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This manual provides useful information for the proper use of the CGM POINT OF CARE (hereafter also POC) 
software present on the Tablet/PC with the supplied Windows operating system. 

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 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 

• 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 

 

Usage precautions 

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

 

General 
 

• Read the user manual carefully in all its parts before using  
CGM POINT OF CARE. 
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• The manufacturer warrants the safety, reliability, and performance of CGM POINT OF CARE 
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 POINT OF CARE application needs to communicate with the central server (CGM 
CARE MAP) via 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. 

Manufacturer Model Description 

BI BI-9900 

Holter recorder intended for patients requiring ambulatory 12-
channel ECG (Holter) monitoring from 1 to 48 hours, frequently used 
for Assessment of symptoms suggestive of myocardial arrhythmia or 
ischemia, Assessment of patients for ST segment changes, 
Assessment of patients with pacemakers, Evaluation of drug reaction 
in patients who have taken antiarrhythmic drugs. 

Cardioline Walk400h 

Walk400h is an ECG holter recorder intended for continuous 
recording of the ECG signal. The signal recorded in the internal 
memory of the device is intended to be transferred to a PC for 
analysis using dedicated Holter ECG analysis software, via USB. 
The ECG signal is recorded with a patient cable that can have 5, 7 or 
10 wires, depending on the number of ECG channels that need to be 
recorded: 3 channels with 5 or 7 wire cables and 12 leads with 10 
wire cable. 

A&D TM 2430/2440 

The recorder for ambulatory blood pressure monitoring 
arterial TM-2440 allows you to take measurements 
accurate automatic measurement of patients' blood pressure for 
pre-established durations (e.g. 24 continuous hours). 
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Cardioline Walk200b 

Walk200b is a non-invasive ambulatory blood pressure (ABP) 
recorder for 24-hour monitoring. 
The device measures systolic and diastolic blood pressure and heart 
rate. Pressure measurements are performed by applying the 
oscillometric method. 

Abbott iSTAT 
i-STAT 1 Analyzer is intended for use in the in vitro quantification of 
various analytes in whole blood or plasma 

Exdia PT10s 
Exdia PT10S is for the in vitro quantitative determination of clinical 
chemistry analytes in capillary blood with self-analysis 

Voden VChemyS 

The VChemy S® system is an in vitro diagnostic medical device (IVD) 
intended for use in self-analysis and provides first-instance diagnostic 
data. The VChemy S® system was designed for the quantitative 
determination of clinical chemistry values 

Voden (DFI) Uridoctor 
UriDoctor TM is a self-analysis device, to be used together with the 
dedicated UriDoctor strips, for the semi-quantitative reading of 
urinary parameters 

Beurer BF 1000 
Impedance scale for body analysis, with calculation of lean, fat and 
bone mass, water, metabolic rate 

Heine DeltaOne Dermatoscope 

HeartView P12L 12-lead electrocardiograph 

Cardioline TouchECG/HD+ 12-lead electrocardiograph 

FORA FORA 6 Connect Bluetooth glucometer 

GIMA P15 - On Call Sure Synch Bluetooth glucometer 

A&D UA-651BLE Sphygmomanometer 

GIMA OXY-10 Pulse oximeter 

Shenzhen Creative 
Industry 

POD-1W Pulse oximeter 

Shenzhen Creative 
Industry 

SP-20 Pulse oximeter 

Hunan Accurate Bio-
Medical Technology 

WS20A Pulse oximeter 

MIR MiniSpir New  Spirometer 

MIR Spirobank II Spirometer 

A&D UC-352BLE Bathroom scale 

 

• The APP is compatible with the Windows operating system versions listed in the "Technical 
Specifications" chapter at the end of the document, please check the version of the operating 
system you are using before installing the App. 

• 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. 
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• 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. 

 

 

 

 

Controls during use 

 
• The Bluetooth connection is effectively usable if the distance between the devices and the 

Tablet/PC is of the order of several meters, also depending on the state of charge of the 
batteries and the presence of any noise. In case the connection breaks down or has 
malfunctions, make sure the batteries of the devices are charged and bring the devices closer 
together until the connection is reliably restored.    

 

 

 

 

 

 

 

 

 

 

 

 

To view the version of the software installed on the pc, click on the icon at the top right of the CGM POINT OF 
CARE login interface. 
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Then a screen is shown in which the version of the software currently in use and general information about 
the software manufacturer are shown.  

  

 

Explanation of the symbols: 

 

 

Manufacturer identification 

 
Device model 

 

Release date 

 

Read the user manual 

 

Symbol to indicate that IFUs are available in electronic format 



9 

 

 
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. 

