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READ THIS FIRST:
It is important to read the entire contents of this manual before 
using the RIGHTEST iFree 2 Continuous Glucose Monitoring 
System. The instructions, warnings, precautions, safety 
information and tips contained within this manual are intended 
to ensure proper use and optimal results. Discuss the best 
way to use your RIGHTEST iFree 2 CGM with your healthcare 
professional. Failure to operate the system according to the 

present risks. If your glucose readings do not match your 

blood glucose level with a blood glucose meter and consult a 
healthcare professional if necessary.
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Intended use
The RIGHTEST iFree 2 Continuous Glucose Monitoring System 
(hereafter referred to as the "iFree 2 CGM") is indicated for detecting 
glycemic trends and for the management of diabetes in persons 

glucose testing for diabetes treatment decisions. Interpretation of 
the iFree 2 CGM results is based on the glucose trends and several 
sequential readings over time. It also aids in detecting episodes of 
hyperglycemia and hypoglycemia, facilitating both acute and long-
term therapy adjustments.
Indications For Use
For persons aged 18 and older with type 1 or type 2 diabetes who 
use insulin or other diabetes medications requiring regular glucose 
monitoring.
Statement And Advisory
This manual is designed to instruct all personnel responsible on 
the proper use and care of the iFree 2 CGM in non-professional 
environments. All users are encouraged to read this manual carefully 
before using the system.

Supports user awareness of glucose levels and trends, enabling 
informed diabetes self-management.

Indications For Use & Statement And Advisory

Skin Irritation Reaction Caused by the Sensor Adhesive: Some 
individuals may be sensitive to the medical adhesive that keeps 
the sensor attached to the skin. Skin reactions such as redness, 

insertion site. Remove the sensor if these occur while wearing it; if 
they occur after removal, monitor the site and consult your healthcare 
professional if symptoms persist or worsen. If necessary, consult your 
healthcare professional.

• Known allergy to disinfecting alcohol or medical adhesives.
• The iFree 2 CGM is not recommended for insertion into skin 

or extensive lesions, including psoriasis, eczema, and dermatitis 
herpetiformis, as these conditions may interfere with proper device 
placement and compromise measurement accuracy. The device 

Contraindication
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should be used with caution in patients with sensitive skin, a 
predisposition to skin ulceration, known allergies to disinfectants or 
medical adhesives, or an increased risk of bleeding, as these may 

•  No MRI/CT/Diathermy: The iFree 2 CGM (sensor, transmitter, 
and/or other display devices) must be removed prior to Magnetic 
Resonance Imaging (MRI), Computed Tomography (CT), or high 
frequency electrical heat (diathermy) treatment. People who are 
unable or unwilling to contact with their healthcare professional 

or hearing is critical for successful use of the system including 

• DO NOT Use If You Are Pregnant, on Dialysis or Critically Ill. 
Do not use the iFree 2 CGM if you are pregnant, on dialysis or 
critically ill; or on users with other implanted medical devices (e.g., 
a pacemaker). The system has not been evaluated for use in these 
populations.

• iFree 2 CGM is contraindicated in patients with infection, edema at 
or near the sensor insertion site, those receiving vasoactive drug 
therapy, or with impaired tissue perfusion.

• iFree 2 CGM should not be used during episodes of severe 

hypoglycemia (<2.2 mmol/L), severe hyperglycemia  

Safety Information

The following is a summary of safety information which must be 
observed before using the iFree 2 CGM. WARNING indicates 
potential danger to the user. PRECAUTION indicates potential injury 
to the user or damage to the system. To minimize risks, read the 
following safety information before using the system. Improper use 
and maintenance may damage the system resulting in failure or injury 
to the user. It is important to understand that this safety information 
is not exhaustive. It is intended to ensure the safety of the user when 
using the system.
If you experience serious incidents caused by the use of the iFree 
2 CGM, contact your local emergency services for help. Please 
report the incident to Bionime Corporation and the local competent 
authority.

