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U.B. FOUD & DRUG

ADRIMIRTHRATION

July 2, 2020

InMode Ltd.

% Amit Goren

Regulatory Manager

A. Stein - Regulatory Affairs Consulting Ltd.
20 Hata'as Str., Suite 102

Kfar Saba, Isracl 4442520

Re: K200947/3001
Trade/Device Name: InMode System with the Morhpeus8 Applicators
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical Cutting and Coagulation Device and Accessories
Regulatory Class: Class 11
Product Code: GEI
Dated: June 10, 2020
Received: June 12,2020

Dear Amit Goren:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
cnactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/ctomn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class 111 (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

11.5. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.cov/combination-products/cuidance-regulatory-information/postmarketing-safetv-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-satety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Digitally signed by Long H. Chen

Long H. Chen -S
Date: 2020.07.02 14:37:41 -04'00'

Long Chen, Ph.D.

Assistant Director

DHT4A: Division of General Surgery Devices

OHT4: Office of Surgical

and Infection Control Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use See PRA Statement below.

510(k) Number (if known)
K200947

Device Name
InMode System with the Morpheus8 Applicators

Indications for Use (Describe)
The InMode System with the Morpheus8 Applicators is intended for use in dermatological procedures for

clectrocoagulation and hemostasis.
At higher energy levels greater than 62 mi/pin, use of the Morpheus8 (Fractora) Applicator is limited to Skin Types I-IV.

Type of Use (Select one or both, as applicable)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to reguirements of the Paperwork Reduction Act of 19985.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any cther aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda hhs.gov

“An agency may not conduct or sponsor, and a person is not required o respond fo, a collection of
information uniess it displays a currently valid OMB number.”

PEC Publishing Services (301) 443-5740 EF

FORM FDA 3881 (7/17) ) Page 1 of 1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K) SUMMARY
INMODE SYSTEM WITH THE MORPHEUSS8 APPLICATORS

510(k) Number K200947

Applicant Name:

Company Name: InMode MD Ltd.

Address: Tabor Building, Shaar Yokneam
Yokneam 20692
Israel

Tel: +972-4-9097470
Fax: +972-4-9097471
E-mail: amit@asteinrac.com

Contact Persen:

Official Correspondent: Amit Goren

Company Name: A. Stein — Regulatory Affairs Consulting Ltd.
Address: 20 Hata’as Str., Suite 102

Kfar Saba 44425

Israel

Tel: +972-9-7670002
Fax: +972-9-7668534
E-mail: amit@asteinrac.com

Date Prepared: July 02, 2020

Trade Name: InMode System with the Morpheus8 Applicators
Classification Name: CFR Classification section 878.4400; (Product code GEI)
Classification: Class II Medical Device

Predicate Device:

The InMode System with the Morpheus8 Applicators is substantially equivalent to the
following predicate device;

510(k) No.

InMode Ltd. InMode System with the Morpheus8 | K192695
Applicators

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Device Description:

The InMode System with the Morpheus8 Applicators is a computerized, programmed,
RF technology based device intended for dermatological applications which requires
skin electrocoagulation and hemostasis.

The device platform is basically constituted on the same system platform as FDA-
Cleared InMode System with the Morpheus8 Applicators (K192695). The InMode
System with the Morpheus8 Applicators employs fractional RF multi-electrode
technology for procedures requiring electrocoagulation and hemostasis. The
Morpheus8 Applicators are designed to deliver radiofrequency energy to the skin in a
fractional manner, via an array of multi-electrode pins. The Device provides enhanced
safety while minimizing possible side effects by monitoring RF parameters.

The InMode System with the Morpheus8 Applicators consists of an AC/DC power
supply unit, RF generator, controller and user interface including LCD touch screen.
The Morpheus8 Applicators are connected to the console via a cable and a foot switch
activates the energy delivery to the applicator. The Morpheus8 Applicator comprises
handle and detachable, sterilized, disposable, single use 12, 24, 40 pin and T tip head
accessory.

Following are the InMode System with the Morpheus8 Applicators specifications:

RF Max Output Power: 65 Watt

RF Output Frequency: 1[MHz]

Dimension: 46cm W x 46cm D x 100cm H
(18.2” Wx 18.2” D x 40" H)

Weight: 30 Kg (70.4 1bs.)

Main Line Frequency (nominal): 50-60 Hz

Input Voltage (nominal): 100-240 VAC

Intended Use/Indication for Use:

The InMode System with the Morpheus8 Applicators is intended for use in
dermatological procedures for electrocoagulation and hemostasis.

At higher energy levels greater than 62 mlJ/pin, use of the Morpheus8 (Fractora)
Applicator is limited to Skin Types I-1V.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Performance Standards:

The InMode System with the Morpheus8 Applicators has been tested and complies with
the following voluntary recognized standards:

e ANSI AAMI ES 60601-1:2005/(R)2012 and A1:2012, C1:2009/(R)2012 and
A2:2010/(R)2012 (Consolidated Text) Medical electrical equipment - Part 1:
General requirements for basic safety and essential performance.

e [EC 60601-1-2 Edition 4.0 2014-02 Medical electrical equipment - Part 1-2:
General requirements for basic safety and essential performance - Collateral
Standard: Electromagnetic disturbances - Requirements and tests.

e [EC 60601-2-2 Edition 6.0 2017-03 Medical electrical equipment - Part 2-2:
Particular requirements for the basic safety and essential performance of high
frequency surgical equipment and high frequency surgical accessories.

Non-Clinical (Bench) Performance Data:

The performance and safety of the InMode System with the Morpheus8 Applicators
treatment in dermatological procedures requiring electrocoagulation and hemostasis in
deeper tissues of up to 5, 6 and 7 mm was evaluated in an ex-vivo tissue study. The
study was conducted on a porcine animal model and included a single treatment of two
different harvested porcine tissues: muscle and fat utilizing the InMode System with the
Morpheus8 applicator 40 pin tip head. Treatment was followed by biopsy sampling of
slices trimmed along the pin’s penetration path and collection immediately stained by
TTC staining to visualize the tissue coagulation necrosis pattern. The ex-vivo study
results show that the Morpheus8 Applicators is safe for use and effective in achieving
the specified indications of dermatological and general electrocoagulation and
hemostasis.

Animal Performance Data / Histology Data:
Not Applicable
Clinical Performance Data:

Not Applicable

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Substantial Equivalence:

A comparison table is provided below comparing the intended use and basic
technological characteristics of the subject device to the intended use and basic

technological characteristics of the predicate device.

Technological
Characteristic

InMode System with the
Morpheus8 Applicators

InMode Litd.
K200947
Subject Device)

InMode System with the
Morpheus8 Applicators
InMode Ltd.
K192695
Predicate Device)

Applicators is intended for
use in dermatological and
general surgical
procedures for
electrocoagulation and
hemostasis.

At higher energy levels
greater than 62 mJ/pin, use
of these Applicators is
limited to Skin Types I-IV.

Product Code, | GEI GEI

Class Class 11 Class 11

Indications for | The InMode System with | The InMode System with
Use the Morpheus8 the Morpheus8

Applicators is intended
for use in dermatological
procedures for
electrocoagulation and
hemostasis.

At higher energy levels
greater than 62 mJ/pin,
use of these Applicators
is limited to Skin Types
I-IV.

Action

fractional RF technology
for localized dermis and

Anatomical Body parts requiring idem
Sites treatment as specified in
the indication for use
Target Adults requiring treatment | idem
Population as specified in the
indication for use
Environment Hospital or Clinic setting | idem
Used
Energy Used / | RF energy idem
Delivered
Design: Fractional RF: Use of RF | idem
energy delivered through a
matrix of multiple pin
electrodes allocated on the
applicator tip
- Mechanism of | Treatment is based on idem

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Technological
Characteristic

InMode System with the
Morpheus8 Applicators

InMode Ltd.
K200947
Subject Device
sub dermis coagulation
triggering slow collagen
regeneration and fibroblast
cells' proliferation.

InMode System with the
Morpheus8 Applicators
InMode Ltd.
K192695
Predicate Device

- Components

The InMode Morpheus8
Applicators are add-on
applicators to the FDA
cleared InMode System
(K192695).

The system consists of the
following components:

- Console, including a
power supply, RF
generator, controller, and
touch screen control and
display panel.

- Applicator connected to
the console via a cable,
with tip including 12, 24,
40 & T tip heads.

- Footswitch

idem

- System
Dimensions

46cm W x 46cm D x
100cm H

[18.2”" Wx 182 D x
40°° H]

idem

- Weight
Platform weight
Applicator
weight

30 Kg (70.4 1bs.)
Applicator — 0.4 Kg (0.88
Ibs.)

Tip - 0.02 Kg

idem

Number of pins

12, 24 and 40 pins

idem

Maximal
Treatment depth

0.5mm (for T tip head)
4.0mm (for 12 pin tip
head)

7.0mm (for 24 and 40 pin
tip heads)

0.5mm (for T tip head)
4.0mm (for 12 pin tip
head)

4.0mm (for 24 and 40 pin
tip heads)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Technological
Characteristic

InMode System with the
Morpheus8 Applicators

InMode 1L.td.
K200947
Subject Device

InMode System with the
Morpheus8 Applicators
InMode Ltd.
K192695
Predicate Device

RF energy level | 5-30 (for 24 tip head up to | 5-30 (for 24 tip head up
1 mm) to 1 mm)
5-30 (for T tip head and 5-30 (for T tip head and
for 12 tip head) for 12 tip head up to 1
| : mm)
5-60 (for 24 and 40 in the
range of 2-7mm) 5-60 (for 12 tip head in
the range of 2-4mm)
5-60 (for 24 and 40 in the
range of 2-4mm)
Cable 270 cm idem
Dimensions:
Performance Frequency: 1 MHz idem
Maximal RF output
power: 65W
Maximal pulse duration:
up to 74msec
Standards Met AAMI/ANSI ES 60601-1 | idem
IEC 60601-1-2
IEC 60601-2-2
Biocompatibility | All materials are idem
biocompatible
Compatibility InMode System with the idem
with Morpheus8 Applicators is
Environment compliant with the IEC
and Other 60601-1-2 (EMC Safety)
Devices standard
Sterility The 12, 24,40 and T tip idem
head are Gamma sterilized
and for single use.
The Morpheus8
Applicator handle is for
multiple use
Electrical Safety | Power Requirements: idem

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Technological InMode System with the | InMode System with the
Characteristic Morpheus8 Applicators | Morpheus8 Applicators

InMode Ltd. InMode Lid.
K200947 K192695
Subject Device Predicate Device
100-240 VAC 50-60 Hz
The InMode System with
the Morpheus8

Applicators is compliant
with the IEC 60601-1

standard.
Mechanical The InMode System with | idem
Safety the Morpheus8 Applicator

is compliant with the IEC
60601-1 standard.
Chemical Safety | Not Applicable Not Applicable

Thermal Safety | The InMode System with | idem
the Morpheus8
Applicators is compliant
with the IEC 60601-1
standard.

Radiation Safety | The InMode System with | idem
the Morpheus8
Applicators is compliant
with the IEC 60601-1-2
(EMC Safety) standard.

The indications for use and technological characteristics of the InMode System with the
Morpheus8 Applicators are substantially equivalent to the indications for use and
technological characteristics of the FDA-Cleared InMode System with the Morpheus8
Applicators (K192695).

The design and components in the InMode System, including the console (with power
supply, RF generator, controller and display panel) and the Applicator (with cable,
connector to console, handle and tip) are similar to the design and components found in
the predicate. The performance specifications (including RF frequency, pulse duration
and RF energy per pin) of the subject device were shown to be identical and yielded the
same RF energy per pin values to those of the predicate device. The safety features and
compliance with safety standards in the InMode System with the Morpheus8
Applicators are identical to the safety features and compliance with safety standards
found in the predicate device. Patient contact materials are also identical. Any minor
differences in the technological characteristics do not raise new safety or effectiveness

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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concerns. Furthermore, the new InMode System with the Morpheus8 Applicators
underwent performance testing, including software validation testing, electrical and
mechanical safety testing according to IEC 60601-1 and electromagnetic compatibility
testing according to IEC 60601-1-2 and IEC 60601-2-2, comparative bench testing and
ex-vivo tissue testing to evaluate and compare the fractional coagulation necrosis pattern
of target tissues, formed by thermal effect of the InMode System with the Morpheus8
Applicators 24 and 40 pin tip heads in different tissue depths. These performance tests
demonstrated that the minor differences in the device design and specifications meet
the system requirements and do not raise new safety or effectiveness concerns.

Consequently, it can be concluded that the InMode System with the Morpheus8
Applicators are substantially equivalent to the predicate InMode System with the
Morpheus8 Applicators, FDA-Cleared in 510(k) K192695, and therefore, may be
legally marketed in the USA.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Sumpter, Melanie * [Melanie.Sumpter@fda.hhs.gov]
Sent: 4/8/20209:17:14 PM

To: amit@asteinrac.com

Subject: K200947 Acknowledgement Notification

Attachments: K200947 letters.pdf

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5, FOOD & DRUG

DRIRISTRATION

Acknowledgment Letter
4/8/2020

Amit Goren, Regulatory Manager

A. Stein - Regulatory Affairs Consulting Ltd.
20 Hata'as Str., Suite 102

Kfar Saba 4442520

ISRAEL

Dear Amit Goren:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future correspondence regarding this submission should be identified
prominently with the number assigned and should be submitted to the Document Control

Center at the above letterhead address. Failure to do so may result in processing delays. If you
believe the information identified below is incorrect, please notify the Program Operations Staff
at (301) 796-5640.

Submission Number: K200947

Received: 4/8/2020

Applicant: InMode Ltd.

Device: InMode System with the Morhpeus8 Applicators

We will notify you when the review of this document has been completed or if any additional
information is required. If you are submitting new information about a submission for which
we have already made a final decision, please note that your submission will not be re-opened.
For information about CDRH review regulations and policies, please refer to
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm.

Sincerely yours,

Center for Devices and Radiological Health

L8 Food & Drug Administration

10903 New Hampshire Avenus

Siver Spring, MD 20883

www.fda.gov Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix 3.0: Revised Operator Manual (Red-lined and Clean Versions)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The manual and the sguipment described are for use only by qualified medical
professionals trained in the particular technigue to be performed.

Federal {USA) law restricts sale of this device by or on the order of a physician,

Read this manual to become familiar with all safety requirements and operating
procedures before attempting to operate the System.

The InMode Blatform with Morpheus8 Applicators employs bi-polar Radio-frequency
{RF} technology for various aesthetic applications. The Morpheus8 Applicators are
used with inMode platform. The device provides individual adjustment of treatment

parameters to achieve maximum efficiency and safety for each patient and
applications.

The following conventions in the form of notes and warnings are used in this manual:

& WARNING! This information is extremely important!

ATTENTION! Consult Accompanying Documesnt.

NCTE! Provides general information that is important to keep in mind.

(IDINMODE 10f36
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CSA marking
{212603 (54 master contract number)

‘ Do not discard in trash, Electronic eguipment should
f}f be disposed of in an appropriate manner

Fuse

Type BF Equipment

HF Isolated Patient Circuit

Follow the operating instructions

Caution: Federal law restricts this device 1o sale by
or on the order of a Physician

Do not reuse/single use only. This symbol is used for
disposable one-time-use products.

This equipment intentionally supplies non-ionizing
iﬁg)} RF energy

Sterilized by Radiation

Table 1-1: Device Symbols

CIDINMODE 2 0f 36
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o
E

This chapter describes safety issues regarding the use and maintenance of the
Meorphsus8 Applicator, with a special emphasis on electrical safety.

The system is designed for safe and reliable treatment when used in accordance with
proper operation and maintenance procedures. Only trained, gualified practitioners
can use the systemn. The operator and all other personnel operating or maintaining
the system should be familiar with the safety information provided in this section.

The primary consideration should be to maximize safety for both treating attendant
and patient.

Read this chapter to be familiar with all its safety requirements and
operating proceduras prior to system operation.

RF energy can cause injury if used improperly.

High voltage is present inside the System.

Abways be aware of the possible dangers and take proper safeguards as
described in the manual,

¥ Well-trained staff is key for assuring patient safety. A patient history report
should be completed prior to scheduling. Patients should be fully informead
of the treatment details, the likely results and any risks associated with the
freatment.

¥ jewelry and metal accessories that are within the activation range of the
Applicator should be removed 1o avoid accidental RF conduction.

¥ Patients will not be in contact with any metal or other alternate pathway to
sround whilst the System is in use.

& Only authorized individuals with appropriate training and knowledge should
operate, assist in the operation of, or provide maintenance to the device
with Morpheus8 Applicator.

CIDINMODE 30f36
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#  personnel should not operate the System uniil they have been fully
educated in its use. Make sure that all freatment personnel are familiar with
the System controls and know how to shut down the System instantly.

¥ There are no user-serviceable parts in the System, and all service and repair
must be performed only by the factory or authorized fisld service
technicians.

The following cautions should be heeded for safe System use:
¥ Do not touch the System’s inner parts.

¥ Service is supplied by company authorized personal only.

¥ Toaveld damage, do not allow the Applicator to come in contact with hard
materials.

P

¥ Keep all covers and panels of the System closed. Remuoving the covers
creates a safety hazard.

®  Keep hands away from the applicator during the System start-up.

¥ Perform maintenance procedures when the System is shut down and
disconnected from the power.

¥ The System is grounded through the grounding conductor in the power
cable. This protective grounding is essential for safe operation.

¥ Move the System slowly and carefully. The System weighs approximately
15kg (23 b.) and may cause injury if proper care is not used when moving it.

¥ Provide as much distance as possible between the System, RF Applicator and
other electronic equipment as the activated RF generalor may cause
interference between them,

aangeey

73

5

Do not use the System in the presence of explosive or flammable materials.

® Materials conducting RF energy may cause temperature rise of the
absorbing material. Do not use the System in the presence of explosive or
flammable materials conductive to RF.

(IDINMODE 4 of 36
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¥ Do not use flammable substances when preparing the skin for treatment. Be
especially careful with the use of owygen.

¥ Keep drapes and towels moist to prevent them from igniting and burning.
Use nonflammable prepping solutions.

¥ {f alcohol is used for cleaning and disinfecting, it must be allowed to dry
thoroughly before the Systemn is used.

The System incorporates the following safety features. All personnel operating the
Systemn should be familiar with these features.

¥ The Systemn has unigue password 1o avoid device operation by non-
authorized personnel.

¥ The power electronics cannot be activated unless the applicator and
Footswitch have been connected to the System

¥ An audible tone indicates energy activation.
¥ During activation, the System performs a self-test of the hardware.

¥ Hardware is tested every 10ms to ensure proper operation of electrical
circuit,

¥ During activation, the System performs a self-test of the hardware.

¥ Hardware is tested every 10ms 1o ensure proper aperation of electrical
gircuit,

¥ The System starts at a low setting.

¥ Examnine the connection of the Applicator through the connectors to the
System before using. Ensure that the accessory functions as intended.
Improper connection may result in arcs and sparks, accessory malfunction,
ot unintended treatment effects,

¥ Do not wrap the Applicator cords around metal objects. |t may induce
current that could lead o electrical shocks, fire or injury to the patient or
personnel.

¥ When using the Morpheus8 applicators, ensure that all electrodes are in full
contact with the skin. Bad coupling of electrodes with the skin resulis in a
specific warning sound, a message on the screen, and disabling of RF.

(IDINMODE 50f 36
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¥ The tips are for single use only. Do not try to reuse them. Re-use of the tips
may cause for unintended cross contaminations and infections, create loss
of integrity that may affect the performance and make the Device non-
functional.

Do not connect a wet accessory 1o the System.

Do not immerse the applicator under water at any time.

The Morpheus8 12, 24, 40 & T Tip heads arrive sterilized in gamma rays and
cannot be autoclaved.

> BB B

The Morpheuss Tips are for single use only!

(IDINMODE 6 of 36

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024
Optimas System Operator Manual Section 2: Safety

This equipment is for use only by gualified medical professionals trained in
the particufar technique to be performed.

Only Applicator manufactured or approved by InMode Lid. should be used
with InMode System with Morpheus8 Applicator,

Cannect the power cord to a properly polarized and grounded power
source with the frequency and voltage characteristics that match those
listed on the back of the unit.

Connect the System power cord to a properly grounded receptacle. Do not
use power plug adapters.

Abways turn off and unplug the device before cleaning.

>B> B B> B P

The patient should not come into contact with metal parts which are
earthed or which have an appreciable capacitance to earth. The use of
antistatic sheeting is recommended for this purpose. Treatment bed or
chair should not be electric,

Use the lowest oulput setting necessary to achieve the desired treatment
effect. The higher RF is applied, the greater the possibility of unintended
thermal damage.

Failure of the equipment could result in an unintended increase of output
power,

The cables of the Applicator should be positioned in such a way that contact
with the PATIENT or other leads is avoided.

> B B> P

Fire / Explosion Hazard - The following substances will contribute to
increased fire and explosion hazards in the operating room:

— Flammable substances {such as alcohol-based skin prepping agents and
tinctures).

- Naturally occurring flammable gases which may accumuliate in body
cavities such as the bowel,

- Owygen enriched atmaospheres.

— Oxidizing agents {such as nitrous oxide [N20] atmospheres).

(IDINMODE 7 0f 36
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—  Endogenous gases.

A The RF energy and heating associated with the System can provide an
ignition source. Cbserve fire precautions at all times. When using InMode
System with Morpheus8 Applicator in the same room with any of these
substances or gases, prevent their accumulation or pooling within the ares
where Morpheus8 procedures are performed.

A The operation of the InMode System with Morpheus® Applicator may
adversely influence the operation of other electronic EQUIPMENT.

A To avoid the RISK of electric shock, this equipment must only be connected
to a SUPPLY MAINS with protective earth.

& Do not use Morpheus on patients with pacemakers or internal
defibrillators.

InMode Lid.
1 l\J Tavor Buikling
. Shaar Yolmeusm

PO.Box 533

P MO DE 22

Yokneam, Israst

e condy woiith InMude Equipment: LBSE 7008

mooer: [nMode
AGG606666A

Service REV: XNN

Input Power  100-240 [V~] 12 [A] max
Mzin Fragquency © 50 - 60 [Hg]

R (01)072000E6633252
™ (113160101

P (20XwwYvIDNR
ade (91)XNN 32Kg

Manufactured by InMode Lid, Tsrael

LBGOGTISA 2x T12.5AL, 250V

) =3
E®ADE CE.. Kon

Figure 2-1: inMode Device label
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i’

FOOTSWITCH

Figure 2-2: Footswitch Label

As required by national and international regulatory agencies, appropriate warning
and information labels have been attached in specific locations on the instrument as
identified below.

The following device labels are located on the InMods System with Morpheus8
Applicator device console and the Applicator:

The Applicator certifications and identification labels are attached fo connectors on
the Applicators. It states that the product conforms to the performance standards,
and indicates the manufacturer’s name, date of manufacturing, model and serial
number of the Applicator. The following labels are located on the Applicator:
Manufacturer identification labeling is placed on the Applicator

MODEL : Morpheus8
IREF |: AGS07401A
SIN |: XWWYYIDNN
sgmca REV: XMN L.] 20460101

(B GTZFO0T65633612
€113 140101
: E2YINWUHYYITDMN
ST PY
EBRB YRGS
oy ¢
— Iﬂ EgiOnw

Figure 2-3: Morpheus8 Applicator Identification Labels
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SIS (01N TRO00E6EII6RT
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QTY: NN
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: QTY' NN
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REC vk g

i) REAKNE e LSRAEE.
& E{ Only
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Figure 2-4: : Morpheus8 (24 Pin} Tip (Upper Left), Morpheus8 T Tip, Morpheus8 Body {40 Pin)
Tip {Lower Left), Morpheus8 Prime (12 Pin} Tip {Lower Right)

The following is a list of the different eguipment used and their classifications.

®  Flectric shock protsction: Class |, Type BF for the RF Applicator.

¥ Protection against ingress of liquids: Ordinary eguipment.

¥ Not suitable for use in presence of flarmmmable substance.

¥ power receptacle must include protective earth and must be checked before

connecting the System,.

The InMode Systems with the Morpheus® Applicators is classified as Class Il device
defined by the FDA CDRH and complies with 21 CFR subparts E.

(IDINMODE
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®  The System will require a separate line supply of single phase {100Vac; 154}
or {115Vac; 154} or {230Vac; 15A) or {240Vac; 15A) 50-60Hz. Zmax = 0.030.

¥ Power receptacles must be within 15 feet of the System site.
¥ The Systemn should not share a power line with other eguipment.

¥ Power receptacle must include protective sarth and must be checked before
connecting the Sysiem.

& For continued protection against fire, replace the fuse only with one of the
same types and rating.

& Proper grounding is essential for safe operation.

¥ Corrosive materials can damage electronic parts; therefore, the System
should operate in a non-corrosive atmosphere.

¥ For optimal opsration of the System, maintain room temperature between
202.272C {682-792F) and relative humidity of less than 80%.

The System includes the following:
& System platform
®  Applicator Handle & Detachable Tips
¥ Applicators cradles
¥ Footswitch
| Operator manual

8 power cord

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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in order to unpack the device:

1. Remove the paper strip and apen the box

2. Remove accessories and foams around the device,

3. Take device out of the box using top and bottom handles.

12 0of 36
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The System is designed for installation in a clinic environment. To install the System,
perform the following tasks:

¥ Check the System and all its components for damage.

¥ Connect cradle to the device.

¥ Connect Applicator to the connector and place into the cradle.
¥ Connect the Footswitch.

¥ Connect the power cord to the System inlet.

¥ Plug the System Power Cord into an appropriate electrical outlet.

¥ Turn the System off.

®  Disconneact the Power Cord.

¥ Disconnect the Applicator.

¥ Disconnect the Footswitch.

¥ Release the Wheel Brakes.

¥ Slowly push or pull the System using the handle.

| When moving the System to another facility, lift the System o the vehicle
and lay it carefully on its side.

Never lift, pull or push the System using the operating panel.

Ablways use the handles when moving the System,.

Upon unpacking, check the System for mechanical damage {e.g., cracks in
the cable insulation).

To comply with Europsan Commission Directive 2002/96/EC on Waste Flectrical and
Electronic Eguipment {WEEE) and other country and state regulations, please DO
NOT dispose of this equipment in any location other than designated locations.
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Power Cord inlet
100-240V~, 154, 50-60Hz.

Fuse Holder

Rating is T 12.5A, 250V. Replace fuses if needed, only with fuses having
exactly the same rating.

Software Flash Memory Plug

The software plug is a flash memory with the machine software. The
software plug should be screwed to the connectors. To tighten and/for
loosen the screws use fingertips only. Do not use screwdriver as it can
damage the connectors.