 

 

If the POC does not start automatically when the PC starts, double click on the program icon on the desktop 
to start it. 

When the POC is initiated, the behavior varies depending on the type of facility (and purpose) in which the 
POC is to operate. Depending on the settings, the POC can be configured to require authentication or to 
perform automatic authentication with a server-set user. 

In case authentication is required, the following screen for entering "Username" and "Password" will be 
displayed. This information is provided to POC-enabled users and can also be used to access the Web Portal. 

 

Entering the required data and clicking on the "Login" button authenticates you and takes you to the screen 
for selecting the organization you want to work with. If the credentials are incorrect, however, an error 
message is shown. 

 

The screen allows you to select the organization to operate on: 
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Select the organization from those proposed and press Next to display the patient selection screen. 

 

The patient selection screen allows you to choose the patient for whom you want to perform the exam. 

Initially, all patients visible to the operator are shown, depending on the user's own profile configuration. 
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At the top is a search bar through which you can filter the list of patients by first name, last name, social 
security number or date of birth. The filter is applied as you type, with no need to press any confirmation key. 

 

In the upper right corner is the "Scheduled Appointments" button that provides access to exams that were 
previously scheduled: 

 

The list of booked examinations is displayed, showing the date, time, status (to be performed) and the patient 
for whom the booking was made. 

Using the top bar you can filter appointments by day, moving forward or backward using the "-1 day" and "+1 
day" buttons. In case you want to search in a time period, click on the selection box next to "Custom" and after 
selecting the start and end dates by clicking on them press "Search."   

 

To change the selection dates click on them and change the day, month and year using the + and - buttons, 
clicking OK to confirm. 
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If the patient you are looking for is not listed, you can add him or her: clicking on the "New Patient" button 
will present a screen where you can enter the "Tax Code." It is then necessary to enter a valid tax code and 
click on the "Verify" button in order to continue with the entry of the fields. 

If you want to enter an identifier for a person who does not have a valid tax code, for example because he or 
she is a non-Italian national, you can check the box "Foreign patient identifier code," in which case the formal 
check on the validity of the code entered will not be made. 
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If the tax code is already present in the system all other fields are also automatically filled in; if the tax code is 
not present, the system if possible automatically fills in Date of birth and gender; proceed with manual entry 
or correction of missing data and select "Confirm." If the date of birth is entered incorrectly, the date 
01/01/1980 will be entered. 

 
If the "Online Report Pickup" box is checked, exam reports will be made available online and the patient can 
freely download them using the link received, within a period of time (maximum 45 days). Remember to ask 
the patient to agree to the specific consent provided in the privacy form. 

Once a new patient entry is finished, it will automatically appear in the patient list on the POC and on the CGM 
CARE MAP WEB portal (showing all e-mail, phone, etc. data). 

 

NB: In some service installations/configurations, the "New Patient" button may not be present or may be 
disabled, in which case only existing patients can be operated on. 

 

Selecting a patient in the patient list opens a summary mask (Dashboard) in which the patient's main data, 
available reports, and examinations in progress, booked or sent to the referrer are summarized. 
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Using the appropriate buttons at the bottom, it is possible to access the forms section (diary, privacy form, 
referral withdrawal proxy) and the CGM CARE MAP web platform. Finally, at the top right, through the "View 
privacy policy" button, it is possible to access the documentation signed by the patient. 

 

In case there is an exam booked for today, or an exam in progress, you can access the exam detail using the 
quick access button that appears in the upper right corner (e.g., Continue Holter ECG, in the screen below).  

 

 

 

 

 

Referrals 

  

In the Reports section you can access the reports available to the patient. The list displays the most recent 

reports, clicking on the symbol  displays the pdf of the report and it is possible to print it and give it to the 
patient: 
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If you want to view any other reports not shown, clicking on "View all reports" opens a detail mask with a list 
of all the patient's reports; selecting the one you want opens the mask seen above with the possibility of 
printing. 

 

Examinations 

 

The most recent examinations performed by the patient are listed, indicating the status: 

- Booked 

- Ongoing, if there are examinations over several days as, for example, in the case of Holter examinations 

- Executed, where the examination has been completed but has not been automatically sent to the server 

and, possibly, to the referrer 

- Sent, i.e., examinations performed and automatically sent to the server and, possibly, to the reporter 

 For each examination you can view the detail by clicking on the symbol on the right side of the line  . 