WARNINGS:
Use a Blood Glucose (BG) Meter To Make Treatment 
Decisions Under The Following Conditions: 





12 13

PRECAUTIONS:
Calibration Safety: iFree 2 CGM is factory calibrated and 
ready to use after 1-hour warmup period without additional 
calibration by user. During monitoring session, calibrating the 
iFree 2 CGM is optional. If you choose to calibrate, use only 

CGM readings with them. Entering incorrect values, or using 
blood glucose readings obtained from alternate sites, may 
result in inaccurate sensor readings and could lead to missed 
high or low glucose events.
Skin Irritation Reaction Caused by the Sensor Adhesive: 
Some individuals may be sensitive to the medical adhesive 
that keeps the sensor attached to the skin. If you develop a 
rash around or under your sensor, remove the sensor and stop 
using the iFree 2 CGM. If necessary, consult your healthcare 
professional.
Avoid Skin Care Products: Do not apply skin care products 
such as sunscreen, moisturizer, perfume or insect repellent 
over the sensor insertion site (less than 1 inch or 2.5 cm) or 
any components of the iFree 2 CGM. Failure to comply may 

lead to damage of the plastic used in the iFree 2 CGM or 
reduction in the stickiness of the sensor adhesive.
Do NOT Attempt to Reinsert a Sensor: If the adhesive patch 
is loose or if the sensor tip is pulled out from your skin, remove      
the sensor and replace it with a new sensor. Sensor readings 
may be unreliable until a new sensor is inserted.
DO NOT Expose to Extreme Conditions. Avoid freezing 
the sensor or exposing the components to direct sunlight and 

the device and result in no or inaccurate glucose readings.
DO NOT Reuse Your Sensor or Inserter: The entire 
Sensor Kit package is sterilized and designed for single use. 
It is not suitable for re-sterilization. Re-sterilization of these 
components may result in no glucose readings and infections.
DO NOT Use If Any Component Appears to be Damaged: 
A damaged or cracked sensor kit or transmitter may 
compromise the integrity of the system and contribute to 
infection risk.
Traveling by Air:
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regulations before departure. Notify the security personnel of 
the presence of the iFree 2 CGM and comply with requirments 
for pat-downs, visual inspection and metal detectors. You 
must comply with any requests by airline personnel (e.g., 

imaging technology (AIT) body scanner (e.g., millimeter wave 
scanners) or put iFree 2 CGM components through X-ray 

has not been evaluated.
Changing Date/Time Is Not Permitted: You are not allowed 
to change date and time during the 15-day monitoring period. 
Changing the time or date settings during monitoring may 
result in gaps in the graph or hidden glucose readings.
Keep an Emergency Kit with You: Make sure necessary 
supplies are always available. Let your family, co-workers, or 
friends know where the emergency kit is.
The emergency kit should contain:
• Fast-acting glucose tablets.
• Blood glucose monitoring supplies.
• Insulin syringe and rapid-acting insulin (with dosage 

instructions from your healthcare professional).
• Adhesive dressing.
• Glucagon emergency kit.
Troubleshooting: If any situation not mentioned in this user 
manual occurs, please contact your healthcare professional or 
Customer Service. Any serious incident that has occurred in 
relation to the device should be reported to the manufacturer 
and the competent authority of the Member State in which the 
user and/or patient is established.
Be Careful of Electromagnetic Disturbance: Stacking 

compatibility. Stay a distance greater than 30 cm (12 inches) 
from any part of any portable RF communications 
equipmentand and at least 1 meter from sensitive equipment. 
If abnormal behavior is observed due to EM disturbances, 
please relocate the device accordingly. 

Date of manufacture Use-by date
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Manufacturer Do not re-use

Serial number Importer

Direct current Batch code

Caution Temperature limitation

Humidity limitation MR Unsafe

MD Medical device Keep away from sunlight

Keep dry Catalogue number

Sterilized using irradiation

Type BF applied part device

Authorized representative in the European Community

Do not use if the package is damaged

Discard this product according to local regulations

Operating Instructions; consult manual for further 
instructions

12.5 millimeters. 
Protected from vertical dripping water for 10 minutes.

12.5 millimeters. 
Protected from dripping water when tilted at 15° for 
10 minutes.

Protected from tools and small wires greater than 
1 millimeter. 
Protected from immersion 10 feet (3.05 meter) for 
30 hours.
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Performance Features
The iFree 2 CGM provides glucose readings, trends, and levels every 
minute.