Footswitch Connectoy

Footswitch is connectad to the inlel. Footswitch activates RF energy if
the Systemn is in Ready mode. Place the Footswitch on the floor near
the treatment area.

The Operator Control Panel is located on the upper side of the System. The Operator
Control Panel consists of On-Off switch, four funciion keys, an information screen and
hand piece connectors {Figure 4.1},

Figure 4-1: Operator Control Panel
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Power Gn-Gff Power switch turns System On and Off.
Switch
Hand piece RF power cannot be activated if Applicator is not connected to
connector the connector.
LCD Soreen LCD screen shows information about machine status,

freatment parameter, Touch screen allows to user change
treatment parameters and device mode

The Progress screen appears after the On-0Off switch is turned on.

Figure 4-2: Progress Screen

*The SW version number will be displayed according to the software version.

After entering the individual code on the Login Screen, non-authorized use of the
device is prevented.
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Figure 4-3: Login Screen

Software is loaded from the plug and self-test of the System modules is performed. After the
end of the self-test the Menu Screen appears.

Figure 4-4: Mlenu 5creen

The Menu Screen allows the selection of the connected Applicator, or entry to the
Utilities Screen.
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Figure 4-5: Utilities Screen

The Utility Screen contains:

Volume This function allows the user to adjust the System volume.
Change Change the password by entering the old password and then
Password entering another 4-digit password.

Calibration M/ A

Rain Menu Return to the Main Menu to select an applicator.

After returning to the Menu Screen and choosing the application on the Menu
Screen, the corresponding Treatment Screen appears,

Figure 4-6: Morpheus8 Treatment Screen
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Tip

Allows selecting the Tip.
Available Tips are: 7, 12 Pin, 24 Pin tip and 40 Pin.

Depth

Allows selecting the pins length and penetration depth
according to dermis thickness in treated area to provide
effective sub-dermal treatment.

Available depths for Morpheus 8 are;

For the Morpheus8 Prime {12 pins) Tip: 1 to dmm {in
increments of Imm])

For the Morpheus& {34 pin} Tip 1 o 7mm {In increments of
imm}

For the Morpheus® Body {40 pins) Tip 2 to 7mm {In increments
of Imm}

When connecting the Morpheus& T Tip, depth control is
disabled and the pin length is fixed {0.5mm]).

Energy

Delivered energy is changed from level 5 to 60 energy levels and
the System starts up at the minimal energy setting.

Mode

Selects between Cycle mode when needle goes ocut and in at
each pulse and Fixed mode which is solely used for T tip,

Counter Reset

Counter can be reset.

Puise Counter

Shows number of pulses delivered on one zone and total
number of pulses from the beginning of the treatment.

System Mode

The System has three treatment modes: Standby, Ready, and
Active,

Standby mode allows the user to set treatment parameters.
Activation of energy is not allowed in Standby mode.

In Ready mode, the system is waiting for a signal from the foot
switch to activate the energy. Any attempt to change the
treatment seltings switches the systemn to Standby mods.

When the signal from the footswitch is indicated, the system
switches to Active mode. Any attempt to change the treatment
seitings switches the system to Standby mode,

Main Menu Return to the Main Menu to select another applicator and
change the applicator if nesded.
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Morpheus® Applicator {Figure 4.7} comprise motor with actuator pushing needie
electrodes out to pre-determined depth of up to 7mm. The tip {Figure 4.8} is
connected or disconnected with the Applicator.

Figure 4-7: Morpheus8 Applicator

Tip See below table for Tip specifications.

Handle The Applicator handle is made of plastic and has an
ergonomic design for easy treatment, with high visibility of
the treated area.

Cable The Cable has a length of 270om.

Connescior The Connector is connected to the front panel of the Systermn.
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Figure 4-8: Morpheus8 Tip (Left} and Coated Needle {Right)

Figure 4-9: Morpheus8 T Tip {Left), Morpheus8 Prime {12 Pins} Tip {Center-Left), Morpheus8
{24 Pins} Tip {Center-Right), Morpheus8 Body {40 Pins} Tip (Right)

A Morpheus8 Tips are for single-use only!

The table below summmarizes the specifications of the various Morpheus§ tips:

Tip Name Pins Depth Energy Cycle Mode | Fixed Mode
number mm Levels

Maorpheuss ~ Body 40 2,3,4, 5-60 Yes NA
56,7

Morpheus8 - 24 1, 2,3, 5-60 Yes NA

4,5,6,7
{Imm-5-30}

Morpheus8 — Prime 12 1,2,3,4 5-30 Yes NA

Morpheus8 T 24 0.5 5-30 NA Yes
Fixed
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This section of the manual explains how to start the device, operate it, and turn it off.

Prior to using or connecting the Applicator, inspect the System and
Applicator for possible mechanical damage.

1. Connect the Applicator to the Applicator connector socket on the System.

2. Press the On-Off button on the control panel to turn the device on. The System
loads the software and enters the Login Screen.

3. Enter password to get access to the device. If password is correct the System
enters Menu Screen.

4. The Systemn loads the software and enters a self-test mode. if any problem is
detected during the test the error message will appear {See Troubleshooting
Section in this manuall. If the test is passed correctly then the System
automatically enters the Menu Screen.

5. Select the application from the Menu Screen and System will enter the
Treatment Screen,

5. Yerify on the screen that the Software version is properly displayed and the
connected Applicator type is recognized correctly.

7. Select the treatment parameters using Up and Down keys.
&. Press the Standby icon that will change to Ready.
3. To start treatment, press the Footswitch for RF applicators.

10,  Apply Applicator to the treated area, ensuring a full contact with pressure.

¥ Toshut down the System turn the On-Off switch off.

¥ Tyrn the Main Power switch off at the end of the day.
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The Morpheus8 Applicators are designed for delivering RF energy to the dermal and
sub-subdermal tissue in a fractional manner with the energy applied to <5% of the
total coverage area. The energy is delivered to the skin through bipolar arrays of
coated needles and results in localized heating and coagulation of the tissue that s in
direct contact with the needle tip. The Morpheus8 Applicator is a versatile fractional
technology to treat different body areas.

The Morpheus® Applicators are intended for use in dermatological procedures for
electrocoagulation and hemostasis,

At higher energy levels greater than 62 mi/pin, use of the Morrpheus8 {Fractora}
Applicator is imited to Skin Types -V,

¥ Pacemaker or internal defibrillator, or other metallic or electronic implant
anywhere in the body. The Hand piece should be used at least 1om away
from cochlear implants in the ear.

¥ Permanent implant in the treated area such as metal plates, screws and
metal plercing or silicon, unless deep enough in the periosteal plane.

¥ intra-dermal or superficial sub-dermal areas injected with
Botox®/Ha/collagen/ffat injections or other augmentation methods with bio-
material, before the product has been dissipated {up to & months), except
Botox after binding to the facial muscles {3-7 days). It is possible to treat
sponer over injectable products placed in the deep, periosteal plane, as soon
as the area has healed {1-3 weeks).

®| Current or history of skin cancer, or any other type of cancer, or pre-
malignant moles.

¥ Pregnancy and nursing.

¥ Seyere concurrent conditions, such as cardiac disorders or sensory
disturbances.

¥ impaired immune system due to immunosuppressive diseases such as AIDS
and HIV, or use of immunosuppressive medications.

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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¥ patients with history of diseases stimulated by heat, such as recurrent
Herpes Simplex in the freatment area, may be treated only following a
prophylactic regime.

¥ Poorly controlled endocrine disorders, such as diabetes or thyroid
dysfunction and hormonal virilization.

¥ Any active skin condition in the treatment area, such as sores, psoriasis,
eczema, and rash.

®  History of skin disorders, keloids, abnormal wound healing, as well as very
dry and fragile skin.

¥ History of bleeding coagulopathies or use of anticoagulants in the last 10
days

®  Any facial surgery performed within a year prior to treatment.

¥ Facial dermabrasion, facial resurfacing, or deep chemical peeling within the
last three months, if face is treated.

¥ Having received treatment with light, laser, RF, or other devices in the
treated area within 2-3 weeks for non-ablative procedures, and 6-12 weeks

for ablative fractional laser resurfacing {according to treatment severity)
prior to treatment, except special recommendations.

¥ Use of Isotretinoin {Accutane®) within & months prior to treatment.

®  Use of non-stereidal anti-inflammatory drugs {NSAIDS, e.g., thuprofen-
coniaining agents) one week before and after each treatment session, as per
the practitioner’s discretion.

¥ Treating over tatioo or permanent makeup to be kept.
¥ Treating over the lips.

¥ Skin type Vi and dark V1 patients treat with caution.

¥ Treating over hair bearing surfaces.

¥ irritable skin like excessively tanned skin from sun, tanning beds or tanning
creams and sprays within the last two weeks.

¥ As per the practitioner's discretion, refrain from treating any condition that
right make it unsafe for the patient.
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¥ Possible adverse effects include but are not limited by: discomfort or pain,
excessive skin redness {erythema) and/or swelling {edema), damage to
natural skin texture {crust, blister, and burn}, change of pigmentation
{hyper- and hypo-pigmentation}, and scarring.

¥ Erythema lasting not longer than 24h and edema for 1-3 weeks is a typical
skin reaction to the freatment.

®  Crusting from the ablated dots will exfoliate naturally after 1-3 weeks.

¥ The patient must understand the importance of pre-treatment and post-
treatment instructions and that failure to comply with these instructions
may increase the probability of complications.

During the patient’s first visit the treating attendant should:
¥ Complete or update the patient's medical and physical history.
¥ Exclude from treatment anyons with the listed contraindications.

¥ Determine why the patient is seeking treatment and what his/her
expectations are.

¥ Determine accurately the patients Fitzpatrick skin type.

g inform the patient about treatment arrangement, typical treatment results
and possible side effects and discomfort.

¥ Instruct the patient about the safety warnings.

¥ Advise the patient to avoid skin irritation or intentional skin tanning.
Sunscreen is advisable when outdoors during daylight hours

¥ Asian patients and those with skin types V-Vl should be treated gradually by
bisaching products & weeks prior treatment and stop at least 42 hours prior
Maorpheuss treatment to minimize risk of post inflammatory byper-
pigmentation.

¥ Prophvlactic antiviral therapy should be prescribed for patients with history
of cold sores {Herpes Simplex) when treating around the mouth.

¥ Stop anticoagulants 7-10 days prior to treatment, if medically permitted.

8 Clean the treatment area.
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®  Apply anesthesia:
- Topical anesthetic can be applied as needed prior to treatment.

¥ Cooling methods, such as air cooling, sterile ice-packs, or sterile Iatex gloves
filled with ice, help patient comfort during and after treatment.

The patient should shave the area to be treated. Long and dense hairs
prevent electrode contact with the skin’s surface.

A The operator shall inspect the hand pleces functionality prior to use, by
attaching the disposable tip, pressing the footswitch and observing the pins
1o come out and returning back,

& In case of engine failure when the pins of the hand pleces do not retract out
of the skin, detach the disposable tip from the hand plece and release the
spring mechanism manually.

The Applicator should be thoroughly cleaned before and after use by applying 70%
alcohol-absorbed pad for at least 30 sec.

Before each use thoroughly inspect the Applicator for visible damage and cleanliness.
inspect all components of the Hand piece for visible damage.

The Morpheus8 tips arrive sterile and are for single use only!
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A small test spot should be performed in a non-conspicuous ares of the treatment
site, prior to the first complete session. Test spot is performed to establish the
following requirements:

#  Confirm the patient's suitability for treatment:

- For skin types | — Hl wait 10-15 minutes before assessing the skin
response.

- For skin types V-V wait 2-3 days if energy level <30 is used and 7-10
days if energy level »30 is used.

¥ Establish and confirm treatment parameters: if the desired end-point of
erythema and edema — in a tip-shaped pattern — has not been achisved
within 10-15 minutes, increase the RF energy. if the response is excessive,
decreass the parameters.

1. Apply the necessary means of anesthesia. {f topical, make sure that it is
cleansd off the face befors treatment and the skin is dried with alcohol 70%.

2. Ensure that skin is clean and dried with alcohol 70%.
3. Take an alcobol cleaned and dry tip and connect it to the Applicator in the
groove,

4, Connect Applicator to the System.

5. Follow Device Start-Up Procedure from System Cperation section,

&. Select tip and set treatment parameters.

7. Malke sure that the treatment settings correlate to the treated tissue depth.
8. Always start with a low energy level, test patient comfort and observe the

skin's response before increasing the energy. Tips, depth and energy levels
may vary according to physician discretion, based on patient responss.

9. On sensitive thin skin area apply lower parameters.

10, Darkskin {V-V!) treat with restricted energy, starting at the minimal suggested
energy level or lower, adding 5 levels each visit (every 3-4 weeks).

11, Apply the Applicator to the treated area ensuring a contact with pressure to
minimize discomfori, and press footswitch to deliver RF energy.

12, Move Applicator to the adjacent area and activate RF again.
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13.  Move 1o adjacent areas with no overlapping of side-electrodes {30-50%
overfap).

14,  The endpoint is substantial erythema and edema, visible ablative craters, and
burnt tissue smell often accompanied by tingling heat sensation.

The below list summarizes the Treatment recommendations per each tip type:

Tip name Treateent aregs

Morpheus Prime {12 pin} Tip Dermal and subdermal treatment of small

areas difficult to maneuver

Morpheus8 T Tip Superficial {epidermal} treatment
Morpheusd {24 pin} Tip Dermal and subdermal treatment
Morpheus8 Body {40 pin} Tip Dermal and sub-dermal treatment of large
body areas

Typical number of treatments is 1 to 6 and depends on used energy and treatment goal

Typical down time is 1 to 6 days and depends on used energy and number of passes

The number of treatment sessions depends on the individual patient and treatment
aggressiveness and may vary from 1-6 sessions, depending on used energy and
treatment goal, as well as patient tolerance and skin response. Treatments are
typically repeated every 3-6 weeks.

It is recommended to schedule a follow-up session 2-3 days after the treatment to
ensure safe healing process.

Typical down time is 1 to 6 days and depends on used energy.

Treatment should be concluded when the results are satisfactory to the patient or
according to the physician’s discretion. Generally, 3-6 sessions are needed for mild to
moderate depth settings. It is not typical to perform more than five consecutive
sessions; however, more sessions can be performed as per physician discretion. In
some instances, 1-2 sessions may be sufficient,
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After each treatment session, the physician should advise the patient on proper care.
& Cool the skin for 10-20 min.

& Emollient cream or occlusive dressing could be applied to the treatment
area.

¥ Ahernatively, prophylactic antibiotic treatment may be prescribed for 1-3
days post treatment. Patient is to contact the physician if there is any
indication of infection, excessive swelling, redness, undus pain, or any other
unusual or untoward symptom.

¥ Tiny scabs may appear after 1-3 days and stay for several days following the
treatment. The scabs should not be touched or scratched even if they itch
and should be allowed to flake off naturally.

¥ Blisters may be treated with a prescribed antibiotic ointment or burn
treatment cream as per physician's discretion.

¥ During the first two days following treatment the skin should be kept clean
to avoid contamination or infection; any mechanical or thermal damage to
the area must be avoided.

¥ Prophylactic antiviral therapy should be continued for patients with history
of cold sores {Herpes Simplex} when treating around the mouth.

®  Moisturizer may be applied 24-72 hours after each treatment and then
should be applied regularly throughout the course of the treatment. Make-
up may be applied only 24-72 hours after each treatment session. Generally,
24 hours after treatment, patients may use regular soaps, but not scrub
soaps or exfoliates,

¥ The patient should use a high-factor sunscreen {at least 30 SPF} and protect
the treated area from over-exposure to sunlight for at least one month after
the treatment, starting 24-72 hours post treatment. Excessive tanning of any
sort {sun exposure, tanning beds, and artificial tanning lotions} is not
allowed in the treated areas during the entire course of the treatment.

¥ For Asian patients and skin types IV and V, a prescription or compounded
bleaching regimen may be prescribed by the physician for 6-12 weeks, 2-3
times a week following the healing of treatment area {typically 7 days) 1o
minimize risk of post inflammatory hyper-pigmentation. it should be
stopped 48-72 hours before another Morpheus8 session.
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The InMode System with Morpheus8 Applicator provides monitoring of all critical parameters
to ensure safety of patient and user. if any of the following faults are detected system
automatically goes to STAND BY mode.

sy

oo

Problem Description and Checks

System does not turn on ¥ Check power cord connection.
¥ Check that On/Off switch on front panel is on.
®  Check fuses on back panel of the System.

& Call Technical Service if problem persists.

System shuts down by ¥ Check power cord connection.

itself
#  Check fuses on back panel of the System.

®  Call Technical Service if problem persists.

Checksum ®  The software was not loaded properly from
software plug.

#  Check the plug connection and reboot the System.

®  Call Technical Service if the problem persists.

Fault H8002 - Applicator is % Check the connection of the Applicator.

not connected )
¥  Replace the Applicator.

& Call Technical Service if the problem persists.

Fault HBOOS, HBOOF, HBOLO Call Technical Service if the problem persists,
- System Memory Fault

Fault HBODE- System Call Technical Service if the problem persists.
Incompatible Software

Version

Fault HBOOF- System Call Technical Service if the problem persists.

Memory Fault

Faults HBO03Z, HE00S, Call Technical Service if the problem persists.
H8007T - RF Related Faults
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Section 8: System Specifications

Input Power

Main Line Freguency {nominal) 50-60Hz
input Voltage {nominal) 100-240VAC
Input Current {rms) 12A

Operating Parameters

Ambient Temperature Range

15 - 30°C [59 ~ 86°F]

Relative Humidity

30% to 80%, non-condensing

Atmospheric Pressure

90 - 110kPa

Warm-up Time

if transported or stored at temperatures cutside
the operating temperature range, allow one hour
for the device to reach room temperature before
use.

Transport and Storage

Ambient Temperature Range

20~ 65°C [-4 — 149°F]

Relative Humidity

0% to 80%, non-condensing

Atmospheric Pressure

50 to 110kPa

Dimensions
System 4G6om W x 46am [18.2" Wx 182" Dx
D x 100cm H 40 H]
Applicator Cable 270cm L (1007 1)
Weight
System 32.000kg [70.5481b]
Morpheus8 Applicator 0.400kg [1.2681h]
Morpheus8 Qutput Parameters
Maximum Quiput Power 65[W]
Freguency 1MiHz
Crest Factor {Rated Load) 1.4+ 2%
30 of 36
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Figure 8-1: Morpheus Cutput Power versus Impedance

The device has been tested and found to comply with the limits for the medical
devices to the [EC 60601-1-2. These limits are designed to provide reasonable
protaction against harmful interference in a typical clinical installation. This device
generates uses and can radiate radio frequency energy. if not installed and used in
accordance with the instructions, may cause harmful interference to other devices in
the vicinity. However, there is no guarantes that the interference to other devices,
which can be determined by turning the device off and on, is caused by this
instrument.

The user is encouraged to try to correct the interfarence by one or more of the
following measures:

¥ Reorient or relocate the receiving device.
¥ Increase the separation between the devices.
¥ Connect the device into an outlet on a circuit different from that which was
previously used.
CIDINMODE 310f36
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Section 8: Systern Specifications

Consult InMode service personnel for help.

interference to the device may be caused by portable and mobile RF communication
eguipment. In case of an interruption, beware of such a device in the vicinity.

Use of the System with any accessory, transducer or cable other than those
specified may result in increased EMISSIONS or decreased IMMUNITY than

those specified.

The Systern should not be used adjacent to or stacked with other
equipment. If adjacent or stacked use is necessary, the System should be
observed to verify normal operation in the configuration in which it will be

used.

Guidance and manufacturer’'s declaration —~ electromagnetic emissions

The InMode System with MorpheusBHand pieces is intended for use in the electromagnetic
environment specified below. The customer or the user of the InMode System with MorpheusBHand
pleces should assure that it is used in such an environment,

Emissions test

Compliance

Electromagnetic environment ~ guidance

RF emissions CISPR 11 Group 1

The InMode System with Morpheus8
Hand pieces 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 emnissions TISPR 11 Class A

Harmonic emissions Complies

{EC 61000-3-2

Voltage fluctuations/ Complies

flicker emissions
{EC 61000-3-3

The InMode System with Morpheus8
Hand pieces is suitable for use in all

establishments other than domestic and
those directly connected to the public
low-voltage power supply network that
supplies buildings used for domestic
purposes.
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Section 8: System Specifications

Guidance and manufacturer’s declaration — slectromagnetic immunity

The InMode Systern with MorpheusBHand pleces is intended for use in the electromagnetic
environment specified below. The customer or the user of the InMode Systern with MorpheusBHand
pleces should assure that it is used in such an environment.

dmmunity test

FEC 60601 test level

Compliance
level

Electromagnetic
environment -
guidance

Flectrostatic

* 6 kV contact

+ 6 kY contact

Floors should be wood,

discharge £ 2kV air + 8 kY air congrete or ceramic tile.
{ESDIEC if floors are covered
61000-4-2 with synthetic material,
the relative humidity
should be at least 30 %.
Electrical fast * 2 kY for power + 2 kV for Mains power quality

transient/burst

supply lines £ 1 kY

power supply

should be that of g

{EC 61000-4-4 for input/output lines typical commercial or
fines hospital environment.
Surge + 1 kY differential + 1 kY Mains power guality
{EC 61000-4-5 mode diffarential should be that of &
* 2 k¥ common mode £ 2 kY typical commercial or

mode

corrmon mode

hospital environment.

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

<5 % U {>95 % dip
in Uy} for 0,5 cycle

40 % Ur {60 % dip in
U} for 5 eycles

70% U {30 % dip in
Ut for 25 cycles

<5 % U {95 % dip
in Uy} for Ssec

»85 % dip for
i0ms

60 % dip for
100 ms

30 % dip for
500 ms

95 % dip for
5000 ms

Mains power quality
should be thatof 2
typical commercial or
hospital environment. If
the user of the InMaode
System with Morpheus®
Hand pieces requires
continued operation
during power mains
interruptions, itis
recommendad that the
inMode System with
Morpheus8Hand pieces
be powered from an
uninterruptible power
supply.

Power frequency
(50760 He)
magnetic field
IEC 61000-4-8

3IAfm

3 A/m

Power frequency magnetic
fields should be at levels
characteristic of a typical
location in a typical
commercial or hospital
environment,

NOTE -~ Uy is the AC mains voltage prior to application of the test level.

(IDINMODE 330f36
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Section 8: System Specifications

Guidance and manufacturer’s declaration — slectromagnetic immunity

The InMode Systemn with MorpheusBHand pieces is intended for use in the slectromagnetic
environment spacified below. The customer or the user of the InMode System with
Morpheus8Hand pleces should assure that it s used in such an environment,

IERLUNITY {EC 60601 Compliance Electromagnetic environment —~ guidance
Test Test Level
Level
Conducted 3 Vrms 3y Portable and maobile RF communications
RFIEC 150 kHe to equipment should be used no closer to any
£1000-4-6 30 MHz part of the device, including cables, than the
recommended separation distance calculated
from the sguation applicable to the
3V/m (3] V/m frequency of the transmitier.
Radiéted R 80 MHz to Recommended separation distance
LEE 61000~ 2.5 GHz - ¥
-3

35 = [35] e _
d = [._] VB = E—E VB5 = 9.4 [m]
72 3

B0 MHzto 80O MHz

BOMHzi02,5GHz
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}.

Field strengths from fixed RF transmitters, as
determined by an electromagnetic site
survey,” should be less than the compliance
fevel in each frequency range.’

interference may occur in the vicinity of
equipment marked with the following
symbol:

NOTE 1 At 80 MHz and 800 MHz, the higher freguency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection from structures, obiects and people.

a Field strengths from fixed transmitters, such as base stations for radio
{cellular/cordiess) telephones and land mobile radios, amateur radio, AM and FM radio
broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess
the electromagnetic environment due to fixed RF transmitters, an electromagnetic site
survey should be considered. If the measured field strength in the location in which the
InMeode System with Morpheus8Hand pieces is used exceeds the applicable RF
compliance level above, the InMode Systern with MorpheusBHand pleces should be
observed to verify normal operation. If abnormal performance is observed, additional

(IDINMODE
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measures may be necessary, such as re-orienting or relocating the inMode System with
Morgheus8Hand pieces.

b Over the frequency range 150 kiHz to 80 MHg, field strengths should be less than 3 V/m.

Recommended separation distances between portable and mobile RF communications
gguipment and the InMode System with Morpheus8Hand pieces System

The InMode System with Morpheus8Hand pieces System is intended for use in an
slectromagnetic environment in which radiated RF disturbances are controlled. The
customer or the user of the InMaode System with Morpheus8Hand pieces can help
prevent electromagnetic interference by maintaining a minimum distance between
portable and mobile RF communications equipment {(transmitters} and the inMode
System with Morpheus8Hand pleces as recommended below, according to the maximum
output power of the communications equipment.

Rated maximum cutput Separation distance according to frequency of transmitter [m]
power of transmitter
{Wi 150 kiHz 10 80 MHz 20 MHz 1o 800 800 MHzto 25
35y WiH7 GHz
4 = E_E JB . »;
v [BE p d=|=| VP
d el Rt IR Y P - Ay
E; v E;
0,01 0.117 0.117 0.233
8,1 {.363 0.369 0.738
1 1.167 1.167 2.333
10 3.689 3.689 7.379
100 11.667 11.667 23.333

For transmitters rated at a maximum outpul 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 cuiput power rating of the
transmitter in watts {W) according to the transmitter manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher freguency range
applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection from structures, objects and people.