 

If the exam has already been taken or submitted, you cannot edit it, while if it is in the Booked status you can 
delete it, take it (by pressing Next) or enter a new exam (by pressing New Exam).  
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If you want to run one of the exams/appointments already in the system, simply select the row corresponding 
to the desired exam and then click on the "Next" button. This will take you to the exam execution screen, 
specific to the type of exam you have chosen. 

Pressing "New Exam," either in the initial screen or in this one, takes you to the following screen, where you 
can request an exam to be performed or booked by clicking on the corresponding button at the top of the 
screen. The list of examinations that can be selected depends on the devices configured on the POC. 

 

 

 

If you select "Direct Examination" at the top of the screen, clicking on the examination will add it to the list of 
examinations (with current date/time) and you will be able to perform it immediately.  

If "Reservation" is selected, it will be possible to indicate the date and time when the exam is to be performed; 
clicking on the exam will prompt for this information and the exam will be added to the reservation list. For 
convenience, selecting the date will show the appointments already entered for that day to avoid conflicts or 
overlaps: 
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Selecting "Training/Testing Exams" will allow you to characterize the exam as a test and thus it will be 
accounted for separately from the actual exams. The button is only available if you are within the training 
period (usually the 15 days following training). 

 

NB: If you do not perform an exam entered from POC (excluding booked exams), upon the operator's 
disconnection from POC it will be deleted and you will need to enter it again. Exams entered from the web, on 
the other hand, remain visible even after disconnection. 

 

Edit patient master data 

You can change the master data of an existing patient by selecting the patient and clicking on the  button 
to enter the patient's details. 

 

Once you have made the necessary changes, click on Confirm to save them or Back to cancel them. 
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Forms 

Pressing the "Forms" button provides access to the mask listing the available forms: Privacy, Proxy for Report 
Collection, and Diary. 

 

Selecting "Privacy Form" will open a mask to select the appropriate form based on the type of patient-Mayor, 
Minor or Disabled, clicking will open the pre-filled form with the pharmacy and patient data, which should be 
printed and had the patient (or parents/guardians) fill out.  

 

 



19 

 

- Adult Patient: to be used for most patients, who are of legal age and able to 

independently express consent to data processing, requires only the patient's 

signature: 

 

- Minor patient: to be used if the patient is under 18 years of age, in which case 

consent is given by the minor's parents or a person having legal 

responsibility/representation: 

 

- Psycho-physically impaired patient: allows consent to be given on behalf of a person 

incapacitated for psycho-physical reasons: 
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Privacy Policy 

Pressing the "View Privacy Policy" button opens a mask listing the patient's privacy documents, such as 
completed and signed disclosures and consents. 
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To upload a new privacy document press "Upload document," the following mask will open: 

 

In which you can select a local document and upload it to the server. Press "Upload" to open the file selection 
window, select the desired file and press ok, then press "Confirm" to upload the file. 

 

Open CGM CARE MAP 

Allows you to access the CGM CARE MAP portal directly in the detail of the patient you are operating on. 

A new window in the PC browser is opened and an automatic login is performed, so that you do not have to 
enter credentials again, showing the patient detail mask with master data; you can then view and edit data as 
needed. 
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Checkup Screening 

When you choose to perform the checkup-type examination, you can take one or more of the following 
measures, depending on the devices actually available: 

• Weight 

• Pressure 

• Pulse oximetry 

• Body temperature 

• Capillary blood analysis 

• TAO Monitoring - INR 

• Urinalysis 

All selected measurements are listed in the waiting screen, with their respective status ("to be executed" if the 
measurement has not yet been acquired, or highlighted in green and with the value if already acquired). 

 

Consult the user manual of each device to understand its proper use. 
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NOTE: It is possible to take the same measurement several times, each new run will replace the previous value 
with the new one. 
 

With each measurement taken the acquired value is entered into the screen and the examination type is 
considered completed, once all measurements have been acquired you can end the examination by pressing 
"End Measurement" to return to the patient summary screen. 

 

When the measurements are completed, pressing the "End Measurement" button confirms data acquisition, 
which is then sent to the server. 
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It is possible to enter a measurement manually, for example, if it has been taken but its value has not been 
acquired by the system. Pressing the "Add Measurement" button takes you to the mask that lists the possible 
measurements that can be entered, divided into single and multiple: 

 

 

 Select the type of measurement to be entered from the drop-down list: 

 

And then enter a value for the measurement: 
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Pressing "Insert" adds the measure to the list. 

 

 

Similarly, multiple measurements can be entered by selecting "Multiple Measurement" at the top of the form. 
Unlike before, a list of values is shown, each with a field in which to enter the value and relative unit of 
measure. 

