confirms the threshold that triggered the alarm. 

o Receipt of measurement with value below threshold: means that the 
measurement does not confirm the threshold that triggered the alarm. 

 

 

 

 

 

 

• Sending options: 

It is possible to specify whether to send the notification to the app, by SMS or by e-mail; 
in the latter two cases, in addition to the recipients specified in the section below by role, 
it is possible to indicate whether to include the patient. 
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• Messaging section, differentiated by APP (title + content), EMAL (title + content), 
SMS (single text, max 160 characters), specific markers can also be included in texts. 

 

 

 

At the bottom of the screen it is possible to indicate recipients by a multiselection of possible profiles or roles 
of the patient's contacts. When generating the notification, all users of the selected profiles who see the 
patient and/or the selected roles will be searched. 
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The rule type "Change alarm status," in addition to the selection of an event type gives the possibility to select 
the target alarm status for this configuration. 

 

 

 

The rule type "Generate Activity" allows you to generate an activity; And you can specify whether the activity 
should be generated at the same time as the alarm is generated or when an alarm status change occurs, and 
to select the type of activity to be generated. 
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Chat Group Management 

The mask below is available to the system administrator and allows for the management of contact persons 
(typically CED contact centers and phone contacts) and user groups to be used for chats. 

 

 

Referents can be entered by pressing the + button in the corresponding box or changed by clicking on the list 
item you wish to change. The following screen will appear: 
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Chat groups can also be entered by pressing the + button in the corresponding box; the screen will appear: 

 

 

Once saved, the new group can be selected for editing; the system allows the entry of users who will be part 
of the group by proposing the list of operators who refer to the same organization to which the group refers 

 

 

 

 

 

 

 

 

 

 

Caregivers Management 
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The mask allows you to view the caregivers surveyed in the system and the link between them and the 
associated caregivers. 

 

 

For each caregiver, the relevant caregivers are listed with an indication of the requested status (e.g., Pending 
if the caregiver has yet to authorize bonding), whether the caregiver is identified as Preferred, and whether 
notifications are enabled. 

 

Pressing the View button opens the detail mask of the assisted person in which all related information can be 
viewed (see chap. Assisted Person Details). 

 

 

 

 

 

 

 

 

Activity Management 
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The mask allows you to configure the types of activities that operators can enter in their schedule. Only those 
activities that have activity subtypes enabled are present and configurable; for example, the activity 
"Measurement Survey" is not configurable because subtypes cannot be defined. 

 

To create a new task type, press '+': 

 

You must specify a name and description for the new activity type, and you can configure the activity by 
enabling or disabling the following flags: 
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- Enable subtypes: always valued and not editable, manageable activities must have 
subtypes. 

- Enable alarms: enables the generation of alarms related to the activity 

- Assign operator by distance 

- Visible on App: makes the activity type visible on the App. 

- Insertable from template: allows you to create such activities during calendar 
generation 

- Visible on Diary: the activity will be visible in the patient's diary 

- Mandatory patient: you must specify a patient when creating a task of this type 

- Disable entry: it will not be possible to create an activity of this type in the diary, which 
is useful to prevent an activity type from being used if its deletion is not possible 
(because it has already been used in the past) 

- Operator exclusive  

 
Then press Save to save the new activity type. 

Clicking on an existing activity opens the mask in which you can change its configuration: 

 

 

If you want to add a subtype to the task press 'Add Subtask' and configure the subtask in the following mask: 
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You must specify a name for the subactivity, and if you wish you can enhance the remaining fields to configure 
it: 

 

- External code 

- Default duration: this is the duration normally used when creating a task, expressed in 
minutes. 

- No. of operators 

- Enable VoIP call: the call will be enabled in activities of this type 

- Disable entry: it will not be possible to use this subtask when creating a task in the diary, 
which is useful to prevent it from being used if its deletion is not possible (because it has 
already been used in the past) 

 

Press 'Save' to save the subactivity. 
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For task types and subtypes, translations into available languages can be configured via the 'Manage 
Translations' button available for each type on the right of the corresponding row: 
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General Settings
In the section under the  icon in the upper right-hand corner are the Account Settings page, the Language 
Change page, the Logout and, if the operator is enabled there, the Video Calling page. 

 

Video call 

If enabled, it provides access to the video consultation features. The user can be set up so that the video 
consultation window opens automatically when the operator logs in. 

 

Account Settings 

Account Settings allow you to edit Master Data and contact information 

of the Operator. 
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The "Organizations" tab shows the various organizations to which the user belongs. 

 

 
In the "Settings" tab, an individual user-level preference can be selected on international configurations such 
as: 

• The type of imperial/international unit of measure that will then be displayed on the 
parameters page on the corresponding measures 

• The 12h/24h time format so that times can be displayed in 12h AM/PM or 24h across the 
platform 

 

Using the "Signature" button, you can upload your certified digital signature file that will be used automatically 
to sign exam reports. 

 

 

Language 

Using this menu item you can use a language other than the default language during the current session. The 
setting will not be retained in subsequent sessions. 
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General information and references
 

Intended Use 

CGM CARE MAP can receive the following macro categories of parameters from medical measurement devices: 
Vital parameters, Blood chemistry, Cardiac, Anthropometric, Spirometry, Urine, Risk indexis, Physical activity, 
Environmental parameters. This input data is used to: 

• create graphs that show the trend of the monitored vital parameters, set numerous types of 

personalized thresholds by the doctor and the consequent prioritization and management of the 

alarms generated; 

• view ECG traces, use rulers to measure the trace and apply filters (LowPass, HighPass); 

• in case of pressure holter, calculate average values and standard deviation of pressure and heart 

rate, systolic/diastolic interval, compare with the thresholds set to indicate discarded 

measurements and calculate the percentage above the threshold; 

• in case of spirometry, view the curves received, calculate the theoretical value for various 

parameters (FVC, FEV1, etc.) and the ratio between real value and theoretical value (% 

Theoretical). 