(IDINMODE 350f36
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FEC 60601-1-2

Environment of intended uses:

Edition 4.0 (2014)

Professional Healthcare Facility Environment

Summary of Test Results

Section 8: System Specifications

Fost Staniard Class! Beverity lpved Teat result
Booumentstion EC 80801-1-2 seclions 4 and 5)
Gereral retirameris R BRC D setiond 11 Sonrsiing
xipmad lgbeds sechion 5.1 Comphas
Cordormty of LUsess’ Manual section 521 - orgias
Aoowracy of Technioa! Dasorl, [ seion 522 - Comgdins
Emission (FC BOGDY-1-2 spclion 7 anu IR0 6D801-2-2 saction 202 6 .13
Corshucked eerission sac 7.3 & Group 1 Clags & Comgling
Frog range 150 RHz - 30 MH: 1 CISPR 1Y o 230, 120 & 100 VAC mains
Fadiged emission sen. F.1 & Groun 1 Glass A Complies
Freg range 30~ 1000 MH2 | CUSPR 11
Harmonie curent amission sen 721 & Al rmsing Comnphes
fost EC81000-3-2  H{EUT with HP BodyTile, PLLERSD,
PLIRRPLUR and BosyFX)
AC mains hiA
{ELIT with HP FaceTe and Fragiom)
Woltage changes, Yollage 500 F22& AC msins Cenrgifing
Susiuagticons and Flicker test EC 81000-3-3
frarnunity JEC 80801-1-2 saction 8§ and 1EC 84601-2-2 seclion 0282}
ity from Eleclrostatio O 81080442 B kY contact discharges & Cornphes
discharge E50) 38 kY e discharges
gty from radistord ECHI000-4-3 | 3.0 Vi 8D M » 27 GiHs, Complies
shanimmeagrstic felds 2% &AM, 1 kH2
frormursdy froen Proximily field G 8100043 List of equsndes, omplies
fronp witelpss communications frean B3 up do 28 Wi,
srgdpment P OIS Heor 217 H2), PR 1 Rz
Wmrnundty from Blectics! Fast | IECG1000-4-4 | 2 2.0 &V on AT migins, Complies
franient (EF T} TriTh ~ 550 ps, 100 kM2
nmunily from Swge EC 3100045 1 210V DRI 22 B RV O Complies
o0 AL Mains,;
TTh - 12580 820 us
framunity from condunted EC 83100048 | A0 80 VR on AL mans Cormgdies
distigbances nduned by & HP cabdps;
racfio-frenuency Selds Q15+ B0 Mz, 80% At 1 Kz
Imwpundly from Vollage dips, EC 81000411 | On 230 & 100 VAC mains: Comples
short interuptions and D%~ 05 cvole & 1 oyois;
wollage vanstions TO% ~ 25 ovolex: §% - 250 ovdlas
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June 7, 2020</br></br><p>We have reviewed your submission. Please see attached. </p>

<p>If you have any questions, please contact the lead reviewer assigned to your
submission, Mykhaylo Nosovskyy. </p>

<br><br><br><p>*** This is a system-generated email notification ***</p>
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ADRIMIRTHRATION

DO NOT DATE THIS DOCUMENT

K200947

InMode Ltd.

Trade/Device Name: InMode System with the Morhpeus8 Applicators
Contact Name: Amit Goren

This document is being communicated via e-mail as an attachment. The date on which FDA sent this e-mail
is the official date of this correspondence.

We have reviewed your submission K200947 and have determined that additional information is required.
Your file is being placed on hold pending a complete response to the attached deficiencies.

Please submit your response, referencing the submission number K200947 to:

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Control Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Please refer to the eCopy guidance at https://www.fda.gov/media/83522/download for current information on
eCopy requirements.

Your response is due within 180 days from the date of this request, which is the hold date plus 180 days. If a
complete response is not received in CDRH's Document Control Center by this date, we will consider this
submission to be withdrawn, and we will delete it from our review system.

You may not market this device until you have received a letter from FDA allowing you to do so. If you
market the device without FDA clearance, you will be in violation of the Federal Food, Drug, and Cosmetic
Act.

If you would like a meeting or teleconference with the review team and management to discuss your planned
approach for responding to the attached deficiencies, please submit your request for feedback as a
Submission Issue Q-Submission (Q-Sub). Please note that a Submission Issue Q-Sub does not take the place
of a formal response to this email notification. As noted above, FDA will consider this submission to be
withdrawn if FDA does not receive, in a submission to the Document Control Center, a complete response to
all of the attached deficiencies within 180 calendar days of the date of this request.

This request for additional information has undergone supervisory review to ensure that the deficiencies
cited are least burdensome and relevant to the marketing decision. Please see the revised guidance
"Developing and Responding to Deficiencies in Accordance with the Least Burdensome Provisions” issued

11.5. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

www.fda.gov
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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on September 29, 2017 (https://www.fda.gov/media/71735/download) for clarification regarding major and
minor deficiencies.

MAJOR DEFICIENCY LIST

(b)(4)
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FDA is offering a teleconference within 10 calendar days from the date on this letter to address any
clarification questions you may have pertaining to the deficiencies. If you are interested in a teleconference,
please provide (1) proposed dates and (2) a list of your clarification questions via email at least 48 hours
before the teleconference to the lead reviewer assigned to your submission. We would like to emphasize that
the purpose of the meeting is to address specific clarification questions. The teleconference is not intended
for review of new information, test methods or data; these types of questions could be better addressed via a
Submission Issue Q-Submission (Q-Sub). For additional information regarding Q-Subs, please refer to the
Guidance for Industry and FDA Staff on Medical Devices: Requests for Feedback and Meetings for Medical
Device Submissions at https://www.fda.gov/media/114034/download.

Least Burdensome (LB) Flags

The LB flag is an approach to allow 510(k) submitters the opportunity for the informal review by or on
behalf of Division management of an issue raised in an FDA request for additional information (i.e., a
deficiency letter). The goal of the LB flag is to quickly address FDA requests that submitters do not believe
are least burdensome or when submitters believe they are being held to a different standard than their legally
marketed predicate device. The LB flag is not intended to clarify deficiencies, is not an appeal under 21 CFR
10.75, and is not intended to provide a review of a proposed response to deficiencies.

If you would like to throw the LB flag, FDA has several criteria that should be met before you submit your
request:

® You should have tried to address your concern by discussing it with Division management before
attempting to throw the LB flag. This discussion with Division management may take place as part of
a teleconference (such as the voluntary teleconference held within 10 days following transmission of
an Additional Information letter to clarify deficiencies), email, or a Q-Submission Submission Issue
Request.

e Your flag should generally be limited to two topic areas. Topic areas are common premarket review
deficiency categories that apply to many device types across multiple reviewing Divisions. Examples
of topic areas include biocompatibility, sterility, reprocessing, software, electromagnetic
compatibility, wireless, electrical safety, clinical, and non-clinical performance testing.

e If you would like to discuss issues pertaining to more than two topic areas, you should contact
510K _Program(@fda.hhs.gov for more information.

® You should throw the LB flag within 60 calendar days of the date that FDA sent the deficiency letter.

Upon meeting the criteria, you should send a short email (e.g., 1-2 page) that includes: 1) a summary of the
deficiencies under disagreement, 2) a summary of relevant communications with Division management, and
3) a proposed path forward. The LB flag should be sent to the lead reviewer and their Assistance Director.
You should also copy 510K _Program(@fda.hhs.gov on your LB flag email request. Within two business days
of your email, your request will be acknowledged by the reviewing Division. If you do not meet the criteria
for the LB flag, you will be notified in this acknowledgement email.

Your LB flag should contain sufficient information to determine whether the deficiency letter was not least
burdensome, or you are being held to a different standard than your predicate device. FDA may request a
phone call with you to discuss your concern further and intends to communicate feedback from Division
management on LB flags through email no later than 21 calendar days of their receipt. Please note that the
LB flag does not change the deadline for your response to the Document Control Center. If you have any
questions, please contact 510K Program(@fda.hhs.gov.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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HE FOOD & DRUS CDRH/OPEQ/OHTIV/DHTIVA

e WO66 RM4676
ARRINISTRATION 10903 New Hampshire Ave
Silver Spring, MD 20993-0002

301-796-3745

Premarket Notification 510(k) Review

Date: June 7, 2020
Reviewer: Mykhaylo Nosovskyy
Subject: Traditional S10(k)# K200947

Device Trade Name: InMode System with the
Morhpeus8 Applicators

Applicant: InMode Ltd.

Contact Name: Amit Goren Contact Title: Regulatory Manager

Correspondent Firm: A. Stein - Regulatory Affairs Phone: 972 (9) 767-0002 Email:

Consulting Ltd. amit@asteinrac.com

Received Date: April 8, 2020 Due Date: July 7, 2020

Pro Code(s): GEI Class: [T Reg #: 878.4400 Reg‘l\‘ame: Electrosgrglcal Cutting And Coagulation
Device And Accessories

Predicate Devices:

Submission # Pro Code  Device Trade Name Applicant

K192695 GEI InMode System with the Morpheus8 Inmode MD Ltd.

(Fractora) Applicators

(b)(5)

Lead Reviewer Mykhaylo Nosovskyy (CDRH/OPEQ/OHTIV/DHTIVA)

Recommendation

K200947 Lead Memo InMode Ltd. InMode System with t... Page 1 of 17
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Food and Drug Administration

HE FOOD & DRUS CDRH/OPEQ/OHTIV/DHTIVA

e WO66 RM4676
ARRINISTRATION 10903 New Hampshire Ave
Silver Spring, MD 20993-0002

301-796-3745

Premarket Notification 510(k) Review

Date: July 1, 2020
Reviewer: Mykhaylo Nosovskyy
Subject: Traditional S10(k)# K200947/S001

Device Trade Name: InMode System with the
Morhpeus8 Applicators

Applicant: InMode Ltd.

Contact Name: Amit Goren Contact Title: Regulatory Manager
Correspondent Firm: A. Stein - Regulatory Affairs Phone: 972 (9) 767-0002 Email:
Consulting Ltd. amit@asteinrac.com

Received Date: June 12,2020 Due Date: July 12, 2020

Reg Name: Electrosurgical Cutting And Coagulation

Pro Code(s): GEI Class: II Reg #: 878.4400 Device And Accessories

Predicate Devices:

Submission # Pro Code  Device Trade Name Applicant

K192695 GEI InMode System with the Morpheus8 Inmode MD Ltd.
(Fractora) Applicators

Recommendation
I recommend that the InMode System with the Morhpeus8 Applicators is/are

(b)(5)

Lead Reviewer Mykhaylo Nosovskyy (CDRH/OPEQ/OHTIV/DHTIVA)
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From: Lively, Harmony * [Harmony.Lively@fda.hhs.gov]
Sent: 6/12/2020 9:27:12 PM

To: amit@asteinrac.com

Subject: K200947/5001- Acknowledgment Notification

Attachments: K200947.5001- Letter.pdf

Harmony E. Lively
Records Management Specialist 1
CDRH Document Control Center

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5, FOOD & DRUG

DRIRISTRATION

Acknowledgment Letter
6/12/2020

Amit Goren, Regulatory Manager

A. Stein - Regulatory Affairs Consulting Ltd.
20 Hata'as Str., Suite 102

Kfar Saba 4442520

ISRAEL

Dear Amit Goren:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future correspondence regarding this submission should be identified
prominently with the number assigned and should be submitted to the Document Control

Center at the above letterhead address. Failure to do so may result in processing delays. If you
believe the information identified below is incorrect, please notify the Program Operations Staff
at (301) 796-5640.

Submission Number: K200947/S001

Received: 6/12/2020

Applicant: InMode Ltd.

Device: InMode System with the Morhpeus8 Applicators

We will notify you when the review of this document has been completed or if any additional
information is required. If you are submitting new information about a submission for which
we have already made a final decision, please note that your submission will not be re-opened.
For information about CDRH review regulations and policies, please refer to
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm.

Sincerely yours,

Center for Devices and Radiological Health

L8 Food & Drug Administration

10903 New Hampshire Avenus

Siver Spring, MD 20883

www.fda.gov Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Acceptance Checklist

Not for use with Third Party 510(k)s

_ Print Form |

Choose Submission Type: X Traditional [ ] Abbreviated [] Special

(Should be completed within 15 days of DCC receipt)
The following information is not intended to serve as a comprehensive review,
FDA recommends that the submitter include this completed checklist as part of the submission.

510(k) #: K200947 Date Received by DCC: Apr 8, 2020

Lead Reviewer: Mykhaylo Nosovskyy

Center: CDRH Office: OHT4 Division: DHT4A
Decision:
(e Accept. If Accept, notify submitter,

{ Refuse to Accept. If Refuse to Accept, notify submitter electronically and include a copy of this checklist.

Is an Addendum attached?: ( Yes {® No Click paperclip icon on the left panel if Addendum is attached.

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete; it means the reviewer did not assess the
element during the RTA review and that the element will be assessed during substantive review.

IMPORTANT - Many checklist elements include additional details regarding information to address the element that can be seen by
hovering over the element (Example - Element 4 in Section A of the checklist).

n 1 | ew,
Is the product a device (per section 201(h) of the FD&C Act) or a combination product (per 21 CFR
3.2(e}) with a device constituent part subject to reviewin a 510(k)?

If it appears not to be a device (per section 201(h} of the FD&C Act) or such a combination product (per 21
CFR 3.2(e)), or you are unsure, consult with the CDRH Product Jurisdiction Officer or the CBER Product X
Jurisdiction Officer to determine the appropriate action, and inform management, Provide a summary of
the Product Jurisdiction Officer's determination/recommendation/action in the comment section below.

If the product does not appear to be a device or such a combination product, mark "No."

Comments:

2 |s the submission with the appropriate Center?

If the product is a device or a combination product with a device constituent part, is it subject to review by
the Center in which the submission was received? If you believe the submission is not with the appropriate
Center or you are unsure, consult with the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction
Officer to determine the appropriate action and inform your management. Provide a summatry of the
Product Jurisdiction Officer's determination/recommendation/action in the comment section below.,

If submission should not be reviewed by your Center mark "No."

Comments:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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? 12 Requestfor Designation [BTR) was sulmisted pr e devissionsermblnation Risduct it .
device constituent part an a55|gne to your center, i ent eRFD # an conf|r lowing:
a) Is the device or combination product the same (e.g., design, formulation) as that presented in the
RFD submission?
b) Are the indications for use for the device or combination product identified in the 510(k) the
same as those identified in the RFD submission?

If you believe the product or the indications presented in the 510(k) have changed from the RFD, or you
are unsure, consult with the CDRH Product Jurisdiction Officer or the CBER Product Jurisdiction Officer to
determine the appropriate action and inform your management. Provide a summary of Product Jurisdiction
Officer's determination/recommendation/action in the comment section below.

If the answer to either question above is no, mark "No." If there was no RFD, mark "N/A."

Comments:

4 |s the submission for a combination product that contains as a constituent part a drug that has the
same active moiety as an approved drug with exclusivity as described in 21 USC 503(g)(5}(C)(ii)~(v)
(section 503(g)(5)}(C)(ii)-(v} of the FD&C Act)?

If "Yes," then contact the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction Officer to
determine the appropriate action and inform your management. Provide the summary of the Product
Jurisdiction Officer's determination/recommendation/action in the comment section below.

Comments:

5 Is this device type eligible for a 510(k) submission?

If a 510(k) does not appear to be appropriate (e.g., Class lll type and PMA required, or Class | or Il type and
510(k)-exempt), consult with the appropriate CDRH or CBER staff during the acceptance review, provide a
summary of the discussion with them, and indicate their recommendation/action in the comment section
below. If 510(k) is not the appropriate regulatory submission, mark "No."

Comments:

6 Is there a pending PMA for the same device with the same indications for use?

If "Yes," consult your management and CDRH Office of Product Evaluation and Quality/Office of Regulatory
Programs/Division of Regulatory Programs 1 (Submission Support) (OPEQ/ORP/DRP1) or appropriate CBER
staff to determine the appropriate action.

Comments:

7 If clinical studies have been submitted, is the submitter the subject of an Application Integrity Policy
(AIP)?

If "Yes," consult with the CDRH Office of Product Evaluation and Quality/ Office of Clinical Evidence and
Analysis/Division of Clinical Science and Quality (OPEQ/OCEA/DCEA1) or CBER Office of Compliance and
Biologics Quality/Division of Inspections and Surveillance/Bioresearch Monitoring Branch (OCBQ/DIS/BMB)
to determine the appropriate action, provide a summary of the discussion with them, and indicate their
recommendation/action,

If no clinical studies have been submitted, mark "N/A." Check on the AIP list at hitps://www.fda.aov/
inspecticns-compliance-enforcement-and-criminal-investigations/application-integrity-policy/
application-integrity-policy-list.

Comments:

- If the answer to 1 or 2 appears to be "No," then stop review of the 510(k) and contact the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction Officer.
- If the answer to 3a or 3b appears to be "No," then stop the review and contact the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction Officer,
- If the answer to 4 is “Yes,” then contact the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction Officer, provide a summary of the discussion with them, and

indicate their recommendation/action.
- If the answer to 5 is "No," the lead reviewer should consult management and other Center resources to determine the appropriate action.
- If the answer to 6 is "Yes," then stop review of the 510(k), contact the CDRH/OPEQ/ORP/DRP1, or appropriate CBER staff.

- If the answer to 7 is "Yes," then contact CDRH/OPEQ/OCEA/DCEAT or CBER/OCBQ/DIS/BMB, provide a summary of the discussion with DCEA1 or BMB Staff, and

indicate their recommendation/action.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1) Submission contains a Table of Contents

X
]

2) Each sectionis labeled (e.g., headings or tabs designating Device Description section, Labeling section,
etc)

X
]

3) All pages of the submission are numbered.

All pages should be numbered in such a manner that information can be referenced by page number. This may X []
be done either by consecutively numbering the entire submission, or numbering the pages within a section (e.g.,
12-1,12-2...).

4) Type of 510(k) is identified (i.e., Traditional, Abbreviated, or Special).

If type of 510(k) is not desrgnated review as a Traditional 510(k).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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A. Administrative

1) All content used to support the submission is written in English (including translations of

test reports, literature articles, etc.)

2) Submission identifies the following (FDA recommends use of the CDRH Premarket

Review Submission Cover Sheet form (Fgrm 3514, available at hitps://www.fda.cov/
media/72421/download)):

a) Device trade/proprietary name

b) Device class and panel OR
Classification regulation OR
Statement that device has not been classified with rationale for that conclusion

3) Submission contains an Indication for Use Statement with Rx and/or OTC designated

(see also 21 CFR 801.109, and FDA's guidance “Alternative to Certain Prescription
Devices Labeling Reguirements,” available at https://www.fda.gov/regulatory-
information/search-fda-guidance-documents/alternative-certain-prescription-device-
labeling-reguirements.) See recommended format (hitps://www.fda gov/media/86323/

download).

4) Submission contains a 510(k) Summary or 510(k) Statement.

5) Submission contains a Truthful and Accuracy Statement per 21 CFR 807.87(l)
See recommended format (hitps://www.fda.gov/medical-devices/premarket-
notification-5 10k/premarket-notification-truthful-and-accurate-siatement).

6) Submission is a Class lll 510(k) device.

7) Submission contains clinical data

i XK

g o

8) The submission identifies prior submissions for the same device included in the current

submission (e.g., submission numbers for a prior not substantially equivalent [NSE]
determination, prior deleted or withdrawn 510(k), Q-Submission, IDE, PMA, etc.).

OR
States that there were no prior submissions for the subject device.

X

[

a) If there were prior submissions, the submitter has identified where in the
current submission any issues related to a determination of substantial
equivalence from prior submissions for this device are addressed.

9) The submission utilizes voluntary consensus standard(s) (See section 514(c) of the FD&C

Act). This includes both FDA-recognized and non-recognized consensus standards.

X

[

a) The submission cites FDA-recognized voluntary consensus standard(s).

X

[

i) The submission includes a Declaration of Conformity (DOC) as outlined
in FDA's guidance “Appropriate Use of Voluntary Consensus Standards
in Premarket Submissicons for Medical Devices,” available at https://
www.fda.gov/requlatory-information/search-fda-guidance-documents/
appropriate-use-voluntary-consensus-standards-premarket-
submissions-medical-devices.

OR

If citing general use of a standard as noted in FDA's guidance
“Appropriate Use of Voluntary Consensus Standards in Premarket
Submissions for Medical Devices,” the basis of such use is included
along with the underlying information or data that supports how the

standardyas.used | tact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.go

or 301-7

6-8118

510(k) RTA Checklist (02/14/2020)
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b) The submission cites non-FDA-recognized voluntary consensus standard(s).

Combination Product Provisions - Per 503(g) of the FD&C Act. Select “N/A" if the
product is not a combination product. 21 CFR 3.2(e). The remaining criteria in this section
will be omitted from the checklist if "N/A" is selected. If you are unsure if the product is a
combination product, consult with the CDRH Product Jurisdiction Officer or CBER Product
Jurisdiction Officer.

B. Device Description

12) The device has a device-specific guidance document, special controls, and/or
requirements in a device-specific classification regulation regarding the device
description that is applicable to the subject device.

a) The submission addresses device description recommendations outlined in the
device-specific guidance.
OR
The submission provides an alternative approach intended to address the
applicable statutory and/or regulatory criteria.

b) The submission includes device description information that addresses relevant
mitigation measures set forth in the special controls or device-specific
classification regulation applicable to the device.

OR
The submission uses alternative mitigation measures and provides rationale

why the alternative measures provide an equivalent assurance of safety and
effectiveness.

13) Descriptive information is present and consistent within the submission (e.g., the
device description section is consistent with the device description in the labeling).

14) The submission includes descriptive information for the device, including the
following:

a} A description of the principle of operation or mechanism of action for achieving
the intended effect.

b) A description of proposed conditions of use, such as surgical technique for
implants; anatomical location of use; user interface; how the device interacts
with other devices; and/or how the device interacts with the patient.

) A list and description of each device for which clearance is requested.

d) Submission contains representative engineering drawing(s), schematics,
illustrations, photos and/or figures of the device.

OR
Submission includes a statement that engineering drawings, schematics, etc.

are not applicable to the device (e.g., device is a reagent and figures are not
pertinent to describe the device).

15) Device is intended to be marketed with accessories and/or as part of a system.

X

a) Submission includes a list of all accessories to be marketed with the subject
device.

X

b) Submission includes a description (as detailed in item 14(a), 14(b) and 14(d)
above) of each accessory.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

510(k) RTA Checklist (02/14/2020)
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c) A 510(k) number is provided for each accessory that received a prior 510(k)
clearance.

AND

A statement is provided that identifies accessories that have not received prior
510(k) clearance.

C. Substantial Equivalence Discussion

16} Submitter has identified a predicate device(s), including the following information:

a) Predicate device identifier provided (e.g., 510(k) number, De Novo number,
reclassified PMA number, classification regulation reference, if exempt (e.g., 21
CFR 872.3710), or statement that the predicate is a preamendment device).
For predicates that are preamendments devices, information is provided to
document preamendments status.

Information regarding documenting preamendment status is available online
(https.//'www.fda.gov/medical-devices/quality-and-compliance-medical-devices/
reamendment-status).

b) The identified predicate(s) is consistent throughout the submission (e.g., the
predicate(s) identified in the Substantial Equivalence section is the same as that
listed in the 510(k) Summary (if applicable) and that used in comparative
performance testing).

17} Submission includes a comparison of the following for the predicate(s) and subject
device and a discussion why any differences between the subject and predicate(s) do
not impact safety and effectiveness [see section 513(i){1)(A) of the FD&C Act and 21 CFR
807.87(f)]

See the FDA guidance document “The 510k} Program: Evaluating Substantial Equivalence
in Premarket Notifications [510(k}],” available at https.//www.fda.gov/regulatory-
information/search-fda-guidance-documents/5 10k-program-evaluating-substantial-
equivalence-premarket-notifications-510k for more information on comparing intended
use and technological characteristics.

a) Indications for Use

X

[

b) Technology, including technical specifications, features, materials, and

package insert, operator's manual).

N/
principles of operation X [
D. Proposed Labeling (see also 21 CFR part 801 and 809 as applicable)
18} Submission includes proposed package labels and labeling (e.g., instructions for use, 4 [
ZAN

a) Indications for use are stated in labeling and are identical to Indications for Use
form and 510(k) Summary (if 510(k) Summary provided).

X

b) Labeling includes:
- Statements of conditions, purposes or uses for which the device is intended
(e.g., hazards, warnings, precautions, contraindications) (21 CFR 801.5)

distributor (21 CER 801 _Byestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.go

AND
- N/
- Includes adequate directions for use (see 21 CFR 801.5) X D
OR
- Submission states that device qualifies for exemption per 21 CFR 801 Subpart
D
19} Labeling includes name and place of business of the manufacturer, packer, or —
or 26 -7 6—@

510(k) RTA Checklist (02/14/2020)
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20) Labeling includes the prescription statement [see 21 CFR 801.109(b)(1)] or Rx Only
symbol (see also Section 502(a) of the FD&C Act and FDA's guidance "Alternative to
Certain Prescription Device Labeling Requirements,” available at https://www.fda.gov/ X [] []

regulatory-information/search-fda-guidance-documents/alternative-certain-
rescription-device-labeling-reguirements.

21) The device has a device-specific guidance document, special controls, and/or
requirements in a device-specific classification regulation regarding labeling that is X ]
applicable to the subject device.

a) The submission addresses labeling recommendations outlined in the device-
specific guidance.

oR X | O | O

The submission provides an alternative approach intended to address the
applicable statutory and/or regulatory criteria.

b) The submission includes labeling information that addresses relevant
mitigation measures set forth in the special controls or device-specific
classification reqgulation applicable to the device.

OR I I B ™

The submission uses alternative mitigation measures and provides rationale
why the alternative measures provide an equivalent assurance of safety and
effectiveness.

22) If the device is an in vitro diagnostic device, provided labeling includes all applicable u [ <
information required per 21 CFR 209.10.

E. Sterilization

If an in vitro diagnostic (IVD) device and sterilization is not applicable, select "N/A." The [
criteria in this section will be omitted from the checklist if "N/A" is selected.

X Provided sterile, intended to be single-use

Requires processing during its use-life

Information regarding the sterility status of the device is not provided. (If this

[]
X Non-sterile when used (and no processing required)
[] box is checked, please also check one of the two boxes below.}

[] Sterility status not needed for this device (e.g., software-only device)

[] Sterility status needed or need unclear

This information will determine whether and what type of additional information may be
necessary for a substantial equivalence determination.

Please refer to the FDA guidance document “Reprocessing Medical Devices in Health Care Settings:
Validation Methods and Labeling,” available at https.//www.fda.gov/regulatory-information/
segrch-fda-guidance-documents/reprocessing-medical-devices-heglth-care-settings-validation-
methods-and-labeling, for additional information.

F. Shelf Life

27) Proposed shelf life/expiration date stated
OR

Statement that shelf-life is not applicable because of low likelihood of time-dependent
product degradation  Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.goy or 301-796-8118

510(k) RTA Checklist (02/14/2020)
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28) For a sterile device, submission includes summary of methods used to establish that
device packaging will maintain a sterile barrier for the entirety of the proposed shelf
life.

29) Submission includes summary of methods used to establish that device performance is
maintained for the entirety of the proposed shelf-life (e.g., mechanical properties,
coating integrity, pH, osmolality, etc.).

OR

Statement why performance data is not needed to establish maintenance of device
performance characteristics over the shelf-life period.