 



26 

 

 

It is necessary to fill in all the required vlors for the selected measure type and press "Insert," the measure will 
be saved and sent to the portal. The measurement mask will list all the values entered in the row for the 
measurement type. 
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12-lead ECG 

When the performance of a 12-lead ECG is initiated, a screen is displayed where some additional information 
about the patient can be entered, such as height, weight, risk factors, reason for the examination, and 
pathology, as well as any notes:  

 

Fields indicated with (*) are mandatory and must be filled in before we can proceed. 

The following are instructions for correctly acquiring an ECG for the various ECG devices that are usable with 
CGM POINT OF CARE.  
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When the execution of a 12-lead ECG is launched, we are presented with a screen showing how to prepare 
the patient and how to properly connect the electrodes. 
 

 

 
 

After connecting the electrodes to the patient, you can proceed with the actual execution of the examination. 
To do this, simply press and hold the "REC" button on the device for a few seconds until a sound is emitted. 

 

If the electrodes are not all correctly connected, the device will emit a series of intermittent "beeps" (and the 
"LEAD OFF" LED will flash). It is then necessary to place the electrodes correctly in order to continue. 

When all electrodes are properly connected, the device will start acquisition and emit a continuous whistle. 

Once the data acquisition is finished, the device sends it to the tablet. We will then see the following screens: 
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Finally, once the data interpretation is finished, we will see the result of the acquired plot. 

 

If the plot has noise attributable to the environment (e.g., neon lamps), the "Edit Filters" button can be used 
to apply the desired filter type. This tool is to be used only for environmental interference. 
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If, on the other hand, the tracing has inaccuracies or some leads were not taken correctly, you can press 
"Cancel" to be able to redo the examination (after correcting the position of the electrodes). 

Instead, pressing "Confirm" accepts the exam, which will then be saved and sent to the web portal for 
reporting. 

 

We then return to the appointment selection screen, where we will see the status of our exam change to 
"Done" status. 

 

 

If you stay in this screen, after a few seconds we will see the status change to "Sent" (if there is network 
coverage to be able to send). 
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Turn on the ECG by pressing the center button on the front, the blue LED will start flashing quickly, and then 
the device will beep briefly and the LED will start flashing slowly. Press "Continue Examination." 

The screen that opens shows how to prepare the patient and how to connect the electrodes correctly. Connect 
the electrodes to the patient at the location indicated. In addition, after pressing Next, the Cardioline software 
is automatically started to establish the connection with the device and acquire the ECG signal. 
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The program searches for the device via Bluetooth, and once the connection is established, the blue LED light 
on the front of the device turns solid and the screen changes, showing the serial number of the connected 
device in the top bar and the patient's name in the upper left. In the middle part, real-time ECG traces are 
displayed so that the correct connection of all electrodes and signal quality can be checked: 
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Once the signal is stable and correctly displayed, click on the AUTO icon in the right vertical bar to begin the 
10-second acquisition of the ECG trace. The exam summary screen is presented with patient and trace data at 
the top, as well as information on automatic interpretation of the trace:  

 

Click on the button in the bar with the cloud to transmit the plot and attached information to the Tablet/PC.  

Control returns to CGM POINT OF CARE, which generates the report: 
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Finally, once the interpretation of the data is finished, we will see the result of the acquired plot. 

 

 

If the plot has noise attributable to the environment (e.g., neon lamps), the "Edit Filters" button can be used 
to apply the desired filter type. This tool is to be used only for environmental interference. 
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If, on the other hand, the tracing has inaccuracies or some leads were not taken correctly, you can press 
"Cancel" to be able to redo the examination (after correcting the position of the electrodes). 

Instead, pressing "Confirm" accepts the exam, which will then be saved and sent to the web portal for 
reporting. 

 

 

We then return to the appointment selection screen, where we will see the status of our exam change to 
"Done" status. 
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If you stay in this screen, after a few seconds we will see the status change to "Sent" (if there is network 
coverage to be able to send). 

Turn off the ECG device by holding down the middle button for at least 5 seconds.   
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Spirometry 

 

 

When a spirometry exam is started, if the device is not already connected to the tablet, a screen will be 
presented asking you to connect it. 

 

 

To connect the spirometer you must use the supplied MicroUSB cable, which should already be connected to 
the tablet (if it is not already connected, you can still plug it into any of the tablet's USB ports). 