• Ergonomic design of sensor inserter allows users to insert the 
sensor safely with just one hand.

• Easy-to-read visual glucose values and trends.
• Powerful transmitter storage holds 15 days of glucose readings with 

zero data loss.
• Visual and audio alerts for hypoglycemia and hyperglycemia.
• Lightweight sensor and transmitter for maximum comfort.
Safety Features
This system detects the glucose concentration within the interstitial 

concentration. Therefore, the glucose readings from this system may 
delay from 5 to 15 minutes comparing with blood glucose values.

you use it.
These features include:

on your personalized settings.
• When you are out of your target glucose range, display device alerts 

you.
• Display device warns you if your glucose level falls below to or 

below 3 mmol/L.

Some settings (such as alert volume level or temporarily switching 
to silent mode) can be adjusted according to your needs.

when there are system errors.

Getting To Know Your iFree 2 CGM







24 25

Before setting up your iFree 2 CGM, make sure you have everything 
you need:
• Sensor Kit
• Transmitter
• Alcohol Wipes
• Display device: only one display device can be used at a time.
• Blood Glucose (BG) Meter: refer to the Blood Glucose (BG) Meter 

Note. When using Blood Glucose (BG) Meter, please refer to the 
Blood Glucose (BG) Meter manual.
Scan The Sensor Kit

Setting Up Your iFree 2 CGM

The following steps describe how to start a monitoring session. If you 
are unable to start a monitoring session, please contact Customer 
Service.
1. Open the App on your smartphone.
2. Tap [Let’s Start] to start a new glucose monitoring session.
3. Scan the QR Code of the sensor kit by using the built-in scanner, 

once it scanned successfully, a checkmark ( ) will appear on the 
screen.

4. Make sure you follow the steps in the next two sections ("Apply 
Your Sensor" and "Attach Your Transmitter"). After installing the 
sensor and transmitter, click [Connect].

customer service for more information about compatible devices.

data integraty and glucose readings or cause loss of monitoring data: 
1. Logging out of iFree CGM App
2. Using the same phone number to log in to iFree CGM App on a 

3. Changing the date and time of the mobile device
4. Deleting iFree CGM App

PRECAUTIONS:
Scan Before Monitoring: Every time you start a new 
monitoring session, scan the QR Code of the sensor kit 
with your display device. Each sensor kit has its unique QR 
Code which is attached on the sealing paper. 
Not scanning the QR Code or using incorrect QR Code or 
mixed using components (sensor kit and transmitter) from 

readings.
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1. Make sure you have followed the steps in the "Apply Your Sensor" 
and "Attach Your Transmitter" sections. When the screen displays 

[Connect]. 
NOTE: Make sure you have installed your sensor and transmitter 
before you start the following steps.

2. Your smartphone will automatically search for your transmitter. 
Keep your smartphone close to you.

3. After the system is connected, the screen will display a warmup 
progress bar. When the warmup is completed, "Warmup" will 
disappear from your display.

End The Monitoring Session

Ending A Monitoring Session

WARNING:
Keep Your Display Device Close. Be sure your display 
device is close to your transmitter and in the same room. The 
maximum transmission distance is 6 meters (20 feet) with no 
obstructions (e.g., walls, metal, glass or water) in between. 
Obstructions or greater distances may cause Bluetooth signal 
loss and you may not receive important alerts.

1. The monitoring session ends automatically when the sensor 
reaches the ends of its 15-day life and the sensor reading will no 

know the session has ended. You MUST remove or replace the 

[Remove CGM]

can select "Stop Monitoring" from "Report". You will see a message 
warning you that the sensor has not yet expired. Press [Stop 
anyway] to end the session.

Sensor And Transmitter Removal
Do not remove your transmitter until your sensor session is over. 
Once the session has ended, follow these steps to remove your 
sensor and transmitter:

PRECAUTIONS:
Do Not Reuse. Reuse of a sensor, sensor base, adhesive 
patch or transmitter may cause infection or irritation. 
Ending a Session Early: If any unexpected issues (irritation 
or discomfort) happen at the application site, consult your 
healthcare professional for further assistance.
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Glucose Trend Arrow And Arrow Color

and how fast they are changing. The color (orange, amber, green, 
pink and red) of the arrow helps identify the risk of hypoglycaemia 
and hyperglycaemia.