• in case of continuous oximetry, view the trace and calculate the minimum, maximum and average 

of the saturation and pulse values, as well as indicating the time intervals in which the value was 

lower than a series of predefined reference values (e.g. 90 %, 88%, 80%, 70%, 60%). 

This allows telemonitoring of patients' health status with the aim of providing information used by the doctor 
to make decisions for diagnostic and therapeutic purposes. CGM CARE MAP must not be used in environments 
or on patients where the nature of the variations in vital parameters is such that it could create an immediate 
danger for the patient. (e.g. intensive care units or patients connected to life support systems). 

 

Classification 

Classification according to Regulation (EU) 2017/745 Article 51 - Annex VIII rule 11 class IIa. 

For product qualification as a medical device, the decision-making scheme found in MDGC 2019-11 is followed, 
which allows a SW to be qualified as a software DM (MDSW). 

 

Intended users 

Each module of the device is intended for use by different users with different roles: 

• CGM CARE MAP: used by healthcare professionals (doctors, nursing staff) 

• CGM CARE MAP Mobile: used by the patients themselves or with the help of caregivers 

• CGM POINT OF CARE: used by healthcare professionals (doctors, nursing staff, pharmacists) 

Patients, indications and contraindications 

The device is used for patients who require continuous remote monitoring; usually these are patients suffering 
from chronic pathologies, for which it is important to monitor various clinical parameters and keep the state 
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of health under control. Use in settings and on patients is excluded where the nature of the variations in vital 
parameters is such that it could create an immediate danger for the patient (for example, intensive care units 
or patients connected to life support systems). No further limitations of use/specific contraindications for the 
use of the SW have been identified, in terms of age or characteristics of the patients; It is also possible to use 
it in the case of patients with reduced cognitive and motor capacity, as they are usually assisted by family 
members or caregivers, who can help them use the device. 

 

Essential performance 

Since CGM CARE MAP is a telemonitoring therapy aid software device (see Intended Use) that enables the 
collection of clinical data from various measurement devices, it is considered not to identify any functionality 
as Essential Performance. 

 

Since the device has no functionality of: 

• sustenance to the vital functions of the person 

• Dispensing of drugs or other things that need guaranteed operation 

• Alarms on which the person's state of health may depend in the immediate 

• Main source of information for making critical decisions in ensuring the life and 
health status of the person 

no product functionality is considered necessary, from the absence of which an unacceptable risk to the person 
may result and therefore must be guaranteed in the situations indicated by the Standard, i.e., even in the 
presence of anomalies and/or failures. 

The very sending of measurements to the central system, while measures are planned to make it as reliable 
and correct as possible, need not be guaranteed, as fundamental decisions are not made on the basis of such 
data that could cause harm to the person. 

 

Technical specifications. 

Minimum hardware requirements: 

 The configuration varies significantly based on the type of setup required in terms of redundancy and 
processing capacity, also depending on the expected loads. Below is the minimum configuration needed to 
start a basic service including one machine per type (Web, Application, and Database): 

 CPU: 20 vCPU 

 RAM: 64 GB 

 Storage: 580 GB 

 

 Operating platform: 

• Microsoft Windows Server 2019 or higher  
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• Microsoft SQL Server 2019 or higher  

• Microsoft IIS 10 or higher  

• Option: CardioCalm (AMPS CER-S v4.3) or higher  

• Browser: Microsoft Edge (v. 128, 131), Google Chrome (v. 131) 

 

Characteristics of computer networks: 

Internet connectivity is required to allow user access and the sending/receiving of automatic communications 
(email, text messages, etc.). 

The internal network for connecting the various servers is high-speed and redundant, in detail it depends on 
the type of installation and the configurations adopted, as well as on the data center used. 

  

Cyber security measures, including protection against unauthorized access: 

The servers are equipped with antivirus/antimalware and the computer networks are protected by perimeter 
security systems (so-called Firewalls) and other equipment intended for this purpose, as IDS (Intrusion 
Detection System), IPS (Intrusion Prevention system) e WAF (Web Application Firewall), kept updated to the 
state of the art. 

'Sensitive' data is protected by encryption and anonymization measures, while all communications take place 
via secure protocols (HTTPS, TLS 1.2). 

Access to services always occurs via personal credentials and the password is subject to complexity criteria and 
periodic change policies, users are suspended after a configurable period of inactivity. To increase security, 
multi-factor authentication can be activated where necessary. 

 

 

Manufacturer 

CGM CARE MAP is produced by: 

 

CGM TELEMEDICINE S.R.L 

Registered office: Foro Buonaparte, 70 - 20121 Milan 

Headquarters: Via Emilia Parmense, 204 - 29122 Piacenza Tel. +39 0523 603311 

Fax +39 0523 603364 

In the operational headquarters in Piacenza. 

A factory icon is always available in the lower right corner of the pages; clicking it displays the version of the 
software currently in use and the manufacturer's information: 
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Explanation of the symbols: 

 

 

Manufacturer identification 

 
Device model 

 

Release date 

 

Read the user manual 

 

Symbol to indicate that IFUs are available in electronic format 

 
UDI vector 

 

Medical device 

 0051 
Compliant with Regulation (EU) 2017/745, MD Class IIa. 
The 4-digit code indicates the notified body of the device. 

 