 

Connect the MicroUSB cable to the spirometer (the connector is located at the bottom of the device). 
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The tablet immediately recognizes the spirometer when it is connected to the MicroUSB cable and asks for 
confirmation of the data to calculate theorists. 

Once these data have been entered, we press "Continue Examination" to continue with the examination. 
 NOTE: Data for "Ethnic Group," "Height," and "Weight" need to be entered only the first time. Subsequent 
times they will be automatically populated (but you will still be able to edit them). 

 

 

 

The tablet switches to the examination execution mode. 

 

Press the "Start New Test" button on the tablet to start reading data. 
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Inhale and exhale at the top of the lungs 3 or 4 times. 
 If the graph shows a flat line, it means the device is not reading the airflow. 
 Then press "End Test" on the tablet to stop reading the data. 

 

Then check that the disposable turbine is inserted correctly all the way in, and that it is positioned in the 
right direction. 
 If necessary, try pulling it out and inserting it in the other direction. 
 Press "Start new test" again. 

If the graph shows a correct wave of inhalation and exhalation flow, wait for 3 or 4 complete breath acts and 
then press "End Test." 
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If the result is satisfactory, press "Confirm," otherwise follow the procedure again and press "Start New Test." 

 

After pressing "Confirm" the summary screen is shown where you can preview the trace that is sent to the 
referring physician. 

 

 

If the curve is acceptable (similar to the image above) and the values seem correct, you can confirm the 
examination by pressing "Confirm", otherwise by pressing "Repeat Examination" you can perform spirometry 
again. 



42 

 

Press "Exit" to return to the reservation screen. 

 

 

 

 

Select the Spirometry examination: 

 

The POC performs Bluetooth scanning to search for the device. During this step, the spirometer automatically 
turns on 
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Once the device is connected, the screen for collecting anamnestic information is displayed: 

 

 

Fill in the fields and press "Confirm Examination" to continue, the information to successfully run the 
examination is displayed. Press on "Start New Examination." 

 

 

To perform the spirometry test, place your lips on the white cardboard mouthpiece of the turbine and first 
perform a forced inhalation, then a forced exhalation. A trace showing the detected airflow is displayed at the 
bottom of the screen: 
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Once the exam is finished, press "End Test." 

 

On the screen that appears, click on "Add Measurement" to record a new spirometry curve; alternatively, 
select the spirometry curve to be included within the report and click on "Finish Examination."  

Editor's note: It is recommended that the spirometry test be performed at least three times to obtain a 
repeatable and acceptable result. 

 

After selecting the curves and clicking on "Conclude Exam," on the screen that appears give click on "Confirm" 
to proceed to final closing of the exam. 
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Dermatoscopic Analysis 

 
 

 

The examination is performed using the smartphone camera and the special adapter provided with the 
instrument, which allows the dermatoscope to be mechanically connected to the cell phone. When starting a 
dermatoscopy examination, the PC/tablet prompts to connect the camera. 
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To do this, simply make sure the smartphone is turned on, plug the appropriate USB cable into any free USB 
port (if it is not already plugged in), and then connect the cable to the smartphone via the regular charging usb 
connector. 

 

 

Press under "Select Device" to select the smartphone from the listed devices and press "Confirm," a mask will 
appear confirming the connection: 
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Then disconnect the smartphone and proceed with image acquisition. 

When you have finished "taking" photos (or capturing images), you can proceed to turn off the internal 
illumination of the dermatoscopic lens using the center button. 

Connect the smartphone to the PC/tablet. 

 

 

Images are downloaded automatically. 
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Select only "valid" images, that is, that we want to send the referring physician. To do this, simply remove the 
green check mark in the lower left corner of each photograph to prevent it from being sent. 

 

 

Descriptive text (if needed) can also be added for each photograph by pressing the notebook icon in the lower 
right corner of each photograph. 

 

When the procedure of selecting images and entering descriptive texts has been completed, pressing the 
"Proceed" button displays the summary of the 'examination. 

 

You can press "Back" to change your selection, or "Proceed" to finally confirm the examination and send the 
data to the referring physician. 

Disconnect the smartphone from the PC/tablet. 
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Holter Pressur 

This feature allows a Holter pressure test to be performed by handing over a special device to the patient for 
a period of time of 24 or 48 hours and downloading the recording data once it is returned. 

 

The steps necessary to properly initiate the examination for both types are described below, leaving the 
operational description of the specific steps for each device to subsequent chapters. 

From the assisted list, select the patient to open the dashboard and press the "New Examination" button: 

 

 

Select the Holter pressor exam on the next screen: 
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On the next screen, the patient's medical history information must be entered, then click "Next." 