G. Biocompatibility

If an vitro diagnostic (IVD) device, select “N/A.” The criteria in this section will be omitted from
the checklist if “N/A" is selected.

Submission states that there: (one of the below must be checked)

X Are direct or indirect tissue-contacting components.
[] Are no direct or indirect tissue-contacting components.
[ Information regarding tissue contact status of the device is not provided (if
this box checked, please also check one of the two boxes below).
[] Tissue contact information not needed for this device (e.g., software-only device)
[] Tissue contact information needed or need unclear

This information will determine whether and what type of additional information may be
necessary for a substantial equivalence determination,

30) Submission includes a list identifying each of tissue-contacting device component (e.g.,
implant, delivery catheter) and associated materials of construction for each
component, including identification of color additives, if present.

31) Submission identifies contact classification (e.g., surface-contacting, less then 24 hour
duration) for each tissue-contacting device component (e.g., implant, delivery catheter)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

510(k) RTA Checklist (02/14/2020)
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32) For a biocompatibility assessment of tissue-contacting components, submission
includes:

— Each relevant endpoint for the device (as identified in device-specific guidance, or
Attachment A of the FDA guidance document entitled “Use of International Standard
ISO 10993-1, "Biological evaluation of medical devices - Part 1: Evaluation and testin
within a risk management process,' available at https://www.fda.gov/regulatory-
information/search-fda-guidance-documents/use-international-standard-iso-10993-1-
biclogical-evaluation-medical-devices-part-1-evaluation-and), has been addressed.

- For any testing performed, test protocol (including identification and description of
test article including whether the test article is the device in its final finished form using
the recommended approach in Attachment F of “Use of International Standard 150 4 ]
10993-1, "Biclogical evaluation of medical devices - Part 1: Evaluation and testin

within a risk management process,” methods, and pass/fail criteria), and analysis of
results (including tables with data points and statistical analyses, where appropriate), as
described in Attachment E of the guidance document entitled “Use of Internaticnal
Standard 150 10993-1, "Biclogical evaluation of medical devices - Part 1: Evaluation and

testing within a risk management process' provided for each completed test.
OR

A statement that biocompatibility testing is not needed with a rationale that considers
all relevant endpoints (e.g., materials and manufacturing/processing are identical to
the predicate).

H. Software

Submission states that the device: (one of the below must be checked) |:|
X Does contain software/firmware
[] Does not contain software/firmware
|:| Information on whether device contains software/firmware is not provided. (If
this box is checked, please also check one of the two boxes below.)
[] Software/firmware information not needed for this device (e.g., surgical suture, condom)
[] Software/firmware information is needed or need unclear

This information will determine whether and what type of additional information may be
necessary for a substantial equivalence determination.

33) Submission includes a statement of software level of concern and rationale for the
software level of concern.

34) All applicable software documentation provided based on level of concern identified
by the submitter, as described in “Guidance for the Content of Premarket Submissions
for Software Cantained in Medical Devices,” available at https://www.fda.gov/
regulatory-information/search-fda-guidance-documents/guidance-content-premarket- -
submissions-software-contained-medical-devices, or the submission includes
information to establish that the submitter has otherwise met the applicable statutory
or regulatory criteria through an alternative approach (i.e., the submitter has identified
an alternate approach with a rationale).

I. Cybersecurity

Submission states that the device: (one of the below must be checked) |:|

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

510(k) RTA Checklist (02/14/2020)
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|Z Does contain any external wired and/or wireless communication interfaces (
Wireless: Wi-Fi, Bluetooth, RF, inductive, Cloud, etc.)

Wired: USB, ethernet, SD, CD, RGA, etc. or

[] Does not contain external interfaces as described above
[ Information on whether device has external interfaces is not provided. (If this
box is checked, please also check one of the two boxes below.)
[] Cybersecurity information not needed for this device (e.g., surgical suture, condom}

[] Cybersecurity information is needed or need unclear

This information will determine whether and what type of additional information may be
necessary for a substantial equivalence determination.

35) All applicable documentation identified by the submitter, as described in “Guidance for
the Content of Premarket Submissions for Management of Cybersecurity in Medical
Devices,” available at hitps://www fda.gov/regulatory-information/search-fda-

vidance-documents/content-premarket-submissions-management-cybersecurity-
medical-devices-Q.

OR

Submission includes information to establish that the submitter has otherwise met the
applicable statutory or regulatory criteria through an alternative approach (i.e., the
submitter has identified an alternate approach with a rationale).

J. Electrical Safety and EMC

Electrical Safety
Submission states that the device: (one of the below must be checked)

X Does require electrical safety evaluation
L] Does not require electrical safety evaluation
[ Information on whether device requires electrical safety evaluation is not provided.
(If this box is checked, please also check one of the two boxes below.)
|:| Electrical safety information not needed for this device (e.g., surgical suture, condom)
L] Electrical safety information is needed or need unclear

This information will determine whether and what type of additional information may be
necessary for a substantial equivalence determination.

36) Submission includes evaluation of electrical safety (e.q., per IEC 60601-1, or equivalent
FDA-recognized standard, and if applicable, a device-specific standard),

OR

Submission includes electrical safety evaluation using methods or standards that are
not FDA-recognized and submission includes information to establish that the
submitter has otherwise met the applicable statutory or regulatory criteria through this
alternative approach (i.e., the submitter has identified alternate methods or standards
with a rationale).

EMC
Submission states that the device: (one of the below must be checked)

X Does require EMC evaluation

[] Does not require EMC evaluation

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

510(k) RTA Checklist (02/14/2020)
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[ Information on whether device requires EMC evaluation is not provided. (If
this box is checked, please also check one of the two boxes below.)

|:| EMC information not needed for this device (e.g., surgical suture, condom)

|:| EMC information is needed or need unclear

This information will determine whether and what type of additional information may be
necessary for a substantial equivalence determination.

37} Submission includes evaluation of electromagnetic compatibility (e.g., per IEC
60601-1-2 or equivalent FDA-recognized standard and if applicable, the device-specific
standard)

OR

Submission includes electromagnetic compatibility evaluation using methods or
standards that are not FDA-recognized and submission includes information to
establish that the submitter has otherwise met the applicable statutory or regulatory
criteria through this alternative approach (i.e., the submitter has identified alternate

methods or standards with a rationale).

K. Performance Data - General

If an in vitro diagnostic (IVD) device, select "N/A." The criteria in this section will be omitted
from checklist if "N/A" is selected. Performance data criteria relating to IVD devices is
addressed in Section K.

38) Summaries of the non-clinical laboratory studies and full test reports* are provided.

*Summary and full test report content recommendations can be found in FDA's
guidance “Becommended Content and Format of Non-Clinical Bench Performance
Testing Information in Premarket Submissions,” available at hitps://www.fda.qov/
reqgulatory-information/search-fda-guidance-documents/recommended-content-
and-format-non-clinical-bench-performance-testing-information-premarket.

If a submitter chooses to declare conformity to a voluntary consensus standard that
FDA has recognized, submission of a full test report may not be necessary. Refer to
9a. See FDA's guidance “Appropriate Use of Voluntary Consensus Standards in
Premarket Submissicns for Medical Devices,” available at https.//www.fda.gov/
regulatory-information/search-fda-guidance-documents/appropriate-use-
voluntary-consensus-standards-premarket-submissions-medical-devices.

a) Submission includes an explanation of how the data generated from each test
supports a finding of substantial equivalence (e.g., comparison to predicate
device testing, dimensional analysis, etc.).

39) The device has a device-specific guidance document, special controls, and/or
requirements in a device-specific classification regulation regarding performance data
that is applicable to the subject device.

a) The submission addresses performance data recommendations outlined in the
device-specific guidance.
OR

The submission provides an alternative approach intended to address the
applicable statutory and/or regulatory criteria.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

510(k) RTA Checklist (02/14/2020)
Page 11 0of 13



b) The submission includes performance data that addresses relevant mitigation
measures set forth in the special controls or device-specific classification
regulation applicable to the device.

OR O | 0| X
The submission uses alternative mitigation measures and provides rationale
why the alternative measures provide an equivalent assurance of safety and
effectiveness.
40) If literature is referenced in the submission, submission includes: X
41) For each completed animal study, the submission provides the following: X

L. Performance Characteristics - In Vitro Diagnostic Devices Only
(Also see 21 CFR 809.10(b){12)

Submission states that the device: (one of the below must be checked)

[] is an in vitro diagnostic device.
X is not an in vitro diagnostic device.

If “is not” is selected, the performance data-related criteria below are omitted from the checklist.

510(k) RTA Checklist (02/14/2020)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 12 of 13




Reviewer Sign-Off

Management Sign-Off
(digital signature
optional)*

y CDRH on 08-08-2024

Nosovskyy -S 02:47:41 -04'00°

* Management review of checklist and concurrence with with decision required.

N

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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April 22, 2020</br></br><font face="arial">

<b>Acceptance Review Notification - Accepted</b>
<br/><br/>

</font>

<p>An administrative acceptance review was conducted on your premarket notification
(510 (k)) K200947, and it was found to contain all of the necessary elements and
information needed to proceed with the substantive review. We will contact you should
we require any additional information during the course of the substantive review. The
lead reviewer assigned to your submission is Mykhaylo Nosovskyy.</p>

<br><br><br><p>*** This is a system-generated email notification ***</p>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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U.B. FOUD & DRUG

ADRIMIRTHRATION

July 2, 2020

InMode Ltd.

% Amit Goren

Regulatory Manager

A. Stein - Regulatory Affairs Consulting Ltd.
20 Hata'as Str., Suite 102

Kfar Saba, Isracl 4442520

Re: K200947/3001
Trade/Device Name: InMode System with the Morhpeus8 Applicators
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical Cutting and Coagulation Device and Accessories
Regulatory Class: Class 11
Product Code: GEI
Dated: June 10, 2020
Received: June 12,2020

Dear Amit Goren:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
cnactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/ctomn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class 111 (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

11.5. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

v i

e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.cov/combination-products/cuidance-regulatory-information/postmarketing-safetv-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-satety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Digitally signed by Long H. Chen

Long H. Chen -S
Date: 2020.07.02 14:37:41 -04'00'

Long Chen, Ph.D.

Assistant Director

DHT4A: Division of General Surgery Devices

OHT4: Office of Surgical

and Infection Control Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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U.S, FOUOD & DRUG

ADRINIZTRATION

K200947
InMode Ltd.

Trade/Device Name: InMode System with the Morhpeus8 Applicators
Contact Name: Amit Goren

This document is being communicated via e-mail as an attachment. The date on which FDA sent this e-mail
is the official date of this correspondence.

We have reviewed your submission K200947 and have determined that additional information is required.
Your file is being placed on hold pending a complete response to the attached deficiencies.

Please submit your response, referencing the submission number K200947 to:

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Control Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Please refer to the eCopy guidance at https://www.fda.gov/media/83522/download for current information on
eCopy requirements.

Your response is due within 180 days from the date of this request, which is the hold date plus 180 days. If a
complete response is not received in CDRH's Document Control Center by this date, we will consider this
submission to be withdrawn, and we will delete it from our review system.

You may not market this device until you have received a letter from FDA allowing you to do so. If you
market the device without FDA clearance, you will be in violation of the Federal Food, Drug, and Cosmetic
Act.

If you would like a meeting or teleconference with the review team and management to discuss your planned
approach for responding to the attached deficiencies, please submit your request for feedback as a
Submission Issue Q-Submission (Q-Sub). Please note that a Submission Issue Q-Sub does not take the place
of a formal response to this email notification. As noted above, FDA will consider this submission to be
withdrawn if FDA does not receive, in a submission to the Document Control Center, a complete response to
all of the attached deficiencies within 180 calendar days of the date of this request.

This request for additional information has undergone supervisory review to ensure that the deficiencies
cited are least burdensome and relevant to the marketing decision. Please see the revised guidance
"Developing and Responding to Deficiencies in Accordance with the Least Burdensome Provisions" issued

11.5. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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on September 29, 2017 (https://www.fda.gov/media/71735/download) for clarification regarding major and
minor deficiencies.

MAJOR DEFICIENCY LIST

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

FDA is offering a teleconference within 10 calendar days from the date on this letter to address any
clarification questions you may have pertaining to the deficiencies. If you are interested in a teleconference,
please provide (1) proposed dates and (2) a list of your clarification questions via email at least 48 hours

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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before the teleconference to the lead reviewer assigned to your submission. We would like to emphasize that
the purpose of the meeting is to address specific clarification questions. The teleconference is not intended
for review of new information, test methods or data; these types of questions could be better addressed via a
Submission Issue Q-Submission (Q-Sub). For additional information regarding Q-Subs, please refer to the
Guidance for Industry and FDA Staff on Medical Devices: Requests for Feedback and Meetings for Medical
Device Submissions at https://www.fda.sov/media/1 14034/download.

Least Burdensome (LB) Flag

The LB flag is an approach to allow 510(k) submitters the opportunity for the informal review by or on
behalf of Division management of an issue raised in an FDA request for additional information (i.e., a
deficiency letter). The goal of the LB flag is to quickly address FDA requests that submitters do not believe
are least burdensome or when submitters believe they are being held to a different standard than their legally
marketed predicate device. The LB flag is not intended to clarify deficiencies, is not an appeal under 21 CFR
10.75, and is not intended to provide a review of a proposed response to deficiencies.

If you would like to throw the LB flag, FDA has several criteria that should be met before you submit your
request:

e You should have tried to address your concern by discussing it with Division management before
attempting to throw the LB flag. This discussion with Division management may take place as part of
a teleconference (such as the voluntary teleconference held within 10 days following transmission of
an Additional Information letter to clarify deficiencies), email, or a Q-Submission Submission Issue
Request.

e Your flag should generally be limited to two topic areas. Topic areas are common premarket review
deficiency categories that apply to many device types across multiple reviewing Divisions. Examples
of topic areas include biocompatibility, sterility, reprocessing, software, electromagnetic
compatibility, wireless, electrical safety, clinical, and non-clinical performance testing.

e If you would like to discuss issues pertaining to more than two topic areas, you should contact
S10K Program(@fda.hhs.zov for more information.

e You should throw the LB flag within 60 calendar days of the date that FDA sent the deficiency letter.

Upon meeting the criteria, you should send a short email (e.g., 1-2 page) that includes: 1) a summary of the
deficiencies under disagreement, 2) a summary of relevant communications with Division management, and
3) a proposed path forward. The LB flag should be sent to the lead reviewer and their Assistance Director.
You should also copy 510K _Program@fda.hhs.gov on your LB flag email request. Within two business days
of your email, your request will be acknowledged by the reviewing Division. If you do not meet the criteria
for the LB flag, you will be notified in this acknowledgement email.

Your LB flag should contain sufficient information to determine whether the deficiency letter was not least
burdensome, or you are being held to a different standard than your predicate device. FDA may request a
phone call with you to discuss your concern further and intends to communicate feedback from Division
management on LB flags through email no later than 21 calendar days of their receipt. Please note that the
LB flag does not change the deadline for your response to the Document Control Center. If you have any
questions, please contact 510K _Program(@i{da.hhs.gov.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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NeOleiree
REGULATORY AFFAIRS CONSULTING LTD.
Beit Hapa'amon (Box 124)

20 Hata'as St., 4442520 Kfar Saba ISRAEL
Tel: +972-9-767-0002 Fax: +972-9-766-8534
E-mail: ahava@asteinrac.com

June 10, 2020

510(k) Document Mail Center (WO66-0609)
Office of Device Evaluation

Center for Devices and Radiological Health
Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

U.S.A.

Re: K200947 AINN Response letter for the InMode System with the MorhpeusS8
Applicators

Dear Mykhaylo Nosovskyy,

Further to your K200947 AINN hold letter, dated June 07, 2020, enclosed please find our
responses. The enclosed response is arranged such that the questions from your e-mail letter
are printed in bold lettering with our responses following in regular print.

The e-copy is an exact duplicate of the paper copy.

I trust that the information included in this supplement, will be adequate to allow for its
prompt review. If vou have any questions or comments, please don't hesitate to contact me
at the following telephone no. +972-9-767002, fax no. +972-9-7668534 or by e-mail to
amitdiasieinrac.com.

Thank you for your cooperation and understanding.

Sincerely vours,

(b)(6)

Amit Goren, PhD,

Senior Regulatory Affairs Consultant,

A Stein — Regulatory Affairs Consulting Ltd.,
for InMode Ltd.

Questions? Contact FDA/CDRH/OCE/DID at CORH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MAJOR DEFICIENCY LIST

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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List of Appendices:

Appendix 1.0: Revised 510(K) Summary

Appendix 2.0: Revised Indication For Use Statement (Form FDA 3881)
Appendix 3.0: Revised Operator Manual (Red-lined and Clean Versions)

Appendix 4.0: Revised Brochure

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix 1.0: Revised 510(K) Summary

Questions? Contact FDA/CDRH/OCE/DID at CORH-FOISTATUS@fda.hhs.gov or 301-796-8118
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S510(K) SUMMARY

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix 2.0: Revised Indication For Use Statement (Form FDA 3881)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



DEPARTMEN PPN R ERE A RTARP LR AR Released by CDRH op 0808 202 ved: OMB No. 0810-0120

Food and Drug Administration Expiration Date: 06/30/2020
Indications for Use See PRA Statement below,

(b)(4)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only o requirements of the Paperwork Reduction Act of 1985.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.~

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send commenis regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief information Officer
Paperwork Reduction Act (PRA) Siaff
PRAStaf@rda. hhs.gov

“An agency may not conduct or sponsor, and a person is not required fo respond to, a collection of
information uniess it displays a currently valigd OMB numper.”

FORM FDA 3881 (7M7) Page 1 of 1 PSC Publishing Services (301) 435740 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix 3.0: Revised Operator Manual (Red-lined and Clean Versions)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The manual and the sguipment described are for use only by qualified medical
professionals trained in the particular technigue to be performed.

Federal {USA) law restricts sale of this device by or on the order of a physician,

Read this manual to become familiar with all safety requirements and operating
procedures before attempting to operate the System.

The InMode Blatform with Morpheus8 Applicators employs bi-polar Radio-frequency
{RF} technology for various aesthetic applications. The Morpheus8 Applicators are
used with inMode platform. The device provides individual adjustment of treatment

parameters to achieve maximum efficiency and safety for each patient and
applications.

The following conventions in the form of notes and warnings are used in this manual:

& WARNING! This information is extremely important!

ATTENTION! Consult Accompanying Documesnt.

NCTE! Provides general information that is important to keep in mind.

(IDINMODE 10f36
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CSA marking
{212603 (54 master contract number)

‘ Do not discard in trash, Electronic eguipment should
f}f be disposed of in an appropriate manner

Fuse

Type BF Equipment

HF Isolated Patient Circuit

Follow the operating instructions

Caution: Federal law restricts this device 1o sale by
or on the order of a Physician

Do not reuse/single use only. This symbol is used for
disposable one-time-use products.

This equipment intentionally supplies non-ionizing
iﬁg)} RF energy

Sterilized by Radiation

Table 1-1: Device Symbols

CIDINMODE 2 0f 36
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o
E

This chapter describes safety issues regarding the use and maintenance of the
Meorphsus8 Applicator, with a special emphasis on electrical safety.

The system is designed for safe and reliable treatment when used in accordance with
proper operation and maintenance procedures. Only trained, gualified practitioners
can use the systemn. The operator and all other personnel operating or maintaining
the system should be familiar with the safety information provided in this section.

The primary consideration should be to maximize safety for both treating attendant
and patient.

Read this chapter to be familiar with all its safety requirements and
operating proceduras prior to system operation.

RF energy can cause injury if used improperly.

High voltage is present inside the System.

Abways be aware of the possible dangers and take proper safeguards as
described in the manual,

¥ Well-trained staff is key for assuring patient safety. A patient history report
should be completed prior to scheduling. Patients should be fully informead
of the treatment details, the likely results and any risks associated with the
freatment.

¥ jewelry and metal accessories that are within the activation range of the
Applicator should be removed 1o avoid accidental RF conduction.

¥ Patients will not be in contact with any metal or other alternate pathway to
sround whilst the System is in use.

& Only authorized individuals with appropriate training and knowledge should
operate, assist in the operation of, or provide maintenance to the device
with Morpheus8 Applicator.

CIDINMODE 30f36

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024
Optimas System Operator Manual Section 2: Safety

#  personnel should not operate the System uniil they have been fully
educated in its use. Make sure that all freatment personnel are familiar with
the System controls and know how to shut down the System instantly.

¥ There are no user-serviceable parts in the System, and all service and repair
must be performed only by the factory or authorized fisld service
technicians.

The following cautions should be heeded for safe System use:
¥ Do not touch the System’s inner parts.

¥ Service is supplied by company authorized personal only.

¥ Toaveld damage, do not allow the Applicator to come in contact with hard
materials.

P

¥ Keep all covers and panels of the System closed. Remuoving the covers
creates a safety hazard.

®  Keep hands away from the applicator during the System start-up.

¥ Perform maintenance procedures when the System is shut down and
disconnected from the power.

¥ The System is grounded through the grounding conductor in the power
cable. This protective grounding is essential for safe operation.

¥ Move the System slowly and carefully. The System weighs approximately
15kg (23 b.) and may cause injury if proper care is not used when moving it.

¥ Provide as much distance as possible between the System, RF Applicator and
other electronic equipment as the activated RF generalor may cause
interference between them,

aangeey

73

5

Do not use the System in the presence of explosive or flammable materials.

® Materials conducting RF energy may cause temperature rise of the
absorbing material. Do not use the System in the presence of explosive or
flammable materials conductive to RF.

(IDINMODE 4 of 36
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¥ Do not use flammable substances when preparing the skin for treatment. Be
especially careful with the use of owygen.

¥ Keep drapes and towels moist to prevent them from igniting and burning.
Use nonflammable prepping solutions.

¥ {f alcohol is used for cleaning and disinfecting, it must be allowed to dry
thoroughly before the Systemn is used.

The System incorporates the following safety features. All personnel operating the
Systemn should be familiar with these features.

¥ The Systemn has unigue password 1o avoid device operation by non-
authorized personnel.

¥ The power electronics cannot be activated unless the applicator and
Footswitch have been connected to the System

¥ An audible tone indicates energy activation.
¥ During activation, the System performs a self-test of the hardware.

¥ Hardware is tested every 10ms to ensure proper operation of electrical
circuit,

¥ During activation, the System performs a self-test of the hardware.

¥ Hardware is tested every 10ms 1o ensure proper aperation of electrical
gircuit,

¥ The System starts at a low setting.

¥ Examnine the connection of the Applicator through the connectors to the
System before using. Ensure that the accessory functions as intended.
Improper connection may result in arcs and sparks, accessory malfunction,
ot unintended treatment effects,

¥ Do not wrap the Applicator cords around metal objects. |t may induce
current that could lead o electrical shocks, fire or injury to the patient or
personnel.

¥ When using the Morpheus8 applicators, ensure that all electrodes are in full
contact with the skin. Bad coupling of electrodes with the skin resulis in a
specific warning sound, a message on the screen, and disabling of RF.

(IDINMODE 50f 36
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¥ The tips are for single use only. Do not try to reuse them. Re-use of the tips
may cause for unintended cross contaminations and infections, create loss
of integrity that may affect the performance and make the Device non-
functional.

Do not connect a wet accessory 1o the System.

Do not immerse the applicator under water at any time.

The Morpheus8 12, 24, 40 & T Tip heads arrive sterilized in gamma rays and
cannot be autoclaved.

> BB B

The Morpheuss Tips are for single use only!

(IDINMODE 6 of 36
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This equipment is for use only by gualified medical professionals trained in
the particufar technique to be performed.

Only Applicator manufactured or approved by InMode Lid. should be used
with InMode System with Morpheus8 Applicator,

Cannect the power cord to a properly polarized and grounded power
source with the frequency and voltage characteristics that match those
listed on the back of the unit.

Connect the System power cord to a properly grounded receptacle. Do not
use power plug adapters.

Abways turn off and unplug the device before cleaning.

>B> B B> B P

The patient should not come into contact with metal parts which are
earthed or which have an appreciable capacitance to earth. The use of
antistatic sheeting is recommended for this purpose. Treatment bed or
chair should not be electric,

Use the lowest oulput setting necessary to achieve the desired treatment
effect. The higher RF is applied, the greater the possibility of unintended
thermal damage.

Failure of the equipment could result in an unintended increase of output
power,

The cables of the Applicator should be positioned in such a way that contact
with the PATIENT or other leads is avoided.

> B B> P

Fire / Explosion Hazard - The following substances will contribute to
increased fire and explosion hazards in the operating room:

— Flammable substances {such as alcohol-based skin prepping agents and
tinctures).

- Naturally occurring flammable gases which may accumuliate in body
cavities such as the bowel,

- Owygen enriched atmaospheres.

— Oxidizing agents {such as nitrous oxide [N20] atmospheres).

(IDINMODE 7 0f 36
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—  Endogenous gases.

A The RF energy and heating associated with the System can provide an
ignition source. Cbserve fire precautions at all times. When using InMode
System with Morpheus8 Applicator in the same room with any of these
substances or gases, prevent their accumulation or pooling within the ares
where Morpheus8 procedures are performed.

A The operation of the InMode System with Morpheus® Applicator may
adversely influence the operation of other electronic EQUIPMENT.

A To avoid the RISK of electric shock, this equipment must only be connected
to a SUPPLY MAINS with protective earth.

& Do not use Morpheus on patients with pacemakers or internal
defibrillators.

InMode Lid.
1 l\J Tavor Buikling
. Shaar Yolmeusm

PO.Box 533

P MO DE 22

Yokneam, Israst

e condy woiith InMude Equipment: LBSE 7008

mooer: [nMode
AGG606666A

Service REV: XNN

Input Power  100-240 [V~] 12 [A] max
Mzin Fragquency © 50 - 60 [Hg]

R (01)072000E6633252
™ (113160101

P (20XwwYvIDNR
ade (91)XNN 32Kg

Manufactured by InMode Lid, Tsrael

LBGOGTISA 2x T12.5AL, 250V

) =3
E®ADE CE.. Kon

Figure 2-1: inMode Device label
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i’

FOOTSWITCH

Figure 2-2: Footswitch Label

As required by national and international regulatory agencies, appropriate warning
and information labels have been attached in specific locations on the instrument as
identified below.

