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INDICATIONS FOR USE

Intended for the destruction of human tissue with high
temperatures by tissue contact with an electrically heated probe,
and to provide magnified visualization of the tissues of the
vagina, cervix and external genitalia in order to aid in selecting
areas for biopsy and diagnosing abnormalities as needed for a
colposcopy exam.

USE ENVIRONMENT

The IRIS is intended for use in hospitals, clinics and doctor's
offices.

USER QUALIFICATION

The handheld IRIS Thermocoagulator & Digital Colposcope
(viewing the cervix) must be used by a physician or by medical
personnel under the supervision of a physician. The user must
have received sufficient training in clinical procedures. Liger
Medical does not discuss or provide explanation of clinical
procedures.

CAUTION: Read all warnings and cautions provided in these
instructions before using the IRIS device.

DESCRIPTION

The Liger Medical IRIS Digital Colposcope and
Thermocoagulator is a portable thermal coagulator with integral
colposcope that provides assistance for clinician examination of
the cervix as well as utilizes a heated probe to ablate human
tissue. It is specifically designed for use in resource-limited
settings. The colposcope and thermal ablation modes can be
used separately from each other. The device is a handheld,
portable, battery-operated, ablator with an LCD display and
optical camera to assist diagnosis and treatment, in a safe,
effective, easy to use package with sufficient battery life to
sustain work for 4 hours. Thermal coagulation or tissue ablation
has proven safe, effective, and takes less than one minute to
administer, which can be used in hospital and non-hospital
professional healthcare locations. The IRIS colposcope/thermal
ablation device is not intended for introduction into the vaginal
canal during colposcopic examination. The camera remains
outside the vaginal cavity and functions comparably to a
standard non-invasive colposcope in terms of providing
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magnified visual assistance to the clinician. There is no patient
contact during the colposcopic examination. Contact between
the clinician and the device is mitigated through good clinical
practice of wearing protective gloves, limiting contact to intact
skin protected by operating gloves. It is well established that not
only are colposcopes inherently safe for the intended use of
cervical inspection, but that they are effective both for improving
visual acuity through magnification to aid the process of cervical
intraepithelial neoplasia diagnosis, reducing false negative
diagnoses, and have been demonstrated in combination with
telemedicine and image capture to allow for remote diagnoses
that are comparable to standard colposcopic examination, thus
expanding the ability for appropriately trained nurses to perform
colposcopic exams.
The thermal ablation probe, which is reusable and provided non-
sterile, is designed to perform low-power destruction of human
tissue with high temperatures by tissue contact with an
electrically heated probe tip.
ACCESSORIES
The IRIS is compatible with the following accessories:

e Liger Medical HTU-110 Thermocoagulator 19mm Flat

Probe

e Liger Medical HTU-110 Thermocoagulator 19mm Nipple
Probe

e Liger Medical HTU-110 Thermocoagulator 16mm Flat
Probe

Heated Probe Tip

The probe tip contains a heating element which is heated to
approximately 100°C (212°F) for the destruction of human
tissue. The probe tip should only be applied to tissue which is
intended to be ablated and care should be taken to avoid
touching any other tissue with the heated probe tip.

The probe shaft is not intended to deliver heat. The probe shaft
has a maximum temperature of 43°C (109°F). Contact with the
probe shaft should be avoided during the procedure.
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Meating lp —«o==""

------- Probe Connector

Exam Lights = = — — - S SRR RS A — — — — - Exam Lights

Ight i visualize cervix and camen colposcope =~

I»’
“““ Colposcope Camera < X
-
e T o Manual Focus Knob < © L
Figure 1: The IRIS (logo) Digital Colposcope and Thermocoagulator . f 4
g (logo) Dig poscop g . o~