 

Download the diary and give it to the patient for recording symptoms felt during the recording. 

Download the device intake form and have the patient sign it (1). You can upload the signed form using the 
"Taking Charge Form" upload button on the right side of the following screen (2). 

Finally, in order to proceed give confirmation that you have had the intake form signed and handed the diary 
to the patient (3). Then click on "Next." 

 

You must then specify the recording duration in the daytime and nighttime time slots. Select the recording 
duration in the night time slot. Click on "Next." 
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Select in the same way the measurement interval for the daytime range. 

Pressure measurements will be taken every 15 minutes during the day, every 30 minutes at night. Click on 
"Next." 

 

 

Specify the recording duration, select 24 or 48 hours, and click "Next." 
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This configuration automatically creates a "POC EXAMINATION" type activity on the patient calendar, also 
visible on the operator's calendar, on the day the patient finishes registration and returns to the facility for 
device return and data download. 

 

At this point it is necessary to connect the device to the POC to clear the data and prepare it for the new 
session. CAUTION: If this step is not performed there is a risk that if a new "MAP" exam is performed directly, 
previously recorded data may be reused and associated with the selected patient.  

 

The following shows the operations to be performed depending on the device used. 
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A&D TM-2440 

 

It is always recommended to replace the batteries before handing the device to the patient, as if the batteries 
have insufficient charge it may fail to complete the 24/48 hours of recording. 

 
Once the batteries are inserted, the device automatically turns on showing the current time on the display. 

  

Connect the supplied USB cable (USB cable with Micro-USB connector, maximum length 1.5 m) to the 
PC/Tablet. 
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Plug the cable plug into the connector on the underside of the device, covered by the rubber stopper. 

 

 

 

The device display shows a key and the word OFF 

 

The PC/tablet configures the device in seconds and signals when the device can be disconnected. 

 
 

Click on "Confirm" to conclude the device configuration.  



55 

 

Once the holter is disconnected from the POC, 
press the EVENT key to make the screen light up: 
check that the time is correct and that the clock 
symbol (indicated by the arrow in the illustration) 
appears on the left side, indicating that the 
automatic measurement program set up is active. 
In case the symbol does not appear, press and hold 
the EVENT button until it appears. 

 

Have the patient wear the cuff. 

Place the cuff with the tube facing upward and the 
white stamp on the vein. The cuff should be 
positioned so that it is one to two centimeters 
from the elbow crease. 

The tube should pass behind the patient's neck.  

 

 

Insert the end of the cuff tube into the round 
socket on the front of the device and screw the 
terminal clockwise. 

Insert the device inside the case that was provided 
with the device. Attach the case to the patient's 
waist, taking advantage of either the belt provided 
with the device or the patient's belt, if he or she is 
wearing one.  

At this point the patient can be discharged and will return at the end of the examination to return the device. 

 

Cardioline Walk200b 
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Insert the batteries into the device and turn it on with the ON/OFF button  . 

Press the  button for five seconds to turn on the Bluetooth connection and wait until BT appears on the 
screen. Once the Bluetooth connection is turned on, the CGM POINT OF CARE software automatically connects 
to the device and loads the previously set registration configuration.  

 

Click on "Confirm" to conclude the device configuration. 

 
• Place the cuff on the upper arm, running the air tube around the patient's neck to the recording device. 

• Connect the air hose to the device: push the hose firmly onto the connection until you hear a click.  

 

 

 

 

 

 

• Before starting the holter recording, it is necessary to make a manual recording by pressing the  

• This measurement will be used to verify the correct operation of the device. Holter recording will start 

automatically with the measurement frequency set during device configuration. 

At this point, the patient can be discharged and will return at the end of the examination to return the device 
and download the data. 
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At the end of registration, the patient returns the device and data downloading takes place. 

CAUTION: There is no congruence check on the selected patient, which must be the one used for the "MAP 
Withdrawal" exam. 

 

Once the patient is selected from the Assisted list, click on "Continue Holter pressor" on the button in green in 
the upper right corner of the patient dashboard. Alternatively, open the detail from the exam list below.  

 

 
• Loading the patient diary. 

 

 

  

 

 

 

 

 

 

The diary will be saved and made available to the referrer in the exam detail. Alternatively, the "Diary" section 
of the CGM CARE MAP web platform can be accessed to download the patient diary. 

 

Configure the actual nighttime bands of registration for proper dipping profiling of the patient. 
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Turn on the device and connect it via USB or Bluetooth with CGM POINT OF CARE to download data, similar to 
what was done during delivery. (A&D TM-2440: If the clock symbol is still on the device display, you must turn 
off the automatic acquisition mode by holding down the "EVENT" button for about 3 seconds until the clock 
symbol disappears). 