The following device labels are located on the InMods System with Morpheus8
Applicator device console and the Applicator:

The Applicator certifications and identification labels are attached fo connectors on
the Applicators. It states that the product conforms to the performance standards,
and indicates the manufacturer’s name, date of manufacturing, model and serial
number of the Applicator. The following labels are located on the Applicator:
Manufacturer identification labeling is placed on the Applicator

MODEL : Morpheus8
IREF |: AGS07401A
SIN |: XWWYYIDNN
sgmca REV: XMN L.] 20460101

(B GTZFO0T65633612
€113 140101
: E2YINWUHYYITDMN
ST PY
EBRB YRGS
oy ¢
— Iﬂ EgiOnw

Figure 2-3: Morpheus8 Applicator Identification Labels
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mopee MorpheusB - 40 Tip - }rﬁ moper. Morpheus8 -12 Tip ok
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TEF| AGGDO135A — o 7R AGG09136A ~ e
bd: 20381331 = S (GLOTSODIGEIAEIS  GgF 20I12-31 =

SIS (01N TRO00E6EII6RT
g.f {11)181231
@E {17)191231

{ 10}18-20

QTY: NN

T {11)188231
(17192231

: QTY' NN
Wak (10J18-20 Sue st st

REC vk g

i) REAKNE e LSRAEE.
& E{ Only

LRGN

; *3; HRADE in rsml
2@ gi Oy

Figure 2-4: : Morpheus8 (24 Pin} Tip (Upper Left), Morpheus8 T Tip, Morpheus8 Body {40 Pin)
Tip {Lower Left), Morpheus8 Prime (12 Pin} Tip {Lower Right)

The following is a list of the different eguipment used and their classifications.

®  Flectric shock protsction: Class |, Type BF for the RF Applicator.

¥ Protection against ingress of liquids: Ordinary eguipment.

¥ Not suitable for use in presence of flarmmmable substance.

¥ power receptacle must include protective earth and must be checked before

connecting the System,.

The InMode Systems with the Morpheus® Applicators is classified as Class Il device
defined by the FDA CDRH and complies with 21 CFR subparts E.

(IDINMODE
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®  The System will require a separate line supply of single phase {100Vac; 154}
or {115Vac; 154} or {230Vac; 15A) or {240Vac; 15A) 50-60Hz. Zmax = 0.030.

¥ Power receptacles must be within 15 feet of the System site.
¥ The Systemn should not share a power line with other eguipment.

¥ Power receptacle must include protective sarth and must be checked before
connecting the Sysiem.

& For continued protection against fire, replace the fuse only with one of the
same types and rating.

& Proper grounding is essential for safe operation.

¥ Corrosive materials can damage electronic parts; therefore, the System
should operate in a non-corrosive atmosphere.

¥ For optimal opsration of the System, maintain room temperature between
202.272C {682-792F) and relative humidity of less than 80%.

The System includes the following:
& System platform
®  Applicator Handle & Detachable Tips
¥ Applicators cradles
¥ Footswitch
| Operator manual

8 power cord

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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in order to unpack the device:

1. Remove the paper strip and apen the box

2. Remove accessories and foams around the device,

3. Take device out of the box using top and bottom handles.

12 0of 36
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The System is designed for installation in a clinic environment. To install the System,
perform the following tasks:

¥ Check the System and all its components for damage.

¥ Connect cradle to the device.

¥ Connect Applicator to the connector and place into the cradle.
¥ Connect the Footswitch.

¥ Connect the power cord to the System inlet.

¥ Plug the System Power Cord into an appropriate electrical outlet.

¥ Turn the System off.

®  Disconneact the Power Cord.

¥ Disconnect the Applicator.

¥ Disconnect the Footswitch.

¥ Release the Wheel Brakes.

¥ Slowly push or pull the System using the handle.

| When moving the System to another facility, lift the System o the vehicle
and lay it carefully on its side.

Never lift, pull or push the System using the operating panel.

Ablways use the handles when moving the System,.

Upon unpacking, check the System for mechanical damage {e.g., cracks in
the cable insulation).

To comply with Europsan Commission Directive 2002/96/EC on Waste Flectrical and
Electronic Eguipment {WEEE) and other country and state regulations, please DO
NOT dispose of this equipment in any location other than designated locations.

(IDINMODE 13 of 36
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Power Cord inlet
100-240V~, 154, 50-60Hz.

Fuse Holder

Rating is T 12.5A, 250V. Replace fuses if needed, only with fuses having
exactly the same rating.

Software Flash Memory Plug

The software plug is a flash memory with the machine software. The
software plug should be screwed to the connectors. To tighten and/for
loosen the screws use fingertips only. Do not use screwdriver as it can
damage the connectors.

Footswitch Connectoy

Footswitch is connectad to the inlel. Footswitch activates RF energy if
the Systemn is in Ready mode. Place the Footswitch on the floor near
the treatment area.

The Operator Control Panel is located on the upper side of the System. The Operator
Control Panel consists of On-Off switch, four funciion keys, an information screen and
hand piece connectors {Figure 4.1},

Figure 4-1: Operator Control Panel
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Power Gn-Gff Power switch turns System On and Off.
Switch
Hand piece RF power cannot be activated if Applicator is not connected to
connector the connector.
LCD Soreen LCD screen shows information about machine status,

freatment parameter, Touch screen allows to user change
treatment parameters and device mode

The Progress screen appears after the On-0Off switch is turned on.

Figure 4-2: Progress Screen

*The SW version number will be displayed according to the software version.

After entering the individual code on the Login Screen, non-authorized use of the
device is prevented.
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Figure 4-3: Login Screen

Software is loaded from the plug and self-test of the System modules is performed. After the
end of the self-test the Menu Screen appears.

Figure 4-4: Mlenu 5creen

The Menu Screen allows the selection of the connected Applicator, or entry to the
Utilities Screen.
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Figure 4-5: Utilities Screen

The Utility Screen contains:

Volume This function allows the user to adjust the System volume.
Change Change the password by entering the old password and then
Password entering another 4-digit password.

Calibration M/ A

Rain Menu Return to the Main Menu to select an applicator.

After returning to the Menu Screen and choosing the application on the Menu
Screen, the corresponding Treatment Screen appears,

Figure 4-6: Morpheus8 Treatment Screen
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Tip

Allows selecting the Tip.
Available Tips are: 7, 12 Pin, 24 Pin tip and 40 Pin.

Depth

Allows selecting the pins length and penetration depth
according to dermis thickness in treated area to provide
effective sub-dermal treatment.

Available depths for Morpheus 8 are;

For the Morpheus8 Prime {12 pins) Tip: 1 to dmm {in
increments of Imm])

For the Morpheus& {34 pin} Tip 1 o 7mm {In increments of
imm}

For the Morpheus® Body {40 pins) Tip 2 to 7mm {In increments
of Imm}

When connecting the Morpheus& T Tip, depth control is
disabled and the pin length is fixed {0.5mm]).

Energy

Delivered energy is changed from level 5 to 60 energy levels and
the System starts up at the minimal energy setting.

Mode

Selects between Cycle mode when needle goes ocut and in at
each pulse and Fixed mode which is solely used for T tip,

Counter Reset

Counter can be reset.

Puise Counter

Shows number of pulses delivered on one zone and total
number of pulses from the beginning of the treatment.

System Mode

The System has three treatment modes: Standby, Ready, and
Active,

Standby mode allows the user to set treatment parameters.
Activation of energy is not allowed in Standby mode.

In Ready mode, the system is waiting for a signal from the foot
switch to activate the energy. Any attempt to change the
treatment seltings switches the systemn to Standby mods.

When the signal from the footswitch is indicated, the system
switches to Active mode. Any attempt to change the treatment
seitings switches the system to Standby mode,

Main Menu Return to the Main Menu to select another applicator and
change the applicator if nesded.
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Morpheus® Applicator {Figure 4.7} comprise motor with actuator pushing needie
electrodes out to pre-determined depth of up to 7mm. The tip {Figure 4.8} is
connected or disconnected with the Applicator.

Figure 4-7: Morpheus8 Applicator

Tip See below table for Tip specifications.

Handle The Applicator handle is made of plastic and has an
ergonomic design for easy treatment, with high visibility of
the treated area.

Cable The Cable has a length of 270om.

Connescior The Connector is connected to the front panel of the Systermn.
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Figure 4-8: Morpheus8 Tip (Left} and Coated Needle {Right)

Figure 4-9: Morpheus8 T Tip {Left), Morpheus8 Prime {12 Pins} Tip {Center-Left), Morpheus8
{24 Pins} Tip {Center-Right), Morpheus8 Body {40 Pins} Tip (Right)

A Morpheus8 Tips are for single-use only!

The table below summmarizes the specifications of the various Morpheus§ tips:

Tip Name Pins Depth Energy Cycle Mode | Fixed Mode
number mm Levels

Maorpheuss ~ Body 40 2,3,4, 5-60 Yes NA
56,7

Morpheus8 - 24 1, 2,3, 5-60 Yes NA

4,5,6,7
{Imm-5-30}

Morpheus8 — Prime 12 1,2,3,4 5-30 Yes NA

Morpheus8 T 24 0.5 5-30 NA Yes
Fixed
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This section of the manual explains how to start the device, operate it, and turn it off.

Prior to using or connecting the Applicator, inspect the System and
Applicator for possible mechanical damage.

1. Connect the Applicator to the Applicator connector socket on the System.

2. Press the On-Off button on the control panel to turn the device on. The System
loads the software and enters the Login Screen.

3. Enter password to get access to the device. If password is correct the System
enters Menu Screen.

4. The Systemn loads the software and enters a self-test mode. if any problem is
detected during the test the error message will appear {See Troubleshooting
Section in this manuall. If the test is passed correctly then the System
automatically enters the Menu Screen.

5. Select the application from the Menu Screen and System will enter the
Treatment Screen,

5. Yerify on the screen that the Software version is properly displayed and the
connected Applicator type is recognized correctly.

7. Select the treatment parameters using Up and Down keys.
&. Press the Standby icon that will change to Ready.
3. To start treatment, press the Footswitch for RF applicators.

10,  Apply Applicator to the treated area, ensuring a full contact with pressure.

¥ Toshut down the System turn the On-Off switch off.

¥ Tyrn the Main Power switch off at the end of the day.
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The Morpheus8 Applicators are designed for delivering RF energy to the dermal and
sub-subdermal tissue in a fractional manner with the energy applied to <5% of the
total coverage area. The energy is delivered to the skin through bipolar arrays of
coated needles and results in localized heating and coagulation of the tissue that s in
direct contact with the needle tip. The Morpheus8 Applicator is a versatile fractional
technology to treat different body areas.

The Morpheus® Applicators are intended for use in dermatological procedures for
electrocoagulation and hemostasis,

At higher energy levels greater than 62 mi/pin, use of the Morrpheus8 {Fractora}
Applicator is imited to Skin Types -V,

¥ Pacemaker or internal defibrillator, or other metallic or electronic implant
anywhere in the body. The Hand piece should be used at least 1om away
from cochlear implants in the ear.

¥ Permanent implant in the treated area such as metal plates, screws and
metal plercing or silicon, unless deep enough in the periosteal plane.

¥ intra-dermal or superficial sub-dermal areas injected with
Botox®/Ha/collagen/ffat injections or other augmentation methods with bio-
material, before the product has been dissipated {up to & months), except
Botox after binding to the facial muscles {3-7 days). It is possible to treat
sponer over injectable products placed in the deep, periosteal plane, as soon
as the area has healed {1-3 weeks).

®| Current or history of skin cancer, or any other type of cancer, or pre-
malignant moles.

¥ Pregnancy and nursing.

¥ Seyere concurrent conditions, such as cardiac disorders or sensory
disturbances.

¥ impaired immune system due to immunosuppressive diseases such as AIDS
and HIV, or use of immunosuppressive medications.

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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¥ patients with history of diseases stimulated by heat, such as recurrent
Herpes Simplex in the freatment area, may be treated only following a
prophylactic regime.

¥ Poorly controlled endocrine disorders, such as diabetes or thyroid
dysfunction and hormonal virilization.

¥ Any active skin condition in the treatment area, such as sores, psoriasis,
eczema, and rash.

®  History of skin disorders, keloids, abnormal wound healing, as well as very
dry and fragile skin.

¥ History of bleeding coagulopathies or use of anticoagulants in the last 10
days

®  Any facial surgery performed within a year prior to treatment.

¥ Facial dermabrasion, facial resurfacing, or deep chemical peeling within the
last three months, if face is treated.

¥ Having received treatment with light, laser, RF, or other devices in the
treated area within 2-3 weeks for non-ablative procedures, and 6-12 weeks

for ablative fractional laser resurfacing {according to treatment severity)
prior to treatment, except special recommendations.

¥ Use of Isotretinoin {Accutane®) within & months prior to treatment.

®  Use of non-stereidal anti-inflammatory drugs {NSAIDS, e.g., thuprofen-
coniaining agents) one week before and after each treatment session, as per
the practitioner’s discretion.

¥ Treating over tatioo or permanent makeup to be kept.
¥ Treating over the lips.

¥ Skin type Vi and dark V1 patients treat with caution.

¥ Treating over hair bearing surfaces.

¥ irritable skin like excessively tanned skin from sun, tanning beds or tanning
creams and sprays within the last two weeks.

¥ As per the practitioner's discretion, refrain from treating any condition that
right make it unsafe for the patient.
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¥ Possible adverse effects include but are not limited by: discomfort or pain,
excessive skin redness {erythema) and/or swelling {edema), damage to
natural skin texture {crust, blister, and burn}, change of pigmentation
{hyper- and hypo-pigmentation}, and scarring.

¥ Erythema lasting not longer than 24h and edema for 1-3 weeks is a typical
skin reaction to the freatment.

®  Crusting from the ablated dots will exfoliate naturally after 1-3 weeks.

¥ The patient must understand the importance of pre-treatment and post-
treatment instructions and that failure to comply with these instructions
may increase the probability of complications.

During the patient’s first visit the treating attendant should:
¥ Complete or update the patient's medical and physical history.
¥ Exclude from treatment anyons with the listed contraindications.

¥ Determine why the patient is seeking treatment and what his/her
expectations are.

¥ Determine accurately the patients Fitzpatrick skin type.

g inform the patient about treatment arrangement, typical treatment results
and possible side effects and discomfort.

¥ Instruct the patient about the safety warnings.

¥ Advise the patient to avoid skin irritation or intentional skin tanning.
Sunscreen is advisable when outdoors during daylight hours

¥ Asian patients and those with skin types V-Vl should be treated gradually by
bisaching products & weeks prior treatment and stop at least 42 hours prior
Maorpheuss treatment to minimize risk of post inflammatory byper-
pigmentation.

¥ Prophvlactic antiviral therapy should be prescribed for patients with history
of cold sores {Herpes Simplex) when treating around the mouth.

¥ Stop anticoagulants 7-10 days prior to treatment, if medically permitted.

8 Clean the treatment area.
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®  Apply anesthesia:
- Topical anesthetic can be applied as needed prior to treatment.

¥ Cooling methods, such as air cooling, sterile ice-packs, or sterile Iatex gloves
filled with ice, help patient comfort during and after treatment.

The patient should shave the area to be treated. Long and dense hairs
prevent electrode contact with the skin’s surface.

A The operator shall inspect the hand pleces functionality prior to use, by
attaching the disposable tip, pressing the footswitch and observing the pins
1o come out and returning back,

& In case of engine failure when the pins of the hand pleces do not retract out
of the skin, detach the disposable tip from the hand plece and release the
spring mechanism manually.

The Applicator should be thoroughly cleaned before and after use by applying 70%
alcohol-absorbed pad for at least 30 sec.

Before each use thoroughly inspect the Applicator for visible damage and cleanliness.
inspect all components of the Hand piece for visible damage.

The Morpheus8 tips arrive sterile and are for single use only!
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A small test spot should be performed in a non-conspicuous ares of the treatment
site, prior to the first complete session. Test spot is performed to establish the
following requirements:

#  Confirm the patient's suitability for treatment:

- For skin types | — Hl wait 10-15 minutes before assessing the skin
response.

- For skin types V-V wait 2-3 days if energy level <30 is used and 7-10
days if energy level »30 is used.

¥ Establish and confirm treatment parameters: if the desired end-point of
erythema and edema — in a tip-shaped pattern — has not been achisved
within 10-15 minutes, increase the RF energy. if the response is excessive,
decreass the parameters.

1. Apply the necessary means of anesthesia. {f topical, make sure that it is
cleansd off the face befors treatment and the skin is dried with alcohol 70%.

2. Ensure that skin is clean and dried with alcohol 70%.
3. Take an alcobol cleaned and dry tip and connect it to the Applicator in the
groove,

4, Connect Applicator to the System.

5. Follow Device Start-Up Procedure from System Cperation section,

&. Select tip and set treatment parameters.

7. Malke sure that the treatment settings correlate to the treated tissue depth.
8. Always start with a low energy level, test patient comfort and observe the

skin's response before increasing the energy. Tips, depth and energy levels
may vary according to physician discretion, based on patient responss.

9. On sensitive thin skin area apply lower parameters.

10, Darkskin {V-V!) treat with restricted energy, starting at the minimal suggested
energy level or lower, adding 5 levels each visit (every 3-4 weeks).

11, Apply the Applicator to the treated area ensuring a contact with pressure to
minimize discomfori, and press footswitch to deliver RF energy.

12, Move Applicator to the adjacent area and activate RF again.
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13.  Move 1o adjacent areas with no overlapping of side-electrodes {30-50%
overfap).

14,  The endpoint is substantial erythema and edema, visible ablative craters, and
burnt tissue smell often accompanied by tingling heat sensation.

The below list summarizes the Treatment recommendations per each tip type:

Tip name Treateent aregs

Morpheus Prime {12 pin} Tip Dermal and subdermal treatment of small

areas difficult to maneuver

Morpheus8 T Tip Superficial {epidermal} treatment
Morpheusd {24 pin} Tip Dermal and subdermal treatment
Morpheus8 Body {40 pin} Tip Dermal and sub-dermal treatment of large
body areas

Typical number of treatments is 1 to 6 and depends on used energy and treatment goal

Typical down time is 1 to 6 days and depends on used energy and number of passes

The number of treatment sessions depends on the individual patient and treatment
aggressiveness and may vary from 1-6 sessions, depending on used energy and
treatment goal, as well as patient tolerance and skin response. Treatments are
typically repeated every 3-6 weeks.

It is recommended to schedule a follow-up session 2-3 days after the treatment to
ensure safe healing process.

Typical down time is 1 to 6 days and depends on used energy.

Treatment should be concluded when the results are satisfactory to the patient or
according to the physician’s discretion. Generally, 3-6 sessions are needed for mild to
moderate depth settings. It is not typical to perform more than five consecutive
sessions; however, more sessions can be performed as per physician discretion. In
some instances, 1-2 sessions may be sufficient,
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After each treatment session, the physician should advise the patient on proper care.
& Cool the skin for 10-20 min.

& Emollient cream or occlusive dressing could be applied to the treatment
area.

¥ Ahernatively, prophylactic antibiotic treatment may be prescribed for 1-3
days post treatment. Patient is to contact the physician if there is any
indication of infection, excessive swelling, redness, undus pain, or any other
unusual or untoward symptom.

¥ Tiny scabs may appear after 1-3 days and stay for several days following the
treatment. The scabs should not be touched or scratched even if they itch
and should be allowed to flake off naturally.

¥ Blisters may be treated with a prescribed antibiotic ointment or burn
treatment cream as per physician's discretion.

¥ During the first two days following treatment the skin should be kept clean
to avoid contamination or infection; any mechanical or thermal damage to
the area must be avoided.

¥ Prophylactic antiviral therapy should be continued for patients with history
of cold sores {Herpes Simplex} when treating around the mouth.

®  Moisturizer may be applied 24-72 hours after each treatment and then
should be applied regularly throughout the course of the treatment. Make-
up may be applied only 24-72 hours after each treatment session. Generally,
24 hours after treatment, patients may use regular soaps, but not scrub
soaps or exfoliates,

¥ The patient should use a high-factor sunscreen {at least 30 SPF} and protect
the treated area from over-exposure to sunlight for at least one month after
the treatment, starting 24-72 hours post treatment. Excessive tanning of any
sort {sun exposure, tanning beds, and artificial tanning lotions} is not
allowed in the treated areas during the entire course of the treatment.

¥ For Asian patients and skin types IV and V, a prescription or compounded
bleaching regimen may be prescribed by the physician for 6-12 weeks, 2-3
times a week following the healing of treatment area {typically 7 days) 1o
minimize risk of post inflammatory hyper-pigmentation. it should be
stopped 48-72 hours before another Morpheus8 session.
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The InMode System with Morpheus8 Applicator provides monitoring of all critical parameters
to ensure safety of patient and user. if any of the following faults are detected system
automatically goes to STAND BY mode.

sy

oo

Problem Description and Checks

System does not turn on ¥ Check power cord connection.
¥ Check that On/Off switch on front panel is on.
®  Check fuses on back panel of the System.

& Call Technical Service if problem persists.

System shuts down by ¥ Check power cord connection.

itself
#  Check fuses on back panel of the System.

®  Call Technical Service if problem persists.

Checksum ®  The software was not loaded properly from
software plug.

#  Check the plug connection and reboot the System.

®  Call Technical Service if the problem persists.

Fault H8002 - Applicator is % Check the connection of the Applicator.

not connected )
¥  Replace the Applicator.

& Call Technical Service if the problem persists.

Fault HBOOS, HBOOF, HBOLO Call Technical Service if the problem persists,
- System Memory Fault

Fault HBODE- System Call Technical Service if the problem persists.
Incompatible Software

Version

Fault HBOOF- System Call Technical Service if the problem persists.

Memory Fault

Faults HBO03Z, HE00S, Call Technical Service if the problem persists.
H8007T - RF Related Faults
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Section 8: System Specifications

Input Power

Main Line Freguency {nominal) 50-60Hz
input Voltage {nominal) 100-240VAC
Input Current {rms) 12A

Operating Parameters

Ambient Temperature Range

15 - 30°C [59 ~ 86°F]

Relative Humidity

30% to 80%, non-condensing

Atmospheric Pressure

90 - 110kPa

Warm-up Time

if transported or stored at temperatures cutside
the operating temperature range, allow one hour
for the device to reach room temperature before
use.

Transport and Storage

Ambient Temperature Range

20~ 65°C [-4 — 149°F]

Relative Humidity

0% to 80%, non-condensing

Atmospheric Pressure

50 to 110kPa

Dimensions
System 4G6om W x 46am [18.2" Wx 182" Dx
D x 100cm H 40 H]
Applicator Cable 270cm L (1007 1)
Weight
System 32.000kg [70.5481b]
Morpheus8 Applicator 0.400kg [1.2681h]
Morpheus8 Qutput Parameters
Maximum Quiput Power 65[W]
Freguency 1MiHz
Crest Factor {Rated Load) 1.4+ 2%
30 of 36
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Figure 8-1: Morpheus Cutput Power versus Impedance

The device has been tested and found to comply with the limits for the medical
devices to the [EC 60601-1-2. These limits are designed to provide reasonable
protaction against harmful interference in a typical clinical installation. This device
generates uses and can radiate radio frequency energy. if not installed and used in
accordance with the instructions, may cause harmful interference to other devices in
the vicinity. However, there is no guarantes that the interference to other devices,
which can be determined by turning the device off and on, is caused by this
instrument.

The user is encouraged to try to correct the interfarence by one or more of the
following measures:

¥ Reorient or relocate the receiving device.
¥ Increase the separation between the devices.
¥ Connect the device into an outlet on a circuit different from that which was
previously used.
CIDINMODE 310f36
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Section 8: Systern Specifications

Consult InMode service personnel for help.

interference to the device may be caused by portable and mobile RF communication
eguipment. In case of an interruption, beware of such a device in the vicinity.

Use of the System with any accessory, transducer or cable other than those
specified may result in increased EMISSIONS or decreased IMMUNITY than

those specified.

The Systern should not be used adjacent to or stacked with other
equipment. If adjacent or stacked use is necessary, the System should be
observed to verify normal operation in the configuration in which it will be

used.

Guidance and manufacturer’'s declaration —~ electromagnetic emissions

The InMode System with MorpheusBHand pieces is intended for use in the electromagnetic
environment specified below. The customer or the user of the InMode System with MorpheusBHand
pleces should assure that it is used in such an environment,

Emissions test

Compliance

Electromagnetic environment ~ guidance

RF emissions CISPR 11 Group 1

The InMode System with Morpheus8
Hand pieces 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 emnissions TISPR 11 Class A

Harmonic emissions Complies

{EC 61000-3-2

Voltage fluctuations/ Complies

flicker emissions
{EC 61000-3-3

The InMode System with Morpheus8
Hand pieces is suitable for use in all

establishments other than domestic and
those directly connected to the public
low-voltage power supply network that
supplies buildings used for domestic
purposes.
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Guidance and manufacturer’s declaration — slectromagnetic immunity

The InMode Systern with MorpheusBHand pleces is intended for use in the electromagnetic
environment specified below. The customer or the user of the InMode Systern with MorpheusBHand
pleces should assure that it is used in such an environment.

dmmunity test

FEC 60601 test level

Compliance
level

Electromagnetic
environment -
guidance

Flectrostatic

* 6 kV contact

+ 6 kY contact

Floors should be wood,

discharge £ 2kV air + 8 kY air congrete or ceramic tile.
{ESDIEC if floors are covered
61000-4-2 with synthetic material,
the relative humidity
should be at least 30 %.
Electrical fast * 2 kY for power + 2 kV for Mains power quality

transient/burst

supply lines £ 1 kY

power supply

should be that of g

{EC 61000-4-4 for input/output lines typical commercial or
fines hospital environment.
Surge + 1 kY differential + 1 kY Mains power guality
{EC 61000-4-5 mode diffarential should be that of &
* 2 k¥ common mode £ 2 kY typical commercial or

mode

corrmon mode

hospital environment.

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

<5 % U {>95 % dip
in Uy} for 0,5 cycle

40 % Ur {60 % dip in
U} for 5 eycles

70% U {30 % dip in
Ut for 25 cycles

<5 % U {95 % dip
in Uy} for Ssec

»85 % dip for
i0ms

60 % dip for
100 ms

30 % dip for
500 ms

95 % dip for
5000 ms

Mains power quality
should be thatof 2
typical commercial or
hospital environment. If
the user of the InMaode
System with Morpheus®
Hand pieces requires
continued operation
during power mains
interruptions, itis
recommendad that the
inMode System with
Morpheus8Hand pieces
be powered from an
uninterruptible power
supply.