* “Glucose is steady” means the glucose rate of change is between 
0 and 0.06 mmol/L per minute.

** “Glucose falling/rising” means the glucose rate of change is  
0.06 - 0.1 mmol/L per minute.

*** “Glucose falling/rising rapidly” means the glucose rate of change 
is 0.1 mmol/L per minute or more.

Glucose is
steady*

Glucose
rising**

Glucose 
rising

rapidly***

Glucose
falling**

Glucose 
falling

rapidly***

Orange
> 13.9 

mmol/L

Amber
10.1 – 13.9 

mmol/L

Green
3.9 – 10.0 

mmol/L

Pink
3.0 – 3.8 
mmol/L

Red

< 3 
mmol/L

Arrow
Color

Direction
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HIGH/LOW Readings
HIGH means your glucose reading is above 27.8 mmol/L. 
Do a blood glucose test with a BG meter. If you also get a HIGH 
result (> 27.8 mmol/L) from the meter test, contact your healthcare 
practitioner immediately.
LOW means your glucose reading is less than 2.2 mmol/L. Do a 
blood glucose test with a BG meter. If you also get a LOW result 
(< 2.2 mmol/L) from the meter test, contact your healthcare 
practitioner immediately.
Adding Diaries
1. Tap the [+] icon on the home screen and select [Add Diary]. 
2. Ensure the diary time is correct.
3. Select categories such as Insulin, Exercise, or Carbs, or utilize the 

food recognition feature by capturing a photo for automated entry. 
4. Follow the on-screen prompts to complete the record, then tap 

[Done] to save. 
5. To manage diary records, access the [Diary] tab to view, edit, 

information and additional functions.
AGP Report, Insight Report, And Key Indicators
By tapping the [Report] icon on the home screen, users can review 

The iFree 2 CGM is factory-calibrated and does not require manual 
calibration. However, manual calibration is optional and can be 
performed to align the sensor readings with your BG meter values. 

BG meter then enter the value according to the following steps:
1. From the Calibrate screen, tap [Calibrate].

minutes then press [Save].
3. You will see a prompt from the screen. Tap [OK].

NOTE: 
• Only BG values between 2.2 mmol/L and 27.8 mmol/L are 

Calibration

the CGM monitoring sessions.
Each monitoring session report includes four key glycemic metrics: 
Time in Range (TIR), Average Glucose, Glucose Management 
Indicator (GMI), and Glucose Variability (CV). These metrics allow 
for a rapid assessment of overall glycemic control and provide 
detailed information on the frequency of hyperglycemic (high) and 
hypoglycemic (low) events.
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The App can automatically upload your monitoring results to the 
cloud via the Internet.
Refer to the original manual of your smartphone to learn how to set 
up a mobile network or Wi-Fi to connect to the Internet. Using a 

Connection And Data Uploading

accepted for calibration by the system. If your BG value 

15 minutes before trying again.
• During periods of rapid glucose change (such as after eating, 

the sensor reading and the BG meter value. It is advised not to 

ensure calibration accuracy.
To obtain the best results:
• Calibrate when fasting or before a meal.

• Enter the value immediately after completing the test.
• Do not use previous blood glucose results.
• If calibration fails, wait 15 minutes before trying again.

mobile network to connect to the Internet may be charged for data 
transmission. It will be charged by your mobile carrier.

Before you start using the iFree 2 CGM for treatment decisions, make 
sure you are familiar with the tips provided in this chapter and you 
have a good understanding of how the system works. Refer to the 

• Continue to use your blood glucose meter for treatment decisions 
until you are comfortable with the information you receive.

• Getting familiar with the system could take days, weeks, or even 
months.

• Work with your healthcare practitioner and follow their 
recommendations to put together a plan for making treatment 
decisions including insulin dosing, based on the glucose values 
provided by the system, to avoid improper timing or incorrect insulin 
dosage.

• Check your notes to see how carbs, medication, exercise, illness, 
and stress levels impact your blood glucose readings.