HOW SUPPLIED Image Capture Trigger = = ===«
The following components are included with the Liger Medical _ _ — .
IRIS: Figure 2: The IRIS is battery operated and is designed to be portable

e Liger Medical's IRIS Digital Colposcope and Thermocoagulator Device

e Four HTU-110 Probes: 19mm flat, 19mm nipple, or 16mm flat (preference CONTRAINDICATIONS

specified at time of order) The user should be familiar with the use of thermal coagulation
e Two Removable Lithium lon Battery Packs instruments and take precautions accordingly.
e Instructions for Use RESIDUAL RISKS
. CHJhaOrlgSIr;]g Ill3gse with é/C Adapter There are no residual risks associated with this device.
¢ hardonefitarrying L.ase WARNINGS AND PRECAUTIONS:

1. No modification of this equipment is allowed.

2. Proper surgical procedures and techniques are the
responsibility of the medical professional. Each practitioner
must determine the appropriate use of this device for each
patient based on medical training, experience, the type of
procedure employed, and the benefits and risks associated
with device use.

3. Always have spare probes available in order to replace the
equipment in case of a malfunction or break.

4. Dispose of expired IRIS handle and probes according to
national and local regulations and guidelines for electrical
medical equipment.
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11.
12.

13.

14
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INSTRUCTIONS FOR USE

Temperatures at the probe’s distal tip may be hot enough to
damage tissue.

Do not use excessive force or in a manner not consistent with
normal instrumentation use.

Although the IRIS complies with EN IEC 60601-1-2:2015 (4™
ed.) EN 55011 (2009) +A1 (2010) CISPR 11 EN 55011:2016 for
electromagnetic phenomena (EMC) for the professional
healthcare environment, the device may emit electromagnetic
radiation that may affect the performance of other electrically
powered equipment, or the performance of the device may be
affected by electromagnetic radiation from other electrically
powered equipment in the vicinity.

Other equipment could interfere with the IRIS, even if other
equipment complies with CISPR emissions requirements.
NOTE: This equipment has been tested and found to comply
with the limits for a Class A digital device, pursuant to part 15
of the FCC Rules. These limits are designed to provide
reasonable protection against harmful interference when the
equipment is operated in a commercial environment. This
equipment generates, uses, and can radiate radio frequency
energy and, if not installed and used in accordance with the
instruction manual, may cause harmful interference to radio
communications. Operation of this equipment in a residential
area is likely to cause harmful interference in which case the
user will be required to correct the interference at his own
expense.

WARNING: Portable RF communications equipment (including
peripherals such as antenna cables and external antennas)
should be used no closer than 30 cm (12 inches) to any part of
the IRIS, including cables specified by the manufacturer.
Otherwise, degradation of the performance of this equipment
could result.

Only connect the IRIS to secured, trusted Wi-Fi networks.
The IRIS batteries should only be connected to the provided
recharging base.

In some circumstances, potential exists for alternate site
burns at points of skin contact (e.g., between the legs or on
the external labia and inner vagina).

. To avoid burn, always remove the probe from the handle when

not using the thermal ablation function.

IRIS Thermocoagulator and Digital Colposcope Instructions for Use Rev B
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15.

16.

17.

18.

19.

20.
21.

The IRIS device and accessories have not been tested for
magnetic resonance imaging (MRI) safety. Avoid use near MRI
eguipment.

The IRIS should only be transported in its protective carrying
case to avoid overbalancing.

FCC CAUTION: Any changes or modifications not expressly
approved by the party responsible for compliance could void
the user’s authority to operate this equipment. This device
complies with Part 15 of the FCC Rules. Operation is subject
to the following two conditions:

a. This device may not cause harmful interference; and

b. This device must accept any interference received,
including interference that may cause undesired
operation.

This product complies with the US portable RF exposure limit
set forth for an uncontrolled environment and is safe for
intended operation as described in this manual. Further RF
exposure reduction can be achieved if the product is kept as
far as possible from the user body or is set to a lower output
power if such function is available. This transmitter must not
be co-located or operated in conjunction with any other
antenna or transmitter. This device is intended only for OEM
integrators under the following condition:

a. The transmitter module may not be co-located with any
other transmitter or antenna;

b. If the condition above is met, further transmitter testing
is not required. However, the OEM integrator is still
responsible for testing their end-product for any
additional compliance requirements required with this
installed module.