Power frequency
(50760 He)
magnetic field
IEC 61000-4-8

3IAfm

3 A/m

Power frequency magnetic
fields should be at levels
characteristic of a typical
location in a typical
commercial or hospital
environment,

NOTE -~ Uy is the AC mains voltage prior to application of the test level.
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Section 8: System Specifications

Guidance and manufacturer’s declaration — slectromagnetic immunity

The InMode Systemn with MorpheusBHand pieces is intended for use in the slectromagnetic
environment spacified below. The customer or the user of the InMode System with
Morpheus8Hand pleces should assure that it s used in such an environment,

IERLUNITY {EC 60601 Compliance Electromagnetic environment —~ guidance
Test Test Level
Level
Conducted 3 Vrms 3y Portable and maobile RF communications
RFIEC 150 kHe to equipment should be used no closer to any
£1000-4-6 30 MHz part of the device, including cables, than the
recommended separation distance calculated
from the sguation applicable to the
3V/m (3] V/m frequency of the transmitier.
Radiéted R 80 MHz to Recommended separation distance
LEE 61000~ 2.5 GHz - ¥
-3

35 = [35] e _
d = [._] VB = E—E VB5 = 9.4 [m]
72 3

B0 MHzto 80O MHz

BOMHzi02,5GHz
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}.

Field strengths from fixed RF transmitters, as
determined by an electromagnetic site
survey,” should be less than the compliance
fevel in each frequency range.’

interference may occur in the vicinity of
equipment marked with the following
symbol:

NOTE 1 At 80 MHz and 800 MHz, the higher freguency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection from structures, obiects and people.

a Field strengths from fixed transmitters, such as base stations for radio
{cellular/cordiess) telephones and land mobile radios, amateur radio, AM and FM radio
broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess
the electromagnetic environment due to fixed RF transmitters, an electromagnetic site
survey should be considered. If the measured field strength in the location in which the
InMeode System with Morpheus8Hand pieces is used exceeds the applicable RF
compliance level above, the InMode Systern with MorpheusBHand pleces should be
observed to verify normal operation. If abnormal performance is observed, additional

(IDINMODE
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measures may be necessary, such as re-orienting or relocating the inMode System with
Morgheus8Hand pieces.

b Over the frequency range 150 kiHz to 80 MHg, field strengths should be less than 3 V/m.

Recommended separation distances between portable and mobile RF communications
gguipment and the InMode System with Morpheus8Hand pieces System

The InMode System with Morpheus8Hand pieces System is intended for use in an
slectromagnetic environment in which radiated RF disturbances are controlled. The
customer or the user of the InMaode System with Morpheus8Hand pieces can help
prevent electromagnetic interference by maintaining a minimum distance between
portable and mobile RF communications equipment {(transmitters} and the inMode
System with Morpheus8Hand pleces as recommended below, according to the maximum
output power of the communications equipment.

Rated maximum cutput Separation distance according to frequency of transmitter [m]
power of transmitter
{Wi 150 kiHz 10 80 MHz 20 MHz 1o 800 800 MHzto 25
35y WiH7 GHz
4 = E_E JB . »;
v [BE p d=|=| VP
d el Rt IR Y P - Ay
E; v E;
0,01 0.117 0.117 0.233
8,1 {.363 0.369 0.738
1 1.167 1.167 2.333
10 3.689 3.689 7.379
100 11.667 11.667 23.333

For transmitters rated at a maximum outpul 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 cuiput power rating of the
transmitter in watts {W) according to the transmitter manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher freguency range
applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection from structures, objects and people.
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FEC 60601-1-2

Environment of intended uses:

Edition 4.0 (2014)

Professional Healthcare Facility Environment

Summary of Test Results

Section 8: System Specifications

Fost Staniard Class! Beverity lpved Teat result
Booumentstion EC 80801-1-2 seclions 4 and 5)
Gereral retirameris R BRC D setiond 11 Sonrsiing
xipmad lgbeds sechion 5.1 Comphas
Cordormty of LUsess’ Manual section 521 - orgias
Aoowracy of Technioa! Dasorl, [ seion 522 - Comgdins
Emission (FC BOGDY-1-2 spclion 7 anu IR0 6D801-2-2 saction 202 6 .13
Corshucked eerission sac 7.3 & Group 1 Clags & Comgling
Frog range 150 RHz - 30 MH: 1 CISPR 1Y o 230, 120 & 100 VAC mains
Fadiged emission sen. F.1 & Groun 1 Glass A Complies
Freg range 30~ 1000 MH2 | CUSPR 11
Harmonie curent amission sen 721 & Al rmsing Comnphes
fost EC81000-3-2  H{EUT with HP BodyTile, PLLERSD,
PLIRRPLUR and BosyFX)
AC mains hiA
{ELIT with HP FaceTe and Fragiom)
Woltage changes, Yollage 500 F22& AC msins Cenrgifing
Susiuagticons and Flicker test EC 81000-3-3
frarnunity JEC 80801-1-2 saction 8§ and 1EC 84601-2-2 seclion 0282}
ity from Eleclrostatio O 81080442 B kY contact discharges & Cornphes
discharge E50) 38 kY e discharges
gty from radistord ECHI000-4-3 | 3.0 Vi 8D M » 27 GiHs, Complies
shanimmeagrstic felds 2% &AM, 1 kH2
frormursdy froen Proximily field G 8100043 List of equsndes, omplies
fronp witelpss communications frean B3 up do 28 Wi,
srgdpment P OIS Heor 217 H2), PR 1 Rz
Wmrnundty from Blectics! Fast | IECG1000-4-4 | 2 2.0 &V on AT migins, Complies
franient (EF T} TriTh ~ 550 ps, 100 kM2
nmunily from Swge EC 3100045 1 210V DRI 22 B RV O Complies
o0 AL Mains,;
TTh - 12580 820 us
framunity from condunted EC 83100048 | A0 80 VR on AL mans Cormgdies
distigbances nduned by & HP cabdps;
racfio-frenuency Selds Q15+ B0 Mz, 80% At 1 Kz
Imwpundly from Vollage dips, EC 81000411 | On 230 & 100 VAC mains: Comples
short interuptions and D%~ 05 cvole & 1 oyois;
wollage vanstions TO% ~ 25 ovolex: §% - 250 ovdlas
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K200947 Sponsor Response to FDA AINN Hold Letter, Dated June 07, 2020

Appendix 4.0: Revised Brochure
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MORPHEUSS

The InMode System with the Morpheus8 Applicators employs fractional RF multi-
electrode technology for dermatological procedure requiring electrocoagulation and
hemostasis.

b is designed to deliver RF energy to the target tissue in a fractional manner, via an array of
12, 24 or 40 pin electrodes arranged on a detachable sterilized disposable tip.

The pin array delivers RF energy to the tissue, resulting in hesting of surrounding tissue
around the electrodes contact, to temperatures leading to electrocoagulation and

hemostasis of micro tissue zones.

BENEFITS

» Advanced design creates extremely uniform effect.

&

Little 1o no thermal damage to dermis.

® Morpheus8 Prime (12 pin) Tip : Dermal and subdermal treatment of small areas

difficult to maneuver.
. Morpheus8 T Tip: Superficial {epidermal) treatment.
x Maorpheus8 (24 pin} Tip : Dermal and subdermal treatment.
» Morpheus8 Body (40 pin) Tip : Dermal and sub-dermal treatment of large body

areas,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

| N M O D E Formoreinformation, please visit WWW.INMODEMD.COM
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]AY, Stoir RECEIVED

haooa4 |

REGULATORY AFFAIRS CONSULTING
Beit Hapa'amon (Box 124)
20 Hata'as St., 44425 Kfar Saba ISRAEL
Tel: +972-9-767-0002 Fax: +972-9-766-8534
E-mail: ahava@asteinrac.com

April 02, 2020

510(k) Document Mail Center (W066-0609)
Office of Device Evaluation
Center for Devices and Radiological Health

Food and Drug Administration :
10903 New Hampshire Avenue, Silver Spring, MD 20993-0002
U.S.A.

Re: Premarket Notification (510(k)) for the InMode System with the
Morhpeus8 Applicators

Attention: Document Mail Clerk

InMode Ltd. has requested that I represent them in the capacity of authorized
regulatory agent for the purpose of obtaining FDA marketing clearance for the
InMode System with the Morhpeus8 Applicators. It is in that capacity that I am
communicating with you. ’

Attached please find the premarket notification submission for the InMode System
with the Morhpeus8 Applicators. A table of contents for this 510(k) is presented
following the cover letter.

The eCopy is an exact duplicate of the paper copy.

Following is information required under 21 CFR 807.87 and suggested by FDA
Guidance Document; “Refuse to Accept Policy for 510(k)s " issued Jan 30, 2018.

Type of 510(k) submission: Traditional

510(k) Submitter: InMode Ltd.
Tabor Building, Shaar Yokneam
POB 44, Yokneam 20692
Israel
Tel: +972-4-9067470

Questions? Contact FDA/CDRH/OCE/DID at CIfD?ZH-FOISTATUS@fda.hhs.gov or 301-796-8118 / /X
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Fax: +972-4-9097471
E-mail: amit@asteinrac.com
Contact Person: Amit Goren, PhD
A. Stein ~ Regulatory Affairs Consulting Ltd.
20 Hata’as Str., Suite 102
Kfar Saba 44425 Israel
Tel: + 972-9-7670002
Fax: +972-9-7668534

E-mail: amit@asteinrac.com

This is to notify you of the intention of InMode Ltd., to manufacture and market the
following device:

Device trade or proprietary name: InMode System with the Morhpeus8
Applicators

Common Name: Fractional RF skin treatment system

Classification and Product Code: The subject of this 510(k) is the InMode System
with the Morhpeus8 Applicators, with the CFR classification section 878.4400;
Electrosurgical cutting and coagulation device and accessories, and product code
GEIL

Device Class and Panel: An RF Skin Treatment device for use in dermatological
procedures is a Class II device. The classification panel is the General & Plastic

Surgery Devices Panel.

Establishment Registration Number: InMode Ltd. has been assigned an
establishment registration number 3010511300.

514 Performance Standards: There are no performance standards or special
controls under the Federal Food, Drug and Cosmetic Act. However, InMode Lid.
has chosen to comply with the recognized consensus standards stated in Section 9
of this 510(k). Furthermore, this submission is based on the FDA Guidance
Document: "Premarket notification 510(k) submissions for electrosurgical devices
Jor general surgery” issued March 09, 2020.

Questions? Contact FDA/CDRH/OCE/DID at C@%&H-FOISTATUS@fda.hhs.gov or 301-796-8118
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Manufacturing Location:

InMode Lid.

Tabor Buiiding, Shaar Yokneam
Yokneam 20692

Israel

Tel: +972-4-9097470

Fax: +972-4-9097471

Reason for Submission:

The subject device of this 510(k) file application; the InMode System with the
Morpheus8 Applicators is the exact device as was FDA cleared in K192695 .

The reason for this submission is in the ability of the subject device to reach for
deeper penetration tissue depths of up to 7 mm as appose to the predicate device
where the maximal penetration depth was 4 mm .

The main change is in device SW to support this design modification .

SW V&V, Safety, EMC and ex-vivo tissue test reports are enclosed to this
submission to justify device safety and effectiveness as well as substantial
equivalence to predicate.

Substantial Equivalence:

InMode System with the Morhpeus8 Applicators is substantially equivalent to the
following predicate device;

Manufacturer | Device 516(k) No.

InMode Ltd. InMode System with the Morpheus8 | K192695
Applicators

A comparison table and detailed discussion are presented in Section 12 ~ Substantial
Equivalence Discussion of this application.

Proposed Labeling: The user’s manual for the InMode System with the InMode
System with the Morhpeus8 Applicators is attached in Section 13 (Proposed
Labeling Section). These instructions describe the InMode System with the
Morhpeus8 Applicators, its intended use and the directions for its use. Device labels
and product brochure are also included in the Product Labeling Section.

Questions? Contact FDA/CDRH/OCE/DID at Cﬁ‘hH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Confidentiality: InMode Ltd. considers its intent to market the InMode System
with the Morhpeus8 Applicators in the USA as confidential commercial
information. The Company has not disclosed its intent to market this device to
anyone except its employees, others with a financial interest in the Company, its
advertising or law firms, and its consultants. The Company, therefore, requests
FDA not to disclose the existence of this application until such time as final action
on the submission is taken. In addition, some of the material in this application may
be trade secret or confidential commercial or financial information within the
meaning of 21 CFR § 20.61 and therefore not disclosable under the Freedom of
Information Act, even after the existence of the application becomes public. We ask
that FDA consult with the Company as provided in 21 CFR § 20.45 before making
any part of this submission publicly available.

This document presents additional information and data that are intended to
establish substantial equivalence and meet the requirements of a 510(k). This
supportive information is divided into the following sections, according to the FDA
Guidance Document on “Format for Traditional and Abbreviated 510(k)s” issued
Sep 13, 2019,

Medical Device User Fee Cover Sheet
CDRH Premarket Review Submission Cover Sheet
510(k) Cover Letter
Indications for use Statement
510(k) Summary
Truthful and Accuracy Statement
Class 11l Summary and Certifications — Not Applicable
Financial Certifications or Disclosure Statements — Not Applicable
Declaration of Conformity
. Executive Summary
. Device Description
. Substantial Equivalence Discussion, including comparison table of
predicate devices and discussion.
13. Proposed Labeling
14. Sterilization Information
15. Biocompatibility Information
16. Software
17. Electromagnetic Compatibility and Electrical Safety
18. Performance Testing — Bench
19. Performance Testing — Pre-Clinical — Not Applicable
20. Performance Testing — Clinical — Not Applicable
21. Other - Not Applicable

B Al
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I trust that the information included in this application will be adequate to allow for
its prompt review. If you have any questions or comments, please don’t hesitate to
contact me at the following telephone number: +972-9-767-0002, fax number:
+972-9-7668534 or e-mail address: amit@asteinrac.com.

Sincerely yours,

(b)(6)

Amit Goren, PhD,

Senior Regulatory Affairs Consultant,

A. Stein — Regulatory Affairs Consulting Ltd.,
for InMode Ltd.

Questions? Contact FDA/CDRH/OCE/DID at CI?)@?H-FOISTATUS@fda.hhs.gov or 301-796-8118
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July 2, 2020</br></br><p>We have completed our review. Please refer to the attached
letter for details.</p>

<p>If you have any questions, please contact the lead reviewer assigned to your
submission, Mykhaylo Nosovskyy.</p>

<br><br><br><p>*** This is a system-generated email notification ***</p>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration

UE FOOD & DRuUs CDRH/OPEQ/OHTIV/DHTIVA

i, WO66 RM4676
SLBINISTRATION 10903 New Hampshire Ave

Silver Spring, MD 20993-0002
301-796-3745

Premarket Notification 510(k) Review

Date: July 1, 2020

Reviewer: Mykhaylo Nosovskyy
Subject: Traditional 5S10(k)# K200947/S001

Device Trade Name: InMode System with the

Applicant: InMode Ltd. Morhpeus8 Applicators

Contact Name: Amit Goren Contact Title: Regulatory Manager
Correspondent Firm: A. Stein - Regulatory Affairs Phone: 972 (9) 767-0002 Email:
Consulting Ltd. amit@asteinrac.com

Received Date: June 12, 2020 Due Date: July 12, 2020

Reg Name: Electrosurgical Cutting And Coagulation

Pro Code(s): GEI Class: II Reg#: 878.4400 Device And Accessories

Predicate Devices:

Submission # Pro Code  Device Trade Name Applicant

K192695 GEI InMode System with the Morpheus8 Inmode MD Ltd.
(Fractora) Applicators

Recommendation
I recommend that the InMode System with the Morhpeus8 Applicators is/are

(b)(5)

K200947/S001 Lead Memo InMode Ltd. InMode System with t... Page 1 of 20
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 5 — 310(k) Summary

510(K) SUMMARY
INMODE SYSTEM WITH THE MORPHEUSS8 APPLICATORS

510(k) Number K200947

Applicant Name:

Company Name: InMode MD Ltd.

Address: Tabor Building, Shaar Yokneam
Yokneam 20692
Israel

Tel: +972-4-9097470
Fax: +972-4-9097471
E-mail: amit@asteinrac.com

Contact Persen:

Official Correspondent: Amit Goren

Company Name: A. Stein — Regulatory Affairs Consulting Ltd.
Address: 20 Hata’as Str., Suite 102

Kfar Saba 44425

Israel

Tel: +972-9-7670002
Fax: +972-9-7668534
E-mail: amit@asteinrac.com

Date Prepared: July 02, 2020

Trade Name: InMode System with the Morpheus8 Applicators
Classification Name: CFR Classification section 878.4400; (Product code GEI)
Classification: Class II Medical Device

Predicate Device:

The InMode System with the Morpheus8 Applicators is substantially equivalent to the
following predicate device;

510(k) No.

InMode Ltd. InMode System with the Morpheus8 | K192695
Applicators

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 5 — 310(k) Summary

Device Description:

The InMode System with the Morpheus8 Applicators is a computerized, programmed,
RF technology based device intended for dermatological applications which requires
skin electrocoagulation and hemostasis.

The device platform is basically constituted on the same system platform as FDA-
Cleared InMode System with the Morpheus8 Applicators (K192695). The InMode
System with the Morpheus8 Applicators employs fractional RF multi-electrode
technology for procedures requiring electrocoagulation and hemostasis. The
Morpheus8 Applicators are designed to deliver radiofrequency energy to the skin in a
fractional manner, via an array of multi-electrode pins. The Device provides enhanced
safety while minimizing possible side effects by monitoring RF parameters.

The InMode System with the Morpheus8 Applicators consists of an AC/DC power
supply unit, RF generator, controller and user interface including LCD touch screen.
The Morpheus8 Applicators are connected to the console via a cable and a foot switch
activates the energy delivery to the applicator. The Morpheus8 Applicator comprises
handle and detachable, sterilized, disposable, single use 12, 24, 40 pin and T tip head
accessory.

Following are the InMode System with the Morpheus8 Applicators specifications:

RF Max Output Power: 65 Watt

RF Output Frequency: 1[MHz]

Dimension: 46cm W x 46cm D x 100cm H
(18.2” Wx 18.2” D x 40" H)

Weight: 30 Kg (70.4 1bs.)

Main Line Frequency (nominal): 50-60 Hz

Input Voltage (nominal): 100-240 VAC

Intended Use/Indication for Use:

The InMode System with the Morpheus8 Applicators is intended for use in
dermatological procedures for electrocoagulation and hemostasis.

At higher energy levels greater than 62 mlJ/pin, use of the Morpheus8 (Fractora)
Applicator is limited to Skin Types I-1V.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Performance Standards:

The InMode System with the Morpheus8 Applicators has been tested and complies with
the following voluntary recognized standards:

e ANSI AAMI ES 60601-1:2005/(R)2012 and A1:2012, C1:2009/(R)2012 and
A2:2010/(R)2012 (Consolidated Text) Medical electrical equipment - Part 1:
General requirements for basic safety and essential performance.

e [EC 60601-1-2 Edition 4.0 2014-02 Medical electrical equipment - Part 1-2:
General requirements for basic safety and essential performance - Collateral
Standard: Electromagnetic disturbances - Requirements and tests.

e [EC 60601-2-2 Edition 6.0 2017-03 Medical electrical equipment - Part 2-2:
Particular requirements for the basic safety and essential performance of high
frequency surgical equipment and high frequency surgical accessories.

Non-Clinical (Bench) Performance Data:

The performance and safety of the InMode System with the Morpheus8 Applicators
treatment in dermatological procedures requiring electrocoagulation and hemostasis in
deeper tissues of up to 5, 6 and 7 mm was evaluated in an ex-vivo tissue study. The
study was conducted on a porcine animal model and included a single treatment of two
different harvested porcine tissues: muscle and fat utilizing the InMode System with the
Morpheus8 applicator 40 pin tip head. Treatment was followed by biopsy sampling of
slices trimmed along the pin’s penetration path and collection immediately stained by
TTC staining to visualize the tissue coagulation necrosis pattern. The ex-vivo study
results show that the Morpheus8 Applicators is safe for use and effective in achieving
the specified indications of dermatological and general electrocoagulation and
hemostasis.

Animal Performance Data / Histology Data:
Not Applicable
Clinical Performance Data:

Not Applicable

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Substantial Equivalence:

A comparison table is provided below comparing the intended use and basic
technological characteristics of the subject device to the intended use and basic

technological characteristics of the predicate device.

Technological
Characteristic

InMode System with the
Morpheus8 Applicators

InMode Litd.
K200947
Subject Device)

InMode System with the
Morpheus8 Applicators
InMode Ltd.
K192695
Predicate Device)

Applicators is intended for
use in dermatological and
general surgical
procedures for
electrocoagulation and
hemostasis.

At higher energy levels
greater than 62 mJ/pin, use
of these Applicators is
limited to Skin Types I-IV.

Product Code, | GEI GEI

Class Class 11 Class 11

Indications for | The InMode System with | The InMode System with
Use the Morpheus8 the Morpheus8

Applicators is intended
for use in dermatological
procedures for
electrocoagulation and
hemostasis.

At higher energy levels
greater than 62 mJ/pin,
use of these Applicators
is limited to Skin Types
I-IV.

Action

fractional RF technology
for localized dermis and

Anatomical Body parts requiring idem
Sites treatment as specified in
the indication for use
Target Adults requiring treatment | idem
Population as specified in the
indication for use
Environment Hospital or Clinic setting | idem
Used
Energy Used / | RF energy idem
Delivered
Design: Fractional RF: Use of RF | idem
energy delivered through a
matrix of multiple pin
electrodes allocated on the
applicator tip
- Mechanism of | Treatment is based on idem

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Technological
Characteristic

InMode System with the
Morpheus8 Applicators

InMode Ltd.
K200947
Subject Device
sub dermis coagulation
triggering slow collagen
regeneration and fibroblast
cells' proliferation.

InMode System with the
Morpheus8 Applicators
InMode Ltd.
K192695
Predicate Device

- Components

The InMode Morpheus8
Applicators are add-on
applicators to the FDA
cleared InMode System
(K192695).

The system consists of the
following components:

- Console, including a
power supply, RF
generator, controller, and
touch screen control and
display panel.

- Applicator connected to
the console via a cable,
with tip including 12, 24,
40 & T tip heads.

- Footswitch

idem

- System
Dimensions

46cm W x 46cm D x
100cm H

[18.2”" Wx 182 D x
40°° H]

idem

- Weight
Platform weight
Applicator
weight

30 Kg (70.4 1bs.)
Applicator — 0.4 Kg (0.88
Ibs.)

Tip - 0.02 Kg

idem

Number of pins

12, 24 and 40 pins

idem

Maximal
Treatment depth

0.5mm (for T tip head)
4.0mm (for 12 pin tip
head)

7.0mm (for 24 and 40 pin
tip heads)

0.5mm (for T tip head)
4.0mm (for 12 pin tip
head)

4.0mm (for 24 and 40 pin
tip heads)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Technological
Characteristic

InMode System with the
Morpheus8 Applicators

InMode 1L.td.
K200947
Subject Device

InMode System with the
Morpheus8 Applicators
InMode Ltd.
K192695
Predicate Device

RF energy level | 5-30 (for 24 tip head up to | 5-30 (for 24 tip head up
1 mm) to 1 mm)
5-30 (for T tip head and 5-30 (for T tip head and
for 12 tip head) for 12 tip head up to 1
| : mm)
5-60 (for 24 and 40 in the
range of 2-7mm) 5-60 (for 12 tip head in
the range of 2-4mm)
5-60 (for 24 and 40 in the
range of 2-4mm)
Cable 270 cm idem
Dimensions:
Performance Frequency: 1 MHz idem
Maximal RF output
power: 65W
Maximal pulse duration:
up to 74msec
Standards Met AAMI/ANSI ES 60601-1 | idem
IEC 60601-1-2
IEC 60601-2-2
Biocompatibility | All materials are idem
biocompatible
Compatibility InMode System with the idem
with Morpheus8 Applicators is
Environment compliant with the IEC
and Other 60601-1-2 (EMC Safety)
Devices standard
Sterility The 12, 24,40 and T tip idem
head are Gamma sterilized
and for single use.
The Morpheus8
Applicator handle is for
multiple use
Electrical Safety | Power Requirements: idem

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Technological InMode System with the | InMode System with the
Characteristic Morpheus8 Applicators | Morpheus8 Applicators

InMode Ltd. InMode Lid.
K200947 K192695
Subject Device Predicate Device
100-240 VAC 50-60 Hz
The InMode System with
the Morpheus8

Applicators is compliant
with the IEC 60601-1

standard.
Mechanical The InMode System with | idem
Safety the Morpheus8 Applicator

is compliant with the IEC
60601-1 standard.
Chemical Safety | Not Applicable Not Applicable

Thermal Safety | The InMode System with | idem
the Morpheus8
Applicators is compliant
with the IEC 60601-1
standard.

Radiation Safety | The InMode System with | idem
the Morpheus8
Applicators is compliant
with the IEC 60601-1-2
(EMC Safety) standard.

The indications for use and technological characteristics of the InMode System with the
Morpheus8 Applicators are substantially equivalent to the indications for use and
technological characteristics of the FDA-Cleared InMode System with the Morpheus8
Applicators (K192695).

The design and components in the InMode System, including the console (with power
supply, RF generator, controller and display panel) and the Applicator (with cable,
connector to console, handle and tip) are similar to the design and components found in
the predicate. The performance specifications (including RF frequency, pulse duration
and RF energy per pin) of the subject device were shown to be identical and yielded the
same RF energy per pin values to those of the predicate device. The safety features and
compliance with safety standards in the InMode System with the Morpheus8
Applicators are identical to the safety features and compliance with safety standards
found in the predicate device. Patient contact materials are also identical. Any minor
differences in the technological characteristics do not raise new safety or effectiveness

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request%g&(-)%%; Released by CDRH on 08-08-2024 Page 8of 8
InMode System with the Morpheus8 Applicators 510(k) file Page 5-8
Section 5 — 310(k) Summary

concerns. Furthermore, the new InMode System with the Morpheus8 Applicators
underwent performance testing, including software validation testing, electrical and
mechanical safety testing according to IEC 60601-1 and electromagnetic compatibility
testing according to IEC 60601-1-2 and IEC 60601-2-2, comparative bench testing and
ex-vivo tissue testing to evaluate and compare the fractional coagulation necrosis pattern
of target tissues, formed by thermal effect of the InMode System with the Morpheus8
Applicators 24 and 40 pin tip heads in different tissue depths. These performance tests
demonstrated that the minor differences in the device design and specifications meet
the system requirements and do not raise new safety or effectiveness concerns.

Consequently, it can be concluded that the InMode System with the Morpheus8
Applicators are substantially equivalent to the predicate InMode System with the
Morpheus8 Applicators, FDA-Cleared in 510(k) K192695, and therefore, may be
legally marketed in the USA.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use See PRA Statement below.