Treatment Decisions
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Trend Arrows And Treatment Decisions
Trend arrows show the direction and rate of change of your glucose 
to give you an idea of where your glucose is going. The following 
table gives you some ideas on how you may use the arrows when 
considering your treatment. 

you start a new sensor, the system cannot tell you if your glucose is 
rising quickly or falling quickly.

• No Current Glucose Concentration and Trend Arrow: When there is 
a HIGH/LOW result, you don’t have enough information to make a 
treatment decision.

PRECAUTIONS:

During periods of rapid change in blood glucose (e.g., after 
eating, taking insulin, or exercising), you may observe 

making treatment decisions.

Trend 
Arrow

Treatment Decision

Low Glucose
(< 3.9 mmol/L)

Glucose in
Target Range

High Glucose
(> 13.9 mmol/L)

Single up 
arrow               

(Pink/Red Arrow) 

blood glucose check 
with your BG meter.
Do NOT treat based 
on your iFree 2 
CGM.

• If you are about  
to eat, take insulin 
to cover your 
meal. Consider 
increasing your 
dose a little since 
your glucose is 

(Orange Arrow)
• If you are about to 

eat, take insulin to  
cover your meal.  
Consider 
increasing your 
dose a little since 

Trend 

Arrow

Treatment Decision

Low Glucose
(< 3.9 mmol/L)

Glucose in
Target Range

High Glucose
(> 13.9 mmol/L)

(No Trend 
Arrow) NOT treat based on your iFree 2 CGM.

Double up 
arrow        
             

(All Arrow) 

NOT treat based on your iFree 2 CGM.
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rising.
• If you’ve recently 

taken insulin or are 
about to exercise, 
wait and check 
your glucose 
reading later. Avoid 
“Insulin stacking”.

your glucose is 
high and rising.

• If you’ve recently 
taken insulin or are 
about to exercise, 
wait and check 
your glucose 
reading later.

• If you have not 
recently taken 
insulin and have 

consider adjusting 
your insulin 
correction dose 
upwards. Avoid 
“Insulin stacking”.

Trend 

Arrow

Treatment Decision

Low Glucose
(< 3.9 mmol/L)

Glucose in
Target Range

High Glucose
(> 13.9 mmol/L)

Horizontal
arrow  

(Pink/Red Arrow) 

blood glucose check 
with your BG meter.
Do NOT treat based 
on your iFree 2 
CGM.

• If you are about to 
eat, take insulin to 
cover your meal.

• If you’ve recently 
taken insulin or are  
about to exercise, 
wait and check 
your sensor 
reading later. Avoid 
“Insulin stacking”.

(Orange Arrow)
• If you are about to 

eat, take insulin 
to cover your 
meal. Consider 
increasing your 
dose a little since 
your glucose is 
high.

• If you’ve recently 
taken insulin or are 
about to exercise, 
wait and check 
your glucose 
reading later.

• If you have not 
recently taken 
insulin and have 
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consider adjusting 
insulin correction 
dose upwards.
Avoid “Insulin 
stacking”.

Trend 

Arrow

Treatment Decision

Low Glucose
(< 3.9 mmol/L)

Glucose in
Target Range

High Glucose
(> 13.9 mmol/L)

Single down 

arrow   

(Pink/Red Arrow) 

blood glucose 
check with your BG 
meter.
Do NOT treat based 
on your iFree 2 
CGM.

• If you are about to 
eat, take insulin to 
cover your meal.
Consider taking a 
lower dose since 
your glucose is 
falling.

• If you’ve recently 
taken insulin or 

exercise, eat some 
snacks or fast-
acting carbs.

(Orange Arrow)
• If you are about to 

eat, take insulin to 
cover your meal. 
Consider taking a 
lower dose since 
your glucose is 
falling.

• If you’ve recently 
taken insulin or  
are about to 
exercise, wait and  
check your 

Trend 
Arrow

Treatment Decision

Low Glucose

(< 3.9 mmol/L)

Glucose in

Target Range

High Glucose

(> 13.9 mmol/L)

Double 
down 

arrow  
             

(All Arrow)

NOT treat based on your iFree 2 CGM.