Per AAMI TIR69:2017, the risk associated with this device is
assessed as Category D NEGLIGIBLE for wireless QoS
needed for safe and effective operation.

WPA2 wireless AP recommended.

WiFi Connection Issues: If there are issues connecting to a
WiFi network, ensure that you have the correct password and
that you are entering it correctly. WiFi passwords are case
sensitive. If problems still persist, restart the device, forget
the WiFi connection, and try again. Ensure that other WiFi
devices can connect to the WiFi successfully. Try connecting
the device to another WiFi network. If problems still persist,
user should contact customer service.
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22. Patient Data Transmission Issues: If patient data transmission
fails, please reboot the device and try again. Ensure that your
WiFi connection to the Internet is functioning correctly.
Ensure that no firewall or proxy settings on the WiFi network
are limiting access to the internet.

23. Bluetooth Keyboard Pairing Issues: If there are issues pairing
to a Bluetooth keyboard, check the batteries in the keyboard
have sufficient charge. Ensure the keyboard is not connected
to another device. Remove batteries from the keyboard and
the device and restart them both. Ensure the keyboard works
by connecting to another device such as a laptop or mobile
phone.

24. Thermal/coagulative treatments of precancerous lesions
during a colposcopic exam without histological confirmation
of disease and disease extent could lead to under diagnosis
of adenocarcinoma in situ (AlS), extent of dysplasia, cancer,
or incur unnecessary potentially harmful treatment to the
patient.

25. The Liger Medical IRIS device contains an 12V lithium-ion
battery pack. Please observe the following practices:

1. Do not place the device on or near fires, heaters, other high
temperature locations, or apply heat directly to the unit or
battery pack.

2. Do not pierce the unit or battery pack with any sharp objects,
strike the unit or battery pack with a hammer, tools, or heavy
objects, step on the unit or battery pack, or otherwise damage
the unit or battery pack.

3. Do not subject the unit to strong impacts or shocks.

4. Do not expose the unit or battery to water or any other types
of liquid, or allow the battery to get wet.

5. Do not leave the unit or battery in direct sunlight, and avoid
storing in vehicles in extreme hot weather. Doing so may
cause the battery to generate heat, rupture, or ignite. Using
the battery in this manner may result in a loss of performance
and short battery life.

Remove the battery if the device is not likely to be used
for some time.
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SERVICE AND MAINTENANCE

There are no serviceable parts. If any failure has developed,

contact Liger Medical to purchase a replacement part or system.

The IRIS includes a USB-C interface that is for maintenance use

only.

The IRIS handle, charging base, and power supply are reusable

and should be routinely cleaned with a clean damp cloth or with

an anti-microbial wipe.

WARNING: Do not submerge the IRIS handle, battery

charger, or battery in fluid of any type. It may short the

electronics and cause an electrical shock to the user.

REQUIRED EQUIPMENT

Before using the IRIS, the following equipment should be accessible:

e Battery pre-charged. Full charge is recommended but not required.

¢ |RIS compatible probes (Sterilized or High-Level Disinfected)

HANDLING AND PREPARATION

Inspection Before Each Use

Before each use, perform the following:

General Inspection

¢ Inspect for visible damage to the IRIS handle, battery, and probes
and all connections.

¢ Make sure that no parts are missing or loose.

¢ Make sure that connecting elements between instruments function
properly.

o Verify that the IRIS and accessories are in good working order by
following the “Activating the Unit” steps outlined in the following
section.

e [f the battery is not already installed, insert a charged battery into
the handle of the unit. The battery can only be inserted in a single
orientation. Push the battery into place until the locking tabs snap;
these tabs lock the battery into the handle.

WARNING: Examine all accessories and connections to the

IRIS before use. Ensure that the accessories function as

intended. Improper connection may result in accessory

malfunction.