510(k) Number (if known)
K200947

Device Name
InMode System with the Morpheus8 Applicators

Indications for Use (Descnibe)

The InMode System with the Morpheus8 Applicators is intended for use in dermatological procedures for
electrocoagulation and hemostasis.

At higher energy levels greater than 62 mJ/pin, use of the Morpheus8 (Fractora) Applicator is limited to Skin Types I-IV.

Type of Use (Select one or both, as applicable)
Prescription Use (Part 21 CFR 801 Subpart D) (] Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

PSC Publishing Services (301) 4436740  EF

FORM FDA 3881 (7/17) . Page 1 of 1 S
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K) SUMMARY
INMODE SYSTEM WITH THE MORPHEUSS8 APPLICATORS

510(k) Number K200947

Applicant Name:

Company Name: InMode MD Ltd.

Address: Tabor Building, Shaar Yokneam
Yokneam 20692
Israel

Tel: +972-4-9097470
Fax: +972-4-9097471
E-mail: amit@asteinrac.com

Contact Persen:

Official Correspondent: Amit Goren

Company Name: A. Stein — Regulatory Affairs Consulting Ltd.
Address: 20 Hata’as Str., Suite 102

Kfar Saba 44425

Israel

Tel: +972-9-7670002
Fax: +972-9-7668534
E-mail: amit@asteinrac.com

Date Prepared: July 02, 2020

Trade Name: InMode System with the Morpheus8 Applicators
Classification Name: CFR Classification section 878.4400; (Product code GEI)
Classification: Class II Medical Device

Predicate Device:

The InMode System with the Morpheus8 Applicators is substantially equivalent to the
following predicate device;

510(k) No.

InMode Ltd. InMode System with the Morpheus8 | K192695
Applicators

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Device Description:

The InMode System with the Morpheus8 Applicators is a computerized, programmed,
RF technology based device intended for dermatological applications which requires
skin electrocoagulation and hemostasis.

The device platform is basically constituted on the same system platform as FDA-
Cleared InMode System with the Morpheus8 Applicators (K192695). The InMode
System with the Morpheus8 Applicators employs fractional RF multi-electrode
technology for procedures requiring electrocoagulation and hemostasis. The
Morpheus8 Applicators are designed to deliver radiofrequency energy to the skin in a
fractional manner, via an array of multi-electrode pins. The Device provides enhanced
safety while minimizing possible side effects by monitoring RF parameters.

The InMode System with the Morpheus8 Applicators consists of an AC/DC power
supply unit, RF generator, controller and user interface including LCD touch screen.
The Morpheus8 Applicators are connected to the console via a cable and a foot switch
activates the energy delivery to the applicator. The Morpheus8 Applicator comprises
handle and detachable, sterilized, disposable, single use 12, 24, 40 pin and T tip head
accessory.

Following are the InMode System with the Morpheus8 Applicators specifications:

RF Max Output Power: 65 Watt

RF Output Frequency: 1[MHz]

Dimension: 46cm W x 46cm D x 100cm H
(18.2” Wx 18.2” D x 40" H)

Weight: 30 Kg (70.4 1bs.)

Main Line Frequency (nominal): 50-60 Hz

Input Voltage (nominal): 100-240 VAC

Intended Use/Indication for Use:

The InMode System with the Morpheus8 Applicators is intended for use in
dermatological procedures for electrocoagulation and hemostasis.

At higher energy levels greater than 62 mlJ/pin, use of the Morpheus8 (Fractora)
Applicator is limited to Skin Types I-1V.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Performance Standards:

The InMode System with the Morpheus8 Applicators has been tested and complies with
the following voluntary recognized standards:

e ANSI AAMI ES 60601-1:2005/(R)2012 and A1:2012, C1:2009/(R)2012 and
A2:2010/(R)2012 (Consolidated Text) Medical electrical equipment - Part 1:
General requirements for basic safety and essential performance.

e [EC 60601-1-2 Edition 4.0 2014-02 Medical electrical equipment - Part 1-2:
General requirements for basic safety and essential performance - Collateral
Standard: Electromagnetic disturbances - Requirements and tests.

e [EC 60601-2-2 Edition 6.0 2017-03 Medical electrical equipment - Part 2-2:
Particular requirements for the basic safety and essential performance of high
frequency surgical equipment and high frequency surgical accessories.

Non-Clinical (Bench) Performance Data:

The performance and safety of the InMode System with the Morpheus8 Applicators
treatment in dermatological procedures requiring electrocoagulation and hemostasis in
deeper tissues of up to 5, 6 and 7 mm was evaluated in an ex-vivo tissue study. The
study was conducted on a porcine animal model and included a single treatment of two
different harvested porcine tissues: muscle and fat utilizing the InMode System with the
Morpheus8 applicator 40 pin tip head. Treatment was followed by biopsy sampling of
slices trimmed along the pin’s penetration path and collection immediately stained by
TTC staining to visualize the tissue coagulation necrosis pattern. The ex-vivo study
results show that the Morpheus8 Applicators is safe for use and effective in achieving
the specified indications of dermatological and general electrocoagulation and
hemostasis.

Animal Performance Data / Histology Data:
Not Applicable
Clinical Performance Data:

Not Applicable

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Substantial Equivalence:

A comparison table is provided below comparing the intended use and basic
technological characteristics of the subject device to the intended use and basic

technological characteristics of the predicate device.

Technological
Characteristic

InMode System with the
Morpheus8 Applicators

InMode Litd.
K200947
Subject Device)

InMode System with the
Morpheus8 Applicators
InMode Ltd.
K192695
Predicate Device)

Applicators is intended for
use in dermatological and
general surgical
procedures for
electrocoagulation and
hemostasis.

At higher energy levels
greater than 62 mJ/pin, use
of these Applicators is
limited to Skin Types I-IV.

Product Code, | GEI GEI

Class Class 11 Class 11

Indications for | The InMode System with | The InMode System with
Use the Morpheus8 the Morpheus8

Applicators is intended
for use in dermatological
procedures for
electrocoagulation and
hemostasis.

At higher energy levels
greater than 62 mJ/pin,
use of these Applicators
is limited to Skin Types
I-IV.

Action

fractional RF technology
for localized dermis and

Anatomical Body parts requiring idem
Sites treatment as specified in
the indication for use
Target Adults requiring treatment | idem
Population as specified in the
indication for use
Environment Hospital or Clinic setting | idem
Used
Energy Used / | RF energy idem
Delivered
Design: Fractional RF: Use of RF | idem
energy delivered through a
matrix of multiple pin
electrodes allocated on the
applicator tip
- Mechanism of | Treatment is based on idem

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Technological
Characteristic

InMode System with the
Morpheus8 Applicators

InMode Ltd.
K200947
Subject Device
sub dermis coagulation
triggering slow collagen
regeneration and fibroblast
cells' proliferation.

InMode System with the
Morpheus8 Applicators
InMode Ltd.
K192695
Predicate Device

- Components

The InMode Morpheus8
Applicators are add-on
applicators to the FDA
cleared InMode System
(K192695).

The system consists of the
following components:

- Console, including a
power supply, RF
generator, controller, and
touch screen control and
display panel.

- Applicator connected to
the console via a cable,
with tip including 12, 24,
40 & T tip heads.

- Footswitch

idem

- System
Dimensions

46cm W x 46cm D x
100cm H

[18.2”" Wx 182 D x
40°° H]

idem

- Weight
Platform weight
Applicator
weight

30 Kg (70.4 1bs.)
Applicator — 0.4 Kg (0.88
Ibs.)

Tip - 0.02 Kg

idem

Number of pins

12, 24 and 40 pins

idem

Maximal
Treatment depth

0.5mm (for T tip head)
4.0mm (for 12 pin tip
head)

7.0mm (for 24 and 40 pin
tip heads)

0.5mm (for T tip head)
4.0mm (for 12 pin tip
head)

4.0mm (for 24 and 40 pin
tip heads)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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InMode System with the Morpheus8 Applicators 510(k) file
Section 5 — 310(k) Summary

Technological
Characteristic

InMode System with the
Morpheus8 Applicators

InMode 1L.td.
K200947
Subject Device

InMode System with the
Morpheus8 Applicators
InMode Ltd.
K192695
Predicate Device

RF energy level | 5-30 (for 24 tip head up to | 5-30 (for 24 tip head up
1 mm) to 1 mm)
5-30 (for T tip head and 5-30 (for T tip head and
for 12 tip head) for 12 tip head up to 1
| : mm)
5-60 (for 24 and 40 in the
range of 2-7mm) 5-60 (for 12 tip head in
the range of 2-4mm)
5-60 (for 24 and 40 in the
range of 2-4mm)
Cable 270 cm idem
Dimensions:
Performance Frequency: 1 MHz idem
Maximal RF output
power: 65W
Maximal pulse duration:
up to 74msec
Standards Met AAMI/ANSI ES 60601-1 | idem
IEC 60601-1-2
IEC 60601-2-2
Biocompatibility | All materials are idem
biocompatible
Compatibility InMode System with the idem
with Morpheus8 Applicators is
Environment compliant with the IEC
and Other 60601-1-2 (EMC Safety)
Devices standard
Sterility The 12, 24,40 and T tip idem
head are Gamma sterilized
and for single use.
The Morpheus8
Applicator handle is for
multiple use
Electrical Safety | Power Requirements: idem

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 5 — 310(k) Summary

Technological InMode System with the | InMode System with the
Characteristic Morpheus8 Applicators | Morpheus8 Applicators

InMode Ltd. InMode Lid.
K200947 K192695
Subject Device Predicate Device
100-240 VAC 50-60 Hz
The InMode System with
the Morpheus8

Applicators is compliant
with the IEC 60601-1

standard.
Mechanical The InMode System with | idem
Safety the Morpheus8 Applicator

is compliant with the IEC
60601-1 standard.
Chemical Safety | Not Applicable Not Applicable

Thermal Safety | The InMode System with | idem
the Morpheus8
Applicators is compliant
with the IEC 60601-1
standard.

Radiation Safety | The InMode System with | idem
the Morpheus8
Applicators is compliant
with the IEC 60601-1-2
(EMC Safety) standard.

The indications for use and technological characteristics of the InMode System with the
Morpheus8 Applicators are substantially equivalent to the indications for use and
technological characteristics of the FDA-Cleared InMode System with the Morpheus8
Applicators (K192695).

The design and components in the InMode System, including the console (with power
supply, RF generator, controller and display panel) and the Applicator (with cable,
connector to console, handle and tip) are similar to the design and components found in
the predicate. The performance specifications (including RF frequency, pulse duration
and RF energy per pin) of the subject device were shown to be identical and yielded the
same RF energy per pin values to those of the predicate device. The safety features and
compliance with safety standards in the InMode System with the Morpheus8
Applicators are identical to the safety features and compliance with safety standards
found in the predicate device. Patient contact materials are also identical. Any minor
differences in the technological characteristics do not raise new safety or effectiveness

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 5 — 310(k) Summary

concerns. Furthermore, the new InMode System with the Morpheus8 Applicators
underwent performance testing, including software validation testing, electrical and
mechanical safety testing according to IEC 60601-1 and electromagnetic compatibility
testing according to IEC 60601-1-2 and IEC 60601-2-2, comparative bench testing and
ex-vivo tissue testing to evaluate and compare the fractional coagulation necrosis pattern
of target tissues, formed by thermal effect of the InMode System with the Morpheus8
Applicators 24 and 40 pin tip heads in different tissue depths. These performance tests
demonstrated that the minor differences in the device design and specifications meet
the system requirements and do not raise new safety or effectiveness concerns.

Consequently, it can be concluded that the InMode System with the Morpheus8
Applicators are substantially equivalent to the predicate InMode System with the
Morpheus8 Applicators, FDA-Cleared in 510(k) K192695, and therefore, may be
legally marketed in the USA.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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proved OME Ho. 6810-511 Expleation Dafe: Avgist 31, 202 stictions for GMB S bt

DEPARTMENT OF HEALTH AND HUMAN SERVICES . . .o i
FOOD AND DRUG ADMINISTRATION PAYMENT IDENTIFICATION NUMBER: ¢ i

MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number on your cneck.

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail
or courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
https: //www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/ucm37087%.htm

1. COMPANY NAME ANE ADDRESS (include name, street |2, CONTACT NAME

address, city state, country, and post office code) Ahava Stein
2.1 E-MAIL ADDRESS
INMODE MD LTD ahava@asteinrac.com

Tabor House (POB 44)

Industrial Park South 2.2 TELEPHONE NUMBER (include Area code)

§72-97670002

Yokneam
J0692 2.3 FACSIMILE (FAX) NUMBER (Indlude Area code)
IL §7297668534

1.1 EMPLOYER IBENTIFICATION NUMBER (EIN)

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each colurnn; if you are unsure, please refer to the
application descriptions at the following web site:
http://veww.fda.gov/MedicalDevices/ DeviceReguiationandGuidance/GuidanceDocuments/ucm345263.htm

Select an application type: 3.1 Select a center

[X] Premarket notification(510(k)}); except for third party X] CDRH

[ 1513(g) Request for Information [ 1CBER

[ ] Biologics License Application (BLA) 3.2 Select one of the types below
[ 1 Premarket Approval Application (PMA) [X] Original Application

[ ] Modular PMA Supplement Types:

[ 1 Product Development Protocol (PDP) [ ] Efficacy (BLA)

[ ] Premarket Report (PMR) [ 1 Panel Track (PMA, PMR, PDP)}
[ 130-Day Notice [ 1 Real-Time (PMA, PMR, PDP)

[ ] De Novo Request [ 1180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[ 1YES, I meet the small business criteria and have submitted the required [X] NO, I am not 2 smali business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE THAT
IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TG FDA?

[X] YES (Al of your establishments have registered and paid the fee, or this is your first device and you will register and pay the
fee within 30 days after entering into an operation that requires you to register and submit device listing information.)

[ 1 NO (If you currently market a medical device and your establishment is required to register and submit device listing
information, FDA will not accept your submission untit you have paid all fees due to FDA. See

http://www.fda.gov/MedicalDevices/ DeviceRegulationandGuidance/HowtoMarketYourDevice/ RegistrationandListing /ucm053165. htimn
for additional information)

6. [5 THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF 50, CHECK THE
APPLICABLE EXCEPTION.

[ ] This application is the first PMA submitted by a qualified small [ ] The sole purpose of the application is to support
business, including any affiliates conditions of use for a pediatric population

[ 1 This biologics application is submitted under section 351 of the [ ] The application is submitted by a state or federal
Public Health Service Act for a product licensed for further government entity for a device that is not to be distributed
manufacturing use only cornmercially

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A PEDIATRIC
POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If su, the application is subject to the
fee that applies for an original premarket approval application (PMA).

[]YES [X] NO

PAPERWORK REBUCTION ACT STATEMENT

Public reporting burden for this collection of information is estimated to average 18 minutes per response, including the time for
reviewing instructions, searching existing data scurces, gathering and maintaining the data needed, and completing and reviewing
the coliection of information. Send comments regarding this burden estimate or any cther aspect of this collection of information,
including suggestions for reducing this burden, to the address below.

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer

Paper Reduction Act (PRA) Staff
P ues?ions'&E Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118

htipsfiuserfess fda.gov/OA_HTML/mdufmaCScdCigitemsPopup jsp?vename=Ahava Stein&vemprame=INMODE MD LTD&vemail=ahava@astel... 1/2
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[Please do NOT return this form to the above address, except as it pertains to comments on the burden estimate. |

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
$1 01-Apr-2020

Fonn FDA 3501 (08/19)

"Close Window” Print Cover sheet

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118

htipsfiuserfess fda.gov/OA_HTML/mdufmaCScdCigitemsPopup jsp?vename=Ahava Stein&vemprame=INMODE MD LTD&vemail=ahava@astel...
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FOOD AND DRUG ADMIMNISTRATION

DEPARTMENT OF HEALTH AND HUBMAN BERVICES

CORM PREMARKEY REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 08100120
Expiration Date: June 30, 2020
See PRA Statement on page 5.

Date of Submission User Fee Payment 1D Number

62/04/2020 i i

[ e

[} Report
[ ] Report Amendment

[ ] Licensing Agreement

PRA PMA & HDE Supplement PDP 510k} Reguest for Fesdback
[ Origina! Submission [ ] Regular (180 day) [ Original PDP Original Submission: [ Pre-Submission
[ ] Premarket Report [ ] Notice of Complstion [%¢] Traditional [ informational Mesting
[_] Moduiar Submission [ ] special [ Submision lssue Meeting

FDA Submission Document Number {(f known)

Abbreviated (Compiete
|:| section |, Paée 5) P

[ Additional information
[ Third Party

[ ] Day 100 Meeting

IDE Humanitarian Devics
Exemption (HDE)

Class il Examption Petition

[ Original Submission
[ ] Additional information

Evaluation of Automatic
Ciags il Degignation

{De Hove) i

[ Originai Submission || 513

Additional informati L] other
H itona! information (describe submission).

Have you used or cited Standards In your submission?

]| ves

pany
InMode Ltd

[ No

(If Yes, please complete Section |, Page §)

3010511300

Division Name (f applicable)

Phene Number (including area cods)
(9721 4-9087470

Strest Address FAX Number (including area cods)

Tabor Building, Shaar Yokneam {972 )4-8097471
City State / Province ZiPIPostal Code Country
Yoquears it 2069200 Israel

Contact Name

Amit Goren

Contact Titie
Regulatory Manager

A. Stein - Regulatory Affairs Consulting Lid.

Contact E-mall Address

amit@asteinrac.com

Division Mame (f applicable)

Phone Number (including ares code)
(+972) 8- 7670062

Sirest Address FAX Number (including aree cods)
20 Hata’as Str., Suite 102 {+972 ) 9- 7668534
Chty State / Province ZiP Code Country
Kfar 8aba 4442520 Israel
Contact Name
Arnit Goren
Contact Title Contact E-mall Address
Regulatory Manager amit@asteinrac.com
FORM FDA 3514 (8/17) Page 1 of 5 Pages

BSC Publisking Services (301) 4436748 EF

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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[ ] New Device

[ ] Additional o Expanded Indications
[} Request for Extension

_| Change In design, component, or
specification:

[ Software/Hardware
[ Materia:
[] specifications

[ ] Location change:
[ | Manufacturer
[ | Sterilizer
[ ] Packager

L] Performance Characleristics
[ shelf Life
[] Trade Name

[ Report Submission:

[ | Change of Appilcant Address

[} Other Reason (specify):

[ ] Expansion / Extension of Study
[} IR8 Certification

[] Withdrawai of Application

[] Unanticipated Adverse Effect
[_] Notification of Emergency Use

[} informed Consent
[ Manufacturer

[ Protocoi - Feasibility
[ Protocol - Other

[} sponsor

[] Current investigator
[_] Annuai Progress Report
[] site Walver Report

[ | Conditional Approval
[ ] Deemed Approved
[ | Deficient Finai Report

[ | Disapproval
[ | Reguest Extension of Time
{0 Respond fo FDA

] Request Meeting

[] New Device

[ | Additional or Expanded indications

|| Change in Technoiogy

where the maximal penetration depth was 4 mm.

The main change is in device SW to support this design modification.
SW V&V, Safety, EMC and ex-vivo tissue test reports are enclosed to this submission to justify device safety and effectiveness and the equivalency to predicate.

The subject device of this 510(k) file application; the InMode System with the Morpheus8 Applicators ig the exact device as was FDA cleared in K192695.
The reason for this submission is in the ahility of the subject device to reach for deeper penetration tissue depths of up to 7 mum as appose to the predicate device

FORM FDA 3514 (8/17)

Page 2 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CORH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product codes of devices to which subsiantial equivaience is claimed

Summary of, or statement concerning,

Preduct Code

C.F R Section (if applicable}

safety and effectiveness information
1| GEI 2 3
[%] 310 (k) summary attached
5 6 7 [ ] 510 (k) statement
Information on devices 1o which substantial equivalence is claimed (i known)
510(k) Number Trade or Propristary or Model Name Manufacturer
K1%2695 The InMode Systerm with the Morpheus8 InMode Lid.

1 1| (Fractora) Applicators 1

2 2 2

3 3 3

4 4 4

5 5 5

[} [ 8

‘ ON PRODU ORN DN PP 2

Common or usual name or classification name

Elecirosurgical, cutting and coagulation device & accessories

Trade or Proprietary of Mode! Name for This Device Mode! Number

1 IMode System with the Morhpeus® Applicators

2

3

4

5
FDA document nurmbers of all prior related submissions (regardless of outcome)

i 2 3 4 5 [}
7 8 g 10 11 12
Data included in Submission
(%! Laboratory Testing [ ] Animal Trials [} Human Trials

GEL § B78.4400 E Class I
Classification Pang!
[} Unclassified
General & Plastic Surgery
Iindications (from labeling)
FORM FDA 3514 (8/17) Page 3 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

Hote: Submission of the information enterad in Section H does not affect the
need to submit device establishment registration.

i Faclity Establishment [dentifier (FE!) Number

&) original

(add [beete

FDA Document Number (f known)

| Manufacturer
[ Contract Manufacturer

[ ] Contract Steritizer
[ ] Repackager / Relabsler

Company / Instifution Name

InMode Ltd.

Establishment Registration Number

3010511360

Division Name (if applicabls)

Phone Number (inciuding area cods)

( 972 }4-9097470

Sireet Address
Tabor Building, Shaar Yokneam

FAX Number (including area code)
{ 972 )4-9097471

Faclity Establishment [dentifier (FE!) Number

[ |Deiete

] original

City State / Province ZIP Code Country
Yoqneam Il 2069200 Iarael
Contact Name Contact Title Contact E-mall Address
Amit Goren Regulatory Manager amit@asteinrac.com

] Manufacturer
[ ] Contract Manufacturer

[ ] Contract Steriizer
[ ] Repackager / Relabaler

Company / Institution Nan'%e

Establishment Registration Numbaer

Division Name (if applicable)

Phene Number (including area code)

Strest Address

FAX Number (including ares code)

Gy

State / Province ZiP Code Country

Contact Title

Contact Name

| Facility Establishment |dentifier (FEI) Number

] original ‘
[ |Delete |

Centact E-mall Address

[ ] Manufacturer

[ ] Contract Menufacturer || Repackager / Relabeler

Company / ingtitution Nan'%e

Establishment Registration Numbaer

Division Mame (f applicable)

Phone Number (including ares code)

Strest Address

FAX Number {including ares code)

City

State / Province ZiIP Code Country

Contact Name Contact Title

FORM FDA 3514 (8/17)

Contact E-mall Address

Page 4 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mote: Complete this section if your application or submission cites standards or Includes a "Declaration of Conformify o a Recognized Standard”
statement.
Btandards No. tandards Standards Title Version Date
rganization K i i .
§0601-1 M/ ANSI Medical Electrical Equipment - Part 1: General Requirements For
Basic Safety And Essential Performance (TEC §0601-1:2005, MCD)
1 {Gesneral T (ES/EMC)} 01/61/2012
Standards No. tandards Standards Title Version Date
rganization
60601-1-2 EC Medical electrical equipment - Part 1-2: General requirements for Edition 4.0
basic safety and essential performanee - Collateral Standard: 0
2 Electromagnetic disturbances - Requirements and tests. (General I 01/02/2014
{ES/EMCH
Btandards No. tandards Standards Title Yersion Date
rganization
§0601-2-2 IEC Medical electrical equipraent - Part 2-2: Particular requirements for Edition 6.0
the basic safety and essential performance of high frequency surgical
3 equipment and high frequency surgical accessories. 01/03/2017
Standards No. Standards Standards Title Yersion Date
Organization
4
Standards No. Standards Standards Title Yersion Date
Crganization
5
Standards No. Standards Standards Title Yersion Bate
Organization
&
Standards Mo. tandards Standards Tille Yersion Date
rganization
7
Piease inciuds any additional standards to be cited on a separate pags.
This section applies only to requirements of the Paperwork Reduction Act of 1995.
*BO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW.*
The burden time for this collection of information is estimated to average 0.5 hour per response, including the tme to review instructions, search
existing data sources, gather and maintain the data needed and complete and review the collection of information. Bend comments regarding this
burden estirnate of any other aspect of this information collection, including suggestions for reducing this burden, to:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
1350 Piccard Drive, Room 400
Rockville, M} 20850
An agency may not conduct or sponsor, and a person is not required o respond to, a collection of
information unless it displays a currently valid OMB control number.
FORM FDA 3514 (8/17) Page 5 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 3:

510(k) Cover Letter

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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REGULATORY AFFAIRS CONSULTING
Beit Hapa’'amon (Box 124}
20 Hata'as St., 44425 Kfar Saba ISRAEL
Tel: +972-9-767-0002 Fax: +972-9-766-8534
E-mail: ahava{@asteinrac.com

April 02, 2620

510(k) Document Mail Center (WO66-0609)

Office of Device Evaluation

Center for Devices and Radiological Health

Food and Drug Administration

16903 New Hampshire Avenue, Silver Spring, MD 20993-0002
U.S.A.

Re: Premarket Notification (510(k)) for the InMode System with the
Morhpeus8 Applicators

Attention: Document Mail Clerk

InMode Ltd. has requested that I represent them in the capacity of authorized
regulatory agent for the purpese of obtaining FDA marketing clearance for the
InMode System with the Morhpeus8 Applicators. It is in that capacity that I am
communicating with you.

Atftached please find the premarket notification submission for the InMeode System
with the Morhpeus8 Applicators. A table of contents for this 510(k) is presented
following the cover letter.

The eCopy is an exact duplicate of the paper copy.

Following is information required under 21 CFR 807.87 and suggested by FDA
Guidance Document; “Refise to Accept Policy for 510(k)s” issued Jan 30, 2018.

Type of 510(k) submission: Traditional

510(k) Submitter: InMode Ltd.
Tabor Building, Shaar Yokneam
POB 44, Yokneam 20692
Israel
Tel: +972-4-9097470

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Fax: +972-4-9097471
E-mail: amiti@asteinrac.com
Contact Person: Amit Goren, PhD
A. Stein — Regulatory Affairs Consulting Ltd.
20 Hata’as Str., Suite 102
Kfar Saba 44425 Israel
Tel: + 972-9-7670002
Fax: +972-9-7668534
E-mail: amit@asteinrac.com

This is to notify you of the intention of InMode Litd., to manufacture and market the
following device:

Device trade or proprietary name: InMode System with the Morhpeus8
Applicators

Common Name: Fractional RF skin treatment system

Classification and Product Code: The subject of this 510(k) is the InMode System
with the Morhpeus8 Applicators, with the CFR classification section &78.4400;
Electrosurgical cutting and coagulation device and accessories, and product code
GEL

Device Class and Panel: An RF Skin Treatment device for use in dermatological
procedures is a Class 11 device. The classification panel is the General & Plastic

Surgery Devices Panel.