Sensor Glucose Range 2.2 - 27.8 mmol/L

Sensor Use Life up to 15 days

Shelf Life 18 months

glucose reading 
later. Avoid  
“Insulin stacking”.
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Sensor Glucose Range 2.2 - 27.8 mmol/L

Sensor Use Life up to 15 days

Shelf Life 18 months

Sensor Operating 
Conditions

Temperature: 5°C - 45°C (41°F - 113°F) 

Sensor Ingress 
Protection Rating 
(when installed with a 
transmitter)

IP48
Protected from tools and small wires 
greater than 1 millimeter. Protected from 
immersion 10 feet (3.05 meter) for 30 
hours

Storage & 
Transportation 
Conditions

Temperature:  5°C - 30°C (41°F - 86°F)

dry place)

Operating and Storage 
Altitude

0 to 3,048 meters (0 to 10,000 ft)

Transmitter Size 24.96 x 18.14 x 4.4 mm (± 0.3 mm)

Transmitter Weight 2.4 g with battery (± 0.5g)

Power Source Single use lithium battery (3.0V, 35 mAh)

Operating Conditions
Temperature: 5°C - 45°C (41°F - 113°F)  
(During pairing and wearing period.)

Operating and Storage 
Altitude

0 to 3,048 meters (0 to 10,000 ft)

Battery Run Time Up to 15 days

Inserter Size 52.0 x 60.0 x 61.1 mm (± 0.5 mm)

Sterilization Sterilized by radiation

Usage Single use (disposable)
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Protection Against 
Electrical Shock

Type BF applied part

Usage Single use (disposable)

Storage & 
Transportation 
Conditions

Temperature: 5°C - 30°C 
(41°F - 86°F)

Memory Storage
15 days of glucose data
(glucose readings stored every minute)

Ingress Protection 
Rating
(when attached to 
Sensor)

IP48
Protected from tools and small wires 
greater than 1 millimeter. Protected from 
immersion 10 feet (3.05 meter) for 30 
hours

Data Communication

Bluetooth 4.2 Frequency range BLE:
2402 - 2480 MHz
Maximum RF output power of the 
product: 0 dBm

Data Communication 
Range

Up to 6 meters (20 feet)

Quality of Service
The transmitter and display device connect to each other via BLE 
network. Connection quality is in accordance with the Bluetooth 

radio frequency (RF) communications from recognized and paired 
display devices only.

iFree CGM is designed to transmit data between the transmitter and 
designated display devices.
iFree CGM uses the following interfaces and communication 
protocols:
Display Device: Bluetooth Low Energy to transmitter. TLS to 
data platform using cellular data or Wi-Fi. Display Device is only 
compatible with certain mobile devices and operating system.
For using iFree CGM App, please check https://www.rightest.com/
guides for more information about device compatibility before using 

IT Networks Characteristics And IT Security Measures For App
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Emission test Compliance
Electromagnetic 

environment-guidance 
(for home healthcare environment)

RF emissions 
CISPR 11 Group 1

The Transmitter uses RF energy only 
for its internal function. Therefore, its 
RF emissions are very low and are 
not likely to cause any interference in 
nearby electronic equipment.

RF emissions 
CISPR 11 Class B

The Transmitter is suitable for use in 
all establishments, including domestic 
establishments and those directly 
connected to the public low-voltage 
power supply network that supplies 
buildings used for domestic purposes.

Harmonic 
emissions
IEC 61000-3-2

Class A

Voltage 

IEC 61000-3-3

Compliance

Manufacturer’s declaration-electromagnetic immunity

The Transmitter is intended for self-use by the user in the electromagnetic 

the user of the Transmitter should assure that it is used in such an 
environment.

Immunity 
test

IEC 60601 
test level

Compliance 
level

Electromagnetic 
environmentguidance  
(for home healthcare 

environment)

Electrostatic 
discharge 
(ESD)  
IEC 
61000-4-2

Contact: ± 8 
kV
Air: ± 2 kV, ± 
4 kV, ± 8 kV, 
± 15 kV

Contact: ± 8 
kV
Air: ± 2 kV, ± 
4 kV, ± 8 kV, 
± 15 kV

Floors should be wood, 
concrete or ceramic tile. 

synthetic material, the 
relative humidity should 

Electrical 
fast 
transient/
burst  
IEC 
61000-4-4

+ 2 kV for 
power supply 
lines, + 1 
kV for input/
output lines

+ 2 kV for 
power supply 
lines Not 
applicable

Mains power quality 
should be that of a 
typical home healthcare 
environment.
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Surge IEC 
61000-4-5

+ 0.5 kV, + 1 
kV line(s) to 
line(s), + 0.5 
kV, + 1 kV, + 
2 kV line(s) to 
earth

+ 0.5 kV, + 
1 kV line(s) 
to line(s) Not 
applicable

Mains power quality 
should be that of a 
typical home healthcare 
environment.