NOTE: The battery is removed by compressing the two locking

tabs on the sides near the battery base releasing the lock and,

while firmly holding the unit head, pulling the battery down and
out of the handle.
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DIRECTIONS FOR USE

After activation, the IRIS can be used for digital colposcopy,
Read all instructions before use.

thermal ablation, or both. See individual sections below
describing the functionality of each mode.

USER LOGIN
12010 @ @ # 0
= >
= Q

Login

(Iastname, firstname )

Colpascope Camera

C )

|
Examiighes J| 2 | 2 seeceee USB-C Fort
LOGIN

e ----------- Activation Button (On/Of )

-

LensCap ========v=

’
Image Capture Trigger

Figure 4. Activating the IRIS Figure 5: User Login

Activation (ON/OFF) Button: Press once to turn unit on. The
device will power on and the display will boot will show a boot

logo. If the battery is low upon startup, the device will show low
battery on the display, then shut down.

If you are a new user add yourself by tapping Add User.
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USER LOGIN — ADD NEW USER NAVIGATING THE INTERFACE AND CONNECTIONS
1200 @ @

1200 @ @ % 0 —

First Name :

START EXAM/ABLATION

Last Name :

Password :
PATIENT DATA

Verify Password :

CANCEL

Figure 7: IRIS Main Screen

From the main screen, choose whether to start the exam/ablation or
review a patient’s previous exam. If you are a new user, add yourself
and enter your new password. You will be required to use this
password each time you use the device. Each user can only access

Figure 6: Add User their own saved patient data and cannot access other user’s data.
Enter your name and enter a password for your login. You willbe  \ote that a new exam cannot begin unless the user either saves
required to use this login each time you use the device. Each the data to a patient or delete the data. If the device is shut off
user can only access their saved patient data and cannot access  without saving data to a patient, when the same user logs back in
other user’s data. they will be prompted to continue the exam session and either

continue the exam, save the data to a patient, or delete the data.
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OPTIONS MENU - User Not Logged In

QUICKSTART GUIDE

INSTRUCTIONS

SETTINGS

FEEDBACK

Web address : htp://0.0.0.0:8080/

Figure 8: Options Menu

If no user is logged in, the Options Menu has the following five
items:

1) Quick Start Guide: Simplified overall user guide.

2) Instructions: Access the instructions for use for the IRIS.

3) About: The current software revision of the IRIS.

4) Settings: Provides a) System Settings (e.g., connect or
change WiFi, Bluetooth, etc.); b) Updates: ability to
update software via WiFi; ¢c) Camera Settings: Photo
sound and ablation (time, temp) settings.

5) Feedback: Submit any comments, recommendations, or
problems to the manufacturer.
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OPTIONS MENU — User Logged In
1201 O @

QUICKSTART GUIDE

INSTRUCTIONS

ABOUT

SETTINGS

USER PROFILE

FEEDBACK

LOGOUT

Web address : http.//0.0.0.0:8080/

Figure 9: Options Menu - User Logged In

If a user is logged in, the Options Menu has the following two
additional items:
1) User Profile: Allows user to change Ablation time and
temp settings, Photo capture and sound settings, turn the
Light Sensor capture feature on or off, and configure the
function of the trigger during an exam.
2) Logout: Allows user to log out and return to the login

page.
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QUICK START GUIDE INSTRUCTIONS FOR USE

1208 O Q

Figure 10: Quick Start Guide Figure 11: Instructions for Use
Quick Start Guide: The quick start guide is provided in a digital |nstructions for Use: The Instructions for Use is provided in a
format on the IRIS device. digital format on the IRIS device.
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ABOUT FEEDBACK

X,

Version : 1633703349
Serial Number : 14115000848ebad0

Build : 7137
Date : 2021/10/08

Figure 12: About Figure 13: Feedback
About: This screen shows the current software release version, Feedback: Enter and submit feedback regarding the IRIS.
in