 

The summary of the examination is shown on the screen, if the data is correct, press the "Confirm" button. 
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Then the examination is concluded and automatically 
sent to the referee.  

 

 

 

 

 

 

Holter ECG 

 

From the assisted list, select the patient for whom to perform the examination and press the "New 
Examination" button found on the patient dashboard.  

 

 

 

 

 

 

 

 

Then select the "Holter ECG" exam from the list of available exams. 
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Enter the patient's medical history information, then click "Next." 

 

 

 

 

 

 

 

 

Download the diary and give it to the patient for recording symptoms felt during the recording. 

Download the device intake form and have the patient sign it (1). You can upload the signed form using the 
upload button "Intake form" found on the right side of the following screen (2). Finally, give confirmation that 
you have had the intake form signed and handed the diary to the patient (3). Then Click on "Next."  
 
 
 
 
 
 
 
 
 
 
 
 

Set the duration of registration. This configuration, in addition to setting the recording duration, automatically 
creates an activity type "POC EXAMINATION" on the patient calendar, which is also visible on the operator's 
calendar, on the day the patient finishes recording and returns to the facility for device return and data 
download. 
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Then prepare the device for use and prepare the patient to perform the examination. 

This operation differs depending on the device used, below are the details for each. 

 

Cardioline Walk400h 

Insert the battery into the compartment located in the back. 

 

Turn on the device and plug the USB cable into the device socket. The other end of the USB cable should be 
connected to the POC. 

 

Connect the device to proceed with the configuration. Then, click on "Confirm." 
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Then disconnect the USB cable from the holter and connect the cable with the electrodes. 

 

Patient preparation 
✓ Have the patient assume a relaxed, lying or semi-reclining position 

✓ Cleansing the chest  

✓ Place the 10 electrodes according to the following 

scheme 

 

Peripheral electrodes  

o Yellow electrode (LA): left humerus 

o Red electrode (RA): right humerus 

o Black electrode (RL): right hip 

o Green electrode (LL): left hip 

 

Precordial electrodes: 

o Red electrode (V1): right hemithorax, at the fourth rib  

o Yellow electrode (V2): left hemithorax, at the fourth rib  

o Green electrode (V3): along the submammary line, slightly to the left of V2 

o Brown electrode (V4): along the submammary line, at a distance of 3 cm from V3 

o Black electrode (V5): along the submammary line, at a distance of 3 cm from V4 

o Lilac electrode (V6): along the sub-axillary line, at a distance of 3 cm from V5  

 

 
Turn on the device by pressing the center knob. 
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From the main screen you can access: 
o Settings menu to access system settings. 

o Start Recording menu to start holter recording. 

o Information menu to access device information. 

o Power off  to put the device on standby or turn it off.  

 

 
• Click on the "Start Recording" button to proceed with holter 

recording. 

• Click "Next" on the holter recording settings screen (a). Then click 

"Next" again to skip the voice recording step(b). 

 

 

 

 

 

 
          (a)     (b) 

View the ECG tracing taken in real time on the 12 leads and check for proper electrode adhesion. On the first 

page you can see the ECG trace for the first six leads; click "Next" to view the remaining six leads on the 

second page.  
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• Then press "Next" to confirm. Click Next again to confirm and start recording. 

Recording starts after 30 seconds. 

The start and stage of registration are reported as follows: 

• the device display goes out; 

• the blue status LED starts flashing (test in progress); 

• the green battery led goes out.  

 

 
• Insert the device inside the case that was provided with the device. Attach the case to the patient's waist, 

taking advantage of either the belt provided with the device or the patient's own belt, if he or she is wearing 

one. You may dismiss the patient who will return at the end of the examination to return the device. 

 

BI 9900 

 

 

 

 

 

                  

Press the center button on the device, the Holter will turn on and then display the message "Connect patient 
cable!" Now connect the appropriate USB cable to the device and then to the PC. 
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"PC Connection" appears on the display and the POC performs device configuration, when finished the POC 
prompts to disconnect the Holter and press the "Confirm" button. 

 

CAUTION: This step will also erase any previous exams still in the device's memory; make sure you have 
properly downloaded the data as they will no longer be recoverable after erasure. 