Voltage 
Dips, short
interruptions
and voltage
variations on
power 
supply
input lines
IEC 
61000-4-11

Voltage dips: 

1 cycle 

25/30 cycles 
Voltage
interruptions: 

250/300 cycle

Voltage dips: 

UT; 25 cycles 
Voltage
interruptions: 

cycles

Mains power quality 
should be that of a 
typical home healthcare 
environment. If the 
user of the Transmitter 
requires continued 
operation during power 
mains interruptions, it is 
recommended that the 
Transmitter be powered 
from an uninterruptible 
power supply or a battery.

Power 
frequency
(50, 60 Hz)
magnetic 

61000-4-8

30 A/m 50 Hz 
or 60 Hz 30 A/m 50 Hz

Transmitter power 
frequency magnetic 

characteristic of a typical 
location in a typical home 
healthcare
environment.

NOTE: UT is the a.c. mains voltage prior to application of the test level



76 77

Manufacturer’s declaration-electromagnetic immunity

The Transmitter is intended for self-use by the user in the electromagnetic 

the user of the Transmitter should assure that it is used in such and 
environment.

Immunity 
test

IEC 60601 
test level

Compliance 
level

Electromagnetic 
environmentguidance  
(for home healthcare 

environment)

Conducted 
RF IEC 
61000-4-6

3 Vrms: 
0,15 MHz - 
80 MHz 
6 Vrms: in 
ISM and
amateur radio 
bands 
between 0,15 
MHz and 80 
MHz

kHz

3 Vrms: 
0,15 MHz - 
80 MHz 
6 Vrms: in 
ISM and
amateur radio 
bands
between 0,15 
MHz and 80 
MHz

kHz

Portable and mobile RF
communications 
equipment should
be used no closer to any 
part of the Transmitter 
than the recommended 
separation distance 
calculated from the 
equation applicable to 
the frequency of the 
transmitter.

Radiated RF
IEC 
61000-4-3

10 V/m 80 
MHz - 2,7 

at 1 kHz

10 V/m 80 
MHz - 2,7 

at 1 kHz

Recommended 
separation distance: d = 

to 2,7 GHz Where P is the 
maximum output power 
rating of the transmitter 
in watts (W) according 
to the transmitter 
manufacturer and d is the 
recommended separation 
distance in meters (m).
Interference may occur in 
the vicinity of equipment 
marked with the following 
symbol: 

NOTE1: At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE2: These guidelines may not apply in all situations. Electromagnetic 

objects and people.
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Recommended separation distance between portable and 
mobile RF communications equipment and the Transmitter

The Transmitter are intended for use in an electromagnetic environment 
(for home healthcare) in which radiated RF disturbances are controlled. 
The customer or the user of the Transmitter can help prevent 
electromagnetic interference by maintaining a minimum distance between 
portable and mobile RF communications equipment (transmitters) and 
the Transmitter as recommended below, according to the maximum 
output power of the communications equipment.

Rated 
maximum 

output power 
of transmitter 

(W)

Separation distance according to 
frequency of transmitter (m)

150 kHz to 80 80 MHz to 800 800 MHz to 2,7 

0,01 0,12 0,12 0,23

0,1 0,38 0,38 0,73

1 1,2 1,2 2,3

10 3,8 3,8 7,3

100 12 12 23

For transmitters rated at a maximum output power not listed above, the 
recommended separation distance d in meters (m) can be estimated 
using the equation applicable to the frequency of the transmitter, where 
p is the maximum output power rating of the transmitter in watts (W) 
according to the transmitter manufacturer.
NOTE1: At 80 MHz and 800 MHz, the separation distance for the higher 
frequency range applies.
NOTE2: These guidelines may not apply in all situations. Electromagnetic 

objects and people.