Disconnect the USB cable from the POC and device, connect the patient cable to the device, and perform 
electrode placement on the patient (see detail described for Walk 400h), the ECG trace graph appears on the 
device display and you can verify that the connections are correct. 
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If everything is okay, quickly press the center button twice (double click) to start the recording session. The 
display will show the words "WAIT" and a 2-minute countdown, after which the device beeps audibly and the 
display turns off, while the LED in the upper right corner flashes slowly to indicate that the session is in 
progress. 

 

Insert the device inside the case that was provided with the device. Attach the case to the patient's waist, 
taking advantage of either the belt provided with the device or the patient's belt, if he or she is wearing one. 

At any time it is possible to check the status of the session by pressing the down arrow button on the right, 
"RECORD" is displayed on the screen, the elapsed time since the start of the session, the date and time, and 
the expected duration of the session.  

Pressing the down arrow key and then the middle key records a user event, the display lights up and "Event" 
appears in red at the bottom right. 

It is possible to dismiss the patient who will return at the end of the examination to return the device. 
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At the end of registration, the patient returns the device and data downloading takes place. 

BI 9990: If the recording session has not yet ended, press the center key and the two arrow keys 
simultaneously, a confirmation prompt appears with "No" highlighted. Press an arrow key to highlight "Yes" 
and then press the center key. "END" and the total duration of the session is shown. 

Once the patient is selected from the Assisted list, click "Continue Holter ECG" on the button in green in the 
upper right corner of the patient dashboard. Alternatively, open the detail of current examinations from the 
examination list below.  

 

Load the patient diary, then click "Next."  

 

 

 

 

 

 

 

 

The diary will be saved and made available to the referrer in the exam detail. Alternatively, the "Diary" section 
of the CGM CARE MAP web platform can be accessed to download the patient diary. 

Turn on the device and connect it via USB to CGM POINT OF CARE. Wait for the data to download, then click 
"Confirm" to confirm the data and close the exam. 
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The amount of data recorded by the device is large and is high even for short sessions, so the transfer time is 
significant and normally about 10 minutes. Wait for the download to finish before disconnecting the cable. 

If the exam was successfully registered, the summary screen is displayed; press "Confirm" to end the 
procedure. The exam is concluded and automatically sent to the reporter. 
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At Pharmacy 

The patient can go to the pharmacy to pick up the exam or can delegate to pick up the report. 

The proxy form can be printed from the POC. 

Selecting the patient, "Next," and selecting "Print Forms," select "Referral Pickup Delegation," with pre-filled 
pharmacy and patient data. 
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Via Web: Patient 
The patient can request viewing of the report via the web, via access to the CGM CARE MAP portal. 
Select the patient from the "Select Patient" screen and select "Edit Patient"  
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Check the box to "Pick up report online"; the patient will receive credentials to access the web portal 
at the indicated e-mail address, which will be delivered once the exam performed has been reported. 
Remember to collect the relevant explicit consent from the patient via the appropriate form that can 
be printed from the program. 
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By accessing the link provided in the email, the patient will be taken to the CGM CARE MAP web portal and 
entering the credentials received via email, a 5-minute code will be sent to confirm access. 

The patient will be able to view the reported examinations performed via POC and interact with the doctor, 
attaching documents via the "+" function. 
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If you wish to exit the program, return to the initial patient selection page and press the 

'Exit' button. 

Attention: if there are exams that have not yet been sent to the server, a warning 
message is displayed. If you continue with exiting the program, the exams will be sent 

to the server only at the next startup. 

 

 

 

 

 

 

 

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 
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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 
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. 

 

 

Technical specifications. 

Minimum hardware requirements: 

• CPU: Intel i3 gen.7 

• RAM memory: min 8 GB 

• Disk space: min 256GB 

• Bluetooth: 5.0 

• USB: at least one port 

• Network or WiFi connection 

 

Operational platform: 
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• Microsoft Windows 11 Pro 

 

Interface features: 

The software is equipped with an intuitive and quick-use graphic interface, in order to facilitate the immediate 
understanding of the information and the execution of the exams. 

 

Characteristics of computer networks: 

In order to use the software, a connection with the CGM CARE MAP server is required, in order to authenticate 
the operator, download the configurations and send the acquired data. For the connection, either the Ethernet 
or WiFi connection can be used, if available. 

 

Cyber security measures, including protection against unauthorized access: 

The following security measures are in place: 

- Login required with passwords renewed periodically and subject to expiry (the credentials are the same used 
to access the web portal). 

- Data storage only for the time strictly necessary for management and sending to the server. 

- All communications take place via secure protocols (HTTPS, TLS 1.2). 
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Manufacturer 

 

CGM POINT OF CARE 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. 

 

 