80 81

Manufacturer’s declaration-electromagnetic immunity

wireless communications equipment

The Transmitter is intended for use in the electromagnetic environment 

Transmitter should assure that it is used in such an environment.

Test
frequency

(MHz)

Banda)

(MHz)
Servicea) Modulationb)

Maximum
power

(W)

Distance
(m)

IMMUNITY
TEST

LEVEL
(V/m)

Compliance
LEVEL
(V/m)

(for home
healthcare)

2450
2400

-
2570

Bluetooth, 
WLAN,
802.11 
b/g/n

Pulse
modulationb)

217 Hz
2 0.3 28 28

NOTE: If necessary to achieve the IMMUNITY TEST LEVEL, the distance between the 
transmitting antenna and the ME EQUIPMENT or ME SYSTEM may be reduced to 1 m. 
The 1 m test distance is permitted by IEC 61000-4-3.

a) For some services, only the uplink frequencies are included.

Manufacturer’s declaration-electromagnetic immunity

The Transmitter is intended for use in the electromagnetic environment (for home healthcare) 

such an environment.

Frequencies
Test Level

[A/m]
Modulation

Dwell time
[s]

Compliance 
LEVEL
[A/m]

(for home 
healthcare)

13.56 MHz 7.5
Pulse modulation(a)

50 kHz
3 7.5(b)

NOTE: 

(b) r.m.s., before modulation is applied.
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The performance characteristics of the iFree 2 CGM system, 
including accuracy, were evaluated through two clinical studies to 
assess consistency over time and agreement with the laboratory 
reference method (YSI 2300). The system demonstrated a MARD 

the laboratory reference method.
Performance data are shown in mg/dL based on the original test 
reports and are for technical reference only, not for treatment 
decisions.

Device Performance Characteristics Regression analysis of the Sensors vs. YSI reference
Study A

Slope 0.936

Intercept +11.00 mg/dL

Correlation 0.913

N 9736

Range 40 - 500 mg/dL

Overall mean bias -1.67 md/dL

Mean Absolute Relative 
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Slope 0.955

Intercept +3.66 mg/dL

Correlation 0.946

N 5499

Range 40 – 500 mg/dL

Overall mean bias +2.19 md/dL

Mean Absolute Relative 

Study B
Sensor accuracy for all results vs. YSI reference
Study A

Sensor 
accuracy results 

for glucose 
concentrations 

Within 
± 15 mg/dL 

(within 
± 0.8 mmol/L)

Within 
± 20 mg/dL 

(within 
± 1.1 mmol/L)

Within 
± 40 mg/dL 

(within 
± 2.2 mmol/L)

< 70 mg/dL
263/282 274/282 282/282

70 - 180 mg/dL 4837/5936 5407/5936 5894/5936

> 180 mg/dL 4944/5655 5310/5655 5629/5655

Sensor 
accuracy results 

for all results

Within ± 20 mg/dL (within ± 1.1 mmol/L) 
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Sensor 
accuracy results 

for glucose 
concentrations 

Within 
± 15 mg/dL 

(within 
± 0.8 mmol/L)

Within 
± 20 mg/dL 

(within 
± 1.1 mmol/L)

Within 
± 40 mg/dL 

(within 
± 2.2 mmol/L)

< 70 mg/dL
361/377 361/377 377/377

70 - 180 mg/dL 2891/3525 3220/3525 3521/3525

> 180 mg/dL 1391/1597 1486/1597 1597/1597

Sensor 
accuracy results 

for all results

Within ± 20 mg/dL (within ± 1.1 mmol/L) 

Study B
Sensor accuracy over wear duration vs. YSI reference
Study A

Beginning
(Day 1)

Early Middle
(Day 5)

Late Middle
(Day 10)

End
(Day 14)

Within 
± 20 mg/dL 

(within 
± 1.1 

mmol/L) 
and within 

of reference

Mean 
Absolute 
Relative 
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Beginning
(Day 1)

Early Middle
(Day 5)

Late Middle
(Day 10)

End
(Day 14)

Within 
± 20 mg/dL 

(within 
± 1.1 

mmol/L) 
and within 

of reference

Mean 
Absolute 
Relative 

Study B