Establishment Registration MNumber: InMode I1td. has been assigned an
establishment registration number 301051 1300.

514 Performance Standards: There are no performance standards or special
controls under the Federal Food, Drug and Cosmetic Act. However, InMode Ltd.
has chosen to comply with the recognized consensus standards stated in Section 9
of this 510(k}). Furthermore, this submission is based on the FDA Guidance
Document: "Premarket notification 510(k) submissions for electrosurgical devices
for general surgery” issued March 09, 2020.

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Manufacturing Location:

InMode Lid.

Tabor Building, Shaar Yokneam
Yokneam 20692

Israel

Tel: +972-4-9097470

Fax: +972-4-9097471

Reason for Submission:

The subject device of this 510(k) file application; the InMode System with the
Morpheus® Applicators is the exact device as was FDA cleared in K192695 .

The reason for this submission is in the ability of the subject device to reach for
deeper penetration tissue depths of up to 7 mm as appose to the predicate device
where the maximal penctration depth was 4 mm .

The main change is in device SW to support this design modification .

SW V&YV, Safety, EMC and ex-vivo tissue test reports are enclosed to this
submission to justify device safety and effectiveness as well as substantial
cquivalence to predicate.

Substantial Equivalence:

InMode System with the Morhpeus® Applicators is substantially equivalent to the
following predicate device;

Manufacturer | Device 516(k) No.

InMode Ltd. InMode System with the Morpheus8 | K192665
Applicators

A comparison table and detailed discussion are presenied in Section 12 - Substantial
Equivalence Discussion of this application.

Proposed Labeling: The user’s manual for the InMode System with the InMode
System with the Movhpeus8 Applicators is attached in Section 13 (Proposed
Labeling Section). These instructions describe the InMode System with the
Morhpeus8 Applicators, its intended use and the directions for its use. Device labels
and product brochure are also included in the Product Labeling Section.

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Confidentiality: InMode Lid. considers its intent to market the InMode System
with the Morhpeus® Applicators in the USA as confidential commercial
infermation. The Company has not disclosed its intent to market this device to
anyone except its employees, others with a financial interest in the Company, its
advertising or law firms, and its consultants. The Company, therefore, requests
FDA not 1o disclose the existence of this application until such time as final action
on the submission is taken. In addition, some of the material in this application may
be trade secret or confidential commercial or financial information within the
meaning of 21 CFR § 20.61 and therefore not disclosable under the Freedom of
Information Act, even after the existence of the application becomes public. We ask
that FDA consult with the Company as provided in 21 CFR § 20.45 before making
any part of this submission publicly available.

This document presents additional information and data that are intended to
establish substantial equivalence and meet the requirements of a 510(k). This
supportive information is divided into the following sections, according to the FDA
Guidance Document on “Format for Traditional and Abbreviated 510(k)s” issued
Sep {3, 2019;

1. Medical Device User Fee Cover Sheet

2. CDRH Premarket Review Submission Cover Sheet

3. 510(ky Cover Letter

4. Indications for use Statement

5. 510(k) Summary

6. Truthful and Accuracy Statement

7. Class HI Summary and Certifications — Not Applicable

8. Financial Certifications or Disclosure Statements — Not Applicable

9. Declaration of Conformity

10. Executive Summary

11. Device Description

12. Substantial Equivalence Discussion, including comparison table of
predicate devices and discussion.

13. Proposed Labeling

14. Sterilization Information

15. Biocompatibility Information

16. Software

17. Electromagnetic Compatibility and Electrical Safety

18. Performance Testing — Bench

19. Performance Testing — Pre-Clinical — Not Applicable

20. Performance Testing — Clinical — Not Applicable

21. Other — Not Applicabie

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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I trust that the information included in this application will be adequate to allow for
its prompt review. If you have any questions or comments, please don’t hesitate to
contact me at the following telephone number: +972-9-767-0002, fax number:
+972-9-7668534 or e-mail address: amit{@asteinrac.com.

Sincerely yours,

(b)(6)

Amit Goren, PhD,

Senior Regulatory Affairs Consultant,

A. Stein — Regulatory Affairs Consulting Ltd.,
for InMode Ltd.

Questions? Contact FDA/CDRH/OCE/DID at CR¥RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Management Plan (SDMP)
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Appendix 16-10-2: Applicator Motor Traceability 503
Matrix
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Guidelines
Appendix 16-13: Software Configuration 525
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Acceptance Checklist for Traditional 510(k)s

{(Should be completed within 15 days of DCC receipt)
The following information is not intended to serve as a comprehensive review.
FDA recommends that the submilter include this completed checklist as part of the submission.

510(0o#: K Date Received by DCC: Lead Reviewer:
Branch: Division: Center/(ffice:

Note: If an element is left blank on the checklist, it does not mean the
checklist is incomplete; it means the reviewer did not assess the element
during the RTA review and that the element will be assessed during
substantive review.

1. Is the product a device (per section 201{(h) of the FD&C Acijora |
combination product (per 21 CFR 3.2(e)) with a device
constituent part subject to review in a 510(k)?

If it appears not to be a device {per section 201(h) of the FD&C Act)
or such a combination product, or you are unsure, consult with the
CDRH Jurisdictional Officer or the CBER Product Jurisdiction
Liaison to determine the appropriate action, and inform division
management. Provide a summary of the Jurisdictional
Officer’s/Liaison’s determination. If the product does not appear to
be a device or such a combination product, mark “No.”

Comments:

2. Is the submission with the appropriate Center?

If the product is a device or a combination product with a device
constituent part, is it subject to review by the Center in which the
submission was received? If you believe the submission is not with
the appropriate Center or you are unsure, consult with the CDRH
Jurisdictional Officer or the CBER Product Jurisdiction Liaison to
determine the appropriate action and inform your division
management. Provide a summary of the Jurisdictional
Officer’s/Liaison’s determination. If submission should not be
reviewed by your Center mark “No.”

Comments:

Traditional RTA Checklist

S

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3. If a Request for Designation (RFD) was submitted for
the device or combination preduct with a device
constituent part and assigned to your center, identify
the RFD # and confirm the following:

a) Is the device or combination product the
same {e.g., design, formulation) as that
presented in the RFD submission?
b) Are the indications for use for the device or
combination product identified in the 518(k)
the same as those identified in the RFD
submission?
If you believe the product or the indications presented in the
510(k) have changed from the RFD, or you are unsure, consult
with the CDRH Jurisdictional Officer or the CBER Product
Jurisdiction Liaison to determine the appropriate action and
inform your division management. Provide summary of
Jurisdictional Officer 's/Liaison’s determination.
If the answer to either question above 18 no, mark “No.” If there
was no RFD, mark “N/A

Comments:

4. Is this device type eligible for a 510(k) submission?
If a 510(k) does not appear to be appropriate {(e.g., Class I type
and PMA required, or Class 1 or I tvpe and 510(k)-exempt), you
should consult with the CDRH 510(k) Program Direcltor or
appropriate CBER staff during the acceptance review. If 510(k) 1s
not the appropriate regulatory submission, mark “No.”

[l

Comments:

5. Is there a pending PMA for the same device with the same
indications for use?
if yes, consult division management and the CDRH 510(k)
Program Director or appropriate CBER staff to determine the
appropriate action,

v

Comments:

6. If clinical studies have been submitted, is the submitter the
subject of an Application Integrity Policy (AIP)?
If yes, consult with the CDRH Office of Comphiance/Division of
Bioresearch Monitoring (OC/DBM)} or CBER Office of
Compliance and Biclogics Quality/Division of Inspections and
Surveillance/Bioresearch Monitoring Branch (OCBQ/DIS/BMB)
to determine the appropriate action. Check on web at
http/rwww. ida.gov/ ICECE EnforcementActions/Applicationintegr
ityPolicy/acm 1344 53 him,

If no clinical studies have been submitted, mark “N/A.”

Comments:

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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e [f the answer to 1 or 2 appears to be “No,” then stop review of
the 510{k} and issue the “Original Jurisdictional Product” letter.
s [f the answer to 3a or 3b appears to be “No,” then stop
the review and contact the CBRH lurisdictional Officer or
CBER Office of Jurisdiction Liaison.

e if the answer to 4 is “No”, the lead reviewer should consult division
management and other Center resources 1o determine the
appropriate action,

e [fthe answer 1o 5 is “Yes,” then stop review of the 510{k}, contact
the CDRH 510{k] Staff and PMA Staff, or appropriate CBER staff.

o Ifthe answer o 6 is “Yes,” then contact CDRH/OC/DBM or
CBER/OCBGO/DIS/BMB, providea summary of the discussion
with DBM or BMB Staff, and indicate their
recommendation/action.

Traditional RTA Checklist

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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*Submitters including the checklist with their submission
should identify the page numbers where requested
information is located. Use the comments section for an
element if additional space is needed to identify the Yes | Mo | *Page#
location of supporting information.

1. | Submission contains a Table of Contents. s 17-19
2. | Each section 1s labeled (e.g., headings or tabs v .

designating Device Description section, Labeling
section, etc.).

3. | All pages of the submission are numbered. v )
All pages should be numbered in such a manner that
information can be referenced by page number. This
may be done either by consecutively numbering the
entire submission, or numbering the pages within a
section (e.g., 12-1, 12-2.. ).

4. | Type of 510(k) is identified {i.e., Traditional, v *
Abbreviated, or Special)

If type of 510(k) is not designated, review as a
Traditional 510¢k).
Comments:

*see top header of each page

e Any “No” answer will result in a “Refuse to Accept” decision; however, FDA staff has
discretion to determine whether missing items are needed to ensure that the submission
is administratively complete to allow the submission to be accepted or to request
mmissing checklist items interactively from submitters during the RT A review.

¢  Each clement on the checklist should be addressed within the submission. The submitter
may provide a rationale for onussion for any criteria that are deemed not applicable. If
a rationale is provided, the criterion is considered present (Yes). An assessment of the
rationale will be considered during the review of the submission.

Traditional RTA Checklist 4

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

A. | Admanistrative

1. | All content used to support the v
submission is written in English
(including translations of lest reports,
literature articles, etc.).

Comments:

Submission identifies the following v 6-10
(FDA recommends use of the CDRH
Premarket Review Submission Cover
Sheet form [Form 35147

a. | Device trade/proprietary name V4
b. | Device v
class and

panel or

Classificati

on

regulation

or

Statement that device has not
been classified with rationale for
that conclusion

Comments:

3. Submission contains an Indication for 4 58
Use Statement with Rx and/or OTC

designated (see also 21 CFR 801 109,
and FDA S 0u1dance %E

{ fill,f’h Ww, f(l’z..{, gzm’ e wné’aad&xﬁe‘i Bowtl’
DA/ ReporisManuaglsForms
Aarms/UOM3IOD4 3] pdil,

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Comments:

4. | Submission contains a 510(k) Summary | ¢ 60-63
or 510(k) Statement.

Refer to 21 CFR 807.92 and 21 CFR
807.93 for contents of 510¢k) Summary
and Statement, respectively. Adeguacy
of the content will be assessed during
substantive review.

Comments:

5. | Submission contains a Truthful and v 64
Accuracy Statement per 21 CFR
807.87(k).

See recommended formay

(hitp v fda goviMedical Devices/D
eviceRegulationand Griidan
ce/HowtoMarketYourBevice/Premarket
Submissions/FremarketNo

tification 3 [k uem 142707 him).

Comments:

Traditional RTA Checklist

(W]

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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6. | Submission is a Class {1 510(k) Device.

Select “N/A” only if submission is not a
Class HI 510(k).

a. | Contains Class [l Summary and
Certification

See recommended ¢
thitnAvww. o soviMedical Devie
es/CheviceRegulationandny
idance/HowioMarke YouwrDevice/
PremarkeiSubmivyions/fre
marketNotification3 1 0kuem 426

submission is not a Class 111
3100k
Comments:

The submissicn is not a class 1l 310(k}

7. | Submission contains clinical data. v
Select “N/4” if the submission does not
contain clinical data. If "N/A”is
selected, paris a and b below are
omitled from the checklist.

a. | Submission includes completed v
Financial Certification (FDA Form

3455 information for each covered
clinical study included in the
submission.

Select “N/A” if the submitted
clinical data is not a “covered
clinical study” as defined in the
Cuidance for Indusiryv- Financial
Diisolnsures by Clinical
Investicators,

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

b. | Submission includes completed 4
Certification of Compliance with
requirements of
ClinicalTrials.gov Data Bank
(FDA Form 3674y (42 U.S.C.
2820 5)(BY) for each applicable
device clinical trial included in
the submission.

Select “N/A” if the submitied
clinical data is not an “applicable
device clinical trial " as defined in
Tide VI of FDAAA, Sec, 8011

Comments:

8. | The submission identifies prior 4
submissions for the same device
included i the current submission (e.g.,
submission numbers for a prior not
substantially equivalent [NSE]
determination, prior deleted or
withdrawn 510(k), Pre-Submission,
IDE, PMA, etc.).

OR

States that there were no prior
submissions for the subject device.
Prior  submissions (or no  prior
submissions) for this device should be
included in Section I (prior related
submissions) of the CORH Premarket
Review Submission Cover Sheet form
(Form 3574).

Traditional RTA Checklist

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This information may also be included
in the Cover Lelter (i.e., as a statement
that there were no priov submissions for
the device or a listing of the number(s)
of the prior submissions).

a. | I there were prior submissions, Ve
the submitter has identified where
in the current submission any
issues related to a determination
of substantial equivalence from
prior submissions for this device
are addressed.

To address this criterion, if is
recommended that the submission
include a separate section with the
prior submission number(s), a
copy of the FDA feedback (e.g.,
letter, meeting minutes), and a
statement of how or where in the
submission this prior feedback was
addressed. Note that adequacy of
how the feedback was addressed
will be assessed during the
substantive review.

Select “N/A” if the submitter states
there were no prior submissions.

Comments:
B. | Device Description 87-114
9. | The device has a device-specific v 87-114

guidance document, special controls
document, and/or requirements in a
device-specific regulation regarding
device description that is applicable to
the subject device.

If “N/A 7is selected, paris a and b
below are omitied from the checklisi.

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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a. | The submission addresses deviee v 102-105
description recommendations
outlined in the device-specific
guidance.

QR

The submission provides an
alternative approach intended to
address the applicable statutory
and/or regulatory criteria.

Select “N/A" if there is no
applicable device-specific
guidance. Select “No " if the
submission does not include a
rationale for any omitted
information or any alternative
approach as outlined above. Note
that the adequacy of how
recommendations in a device-
specific guidance, etc., have been
addressed should be assessed
during the substantive review.

Traditional RTA Checklist 7

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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b. | The submission includes device
description information that
addresses relevant mitigation
measures set forth in a special
controls document or device-

specific regulation applicable to
the device.

OR

The submission uses alternative
mitigation measures and provides
rationale why the alternative
measures provide an equivalent
assurance of safety and
cffectiveness.

Select “N/A” if there is no
applicable special controls
document or device-specific
regulation. Select “No” if the
submission does not include a
rationale for any omitted
information or any alternative
approach as outlined above. Note
that the adequacy of how such
mitigation measures have been
addressed should be assessed
during the substantive review.

Comments:

10. | Descriptive information is present and Y 87-114
consistent within the submission {e.g.,
the device description section 18
consistent with the device description in
the labeling).

157202

Comments:

11. | The submission includes descriptive 4
information for the device, including
the following:

a. | A description of the principle of J/ 97-105
operation or mechanism of action ,
for achieving the intended effect. 175-180

Questions? Contact FDA/CDRH/OCE/DID at CB{RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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b. | A description of proposed conditions| ¢ 175-180
of use, such as surgical technique for
implants; anatomical location of use;
user interface; how the device
interacts with other devices; and/or
how the device interacts with the
patient.

c. | A list and description of each device v
for which clearance is requested.
Select “N/A” if there is only one
device or model. “Device” may
refer to models, part numbers,
various sizes, etc.

d. | Submission contains representative / 112-114
engineering drawing(s), schematics,
tllustrations, photos and/or figures of]
the deviee.

OR

Submission includes a statement
that engineering drawings,
schematics, ete. are not applicable
to the deviee (e.g., device 1s a
reagent and figures are not
pertinent to describe the device).
In lieu of engineering drawings,
schematics, etc. of each device 10
be marketed, “representative”
drawings, etc. may be provided,
where “representative” is
intended to mean that the
drawings, eic. provided capture
the differences in design, size, and
other important characteristics of
the various models, sizes, or
versions of the device(s) to be
marketed.

Comments:

12. | Device 1s intended to be marketed with v
multiple components, accessories,
and/or as part of a system.

Select “N/A " if the device is not
intended to be markeied with multiple
components, accessories, and/or as
part of a svstem. If “N/47is selected,
paris a-c below are omitted from the
checklist,

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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a. | Submission includes a list of all 4
components and accessories to be
marketed with the subject device.

b. | Submission includes a v
description (as detailed in item
11a., 11b., and 11d. above) of
each component or accessory.
Select “N/A” if the
component(s)/accessory(ies)
has been previously cleared,
or is exempt, and the proposed
indications for use are
consistent with the cleared
indications.

c. | A 510(k) mumber is provided for 4
each component or accessory that
received a prior 510(k) clearance
AND

A statement is provided that
identifies components or accessories
that have not received prior 510(k)
clearance.

Comments:

C. | Substantial Equivalence Discussion 116-153

13. | Submutter has identified a predicate J 116-153
device(s), including the following
mformation:

a. | Predicate device identifier provided | 145-153
(e.g., 510(k) number, de

nove number, reclassified PMA
number, regulation number if
exempt or statement that the
predicate is a preamendment
device).

For predicates that are
preamendments devices, information
is provided to document
preamendments status.

Information regarding
documenting preamendment status
is available online

thitp://www. fda.gov/Medical Devic
es/DeviceRegulationand(ru
idance/MedicalDeviceQualityand(C
ompliance/ucm3 795520t m).

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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b. | The identified predicate(s) is 4 116-153
consistent throughout the 62’6%
submission (e.g., the predicate(s) 882-954
identified in the Substantial
Equivalence section is the same as
that listed in the 510(k) Summary (if
applicable) and that used in
comparative performance testing.

Cormments:

14. | Submission includes a comparison v 116-153
of the following for the predicate(s)

and subject device and a discussion

why any differences between the

subject and predicate(s) do not

impact safety and effectiveness [see

section S13{(1{ 1 XA) of the FD&C

Actand 21 CFR 807.87(D)]

See “The 3i0dk) Program: Evaluating

Suhsiansicl Eouivalence in Premorket

Notifications {5106k} guidance

document for more information on

comparing intended use and

technological characieristics.

a. | Indications for use 4 123
If there are no differences between
the subject device and the
predicate(s)  with  respect  to
indications and intended use, this
should be explicitly stated.

b. | Technology, including features, v 123-129
materials, and principles of
operation
Examples of technological
characteristics include, but are not
fimited to design, features,
materials, energy source, and
principle of operation.

DA recommends a tabular
Jormai for comparing
technological characteristics. Any
characteristic that is the

Questions? Contact FDA/CDRH/OCE/DID at CBIRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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same as the predicate(s)
should be explicitly siated.
Differences in fechnological
characteristics should be
identified and a rationale
provided why they do not raise
different questions of safety
and effectiveness.

Comments:

D. | Proposed Labeling (see also 21 CFR
parts 801 and 309 as apphicable)

155-202

15. | Submission includes proposed v
package labels and labeling (e.g.,
instructions for use, package insert,
operator’s mamaal).

155-196

a. | Indications for use are stated in v
labeling and are identical to
Indications for Use form and
310(k) Summary (if 510(k)
Summary provided)

182

b. | Labeling includes: v

- Statements of
conditions, purposes
or uses for which the
device is intended
(e.g., hazards,
warnings, precautions,
contraindications) (21
CFR 801.5}
AND

- Includes adequate
directions for use
(see 21 CFR
801.5)
OR

- Submission states that

182-188

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

device qualifies for
exemption per 21 CFR
801 Subpart D

Comments:

16. | Labeling includes name and place of 4 158
business of the manufacturer,
packer, or distributor (21 CFR

801.1)
Comments:

17. | Labeling includes the preseription 4 5&
statement (see 21 CFR 162,
801.109(b X 1)) or Rx Only symbol 168-170,

- 198-199

{see also Section 502(a) of the
FD&C Act and FDA’s guidance
“Alternative to Certain Prescription
Device Labeling Requirements”).
Select “N/A” if not indicated for
prescripiion use.

Comments:

18. | The device has a device-specific v
guidance document, special controls
document, and/or requirements in a
device-specific regulation regarding
labeling that is applicable to the
subject device.

If “N/A"7is selected, parts a and b
below are omitted from the checklist.

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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a. | The submission addresses v
labeling recommendations
outlined 1n the device-specific
guidance.

OR

The submission provides an
alternative approach intended to
address the applicable statutory
and/or regulatory criteria.
Select “N/A " if there is no
applicable device-specific
guidance. Select “No” if the
submission does not include a
rationale for any omitted
information or any alternative
approach as outlined above.
Note that the adequacy of how
recommendations in a device-
specific guidance, etc., have
been addressed should be
assessed during the
substaniive review.

b. | The submission includes 4
labeling information that
addresses relevant mitigation
measures sef forth in a special
controls document or device-
specific regulation applicable
to the device.

OR

The submission uses alternative
mitigation measures and provides
rationale why the alternative
measures provide an equivalent
assurance of safety and
effectiveness.

Select “N/A” if there is no
applicable special controls
document or device-specific
regulation. Select “No” if the
submission does not include a
rationale for any omitied
information or any alternative
approach as outlined above.
Note that the adequacy of how
such mitigation measures have
been addressed should be
assessed during the substantive
review.

Questions? Contact FDA/CDRH/OCE/DID at CBYRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Comments:

19. | Ifthe device is an in vitro diagnostic v
device, provided labeling includes
all applicable information required
per 21 CFR 809.10.

Select “N/A” if not an in vitro
diagnostic device.

Comment:

E. | Sterilization 4
If an in vitro diagnostic (IVD) device and
sterilization is not applicable, select
“N/A.” The criteria in this section will be
ontitted from the checklist if “"N/A” is
selected.

Submission states that the device, and/or
accessories, and/or components are: (one of the
below must be checked)

[ Provided sterile, intended to be single-use
[ Requires processing during its use-life

X' Non-sterile when used (and no processing
required)

Information regarding the sterility status of the
device is not provided (if this box is checked,
please also check one of the two boxes below)
L1 Sterility status not needed for this device
(e.g., softwarc-only device) [l Sterility
status needed or need unclear
This information will determine whether and what
type of additional mformation may be necessary
for a substantial equivalence determination.
If “non-sterile when used” or “not provided
and not needed " is selected, the sterility-related
criteria below are omitted from the checklist.
If information on sterility status is not provided, and
it is needed or the need for this information is
unclear, select "No.”
The “Reguires processing during its use-life”
option refers to devices falling into one of the four
categories below:
s Supplied sterile and requires
reprocessing prior to subsequent patient
use
e Supplied non-sterile and requires user to
process the device for initial use, as well

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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as {o reprocess the device after each use
s Reusable medical device (single-user)
reprocessed befween eachuse
e Single-use medical devices initially
supplied as non-sterile to the user, and
requiring the user to process the device
prior 1o ifs use
Please refer to the guidance document titled
“Revrocessing Medical Devices in Health Care
Settings: Validarion Meihods and Labeling” for
additional information.

Comments:

20. | Assessment of the need for cleaning
and subsequent disinfection

or sterilization information.

a. | Identification of device, v
and/or accessories,
and/or components that
are provided sterile.
Select “N/A” if no part
of the device,
accessories, or
components is provided
sterile.

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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b. | Identification of device, v
and/or accessories,
and/or components that
are end user sterilized or
disinfected.

Select “N/A " if no part
of the device,
accessories, or
components is end user
sterifized or disinfected.

¢. | Identification of device, v
and/or accessories,
and/or components that
are reusable.

Select “N/A” if no part
of the device,
accessories, or
components is reusable.

Comments:

21. | If the device, and/or accessory, v
and/or a component is
provided sterile:

Select “N/A” if no part of the
device, accessories, or
components is provided
sterile, otherwise complete a-f
below.

a. | Sterilization method is 4
stated for each
component {including
dose for radiation
sterilization}

b. | A description of method s
to validate the
sterilization parameters
is provided for cach
proposad sterilization
method (e.g., haif-cycle
method and full citation
of FDA- recognized
standard, including
date).

Note: the sterilization
validation report is not
required.

Questions? Contact FDA/CDRH/OCE/DID at CB{RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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¢. | For devices sterilized 4
using chemical

stertlants such as
ethylene oxide (EO)

and hvdrogen peroxide,
submission states
maximuin levels of
sterilant residuals
remaining on the device
and sterilant residual
limits.

Select “N/A" if not
sterilized using chemical

sterilants.

d. | Sterility Assurance Level /
{SAL) stated

e. | Submission includes S

description of packaging

f. | For products iabeled
“non-pyrogenic,” a
description of the
method used to make
the determination stated
{e.g., limulus

amebocyte lysate [LALT)
Select "N/A” if not labeled “non-
pyrogenic.”

v/

Comments: Disinfection Process Validation Protocol and report

22. | It the device, and/or accessory, and/or v
a component is reusable or end user
sterilized or disinfected:

Select “N/A” if no part of the device,
accessories, or COMponents are
reusable or end user sterilized or
disinfected, otherwise compleie a-d
below.

a.  Cleaning method is provided in v
labeling for each device, and/or
accessory, and/or component.
Select “N/A” if not reusable
and does not need cleaning
prior to disinfection or
sterilization

5

Questions? Contact FDA/CDRH/OCE/DID at CRiRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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b. | Disinfection methed is provided 4
m labeling for each device, and/or
accessory, and/or component.
Select “"N/A" if not disinfected
(i.e., undergoes terminal
sterilization) prior (o use

¢. | Sterilization method is provided v
in labeling for each device and/or
accessory, and/or component.
Select “N/A” if not sterilized
(i.e., undergoes disinfection)
prior fo use

5

d.  Device types in this submission v
are listed in Appendix E of the
FDA’s guidance “Reprocessing
Medical Devices in Health Care
Setfings: Validation Methods
and Labeling”

Device types identified in
Appendix E of the reprocessing
guidance represent devices
posing a greater likelihood of
microbial transmission and
represent a high risk of
infection. Select “N/A4” if the
device type in the submission is
not included in Appendix F of
the reprocessing guidance.

1. | If device types in this
submission are included in
Appendix E of the
reprocessing guidance, the
submission includes
protocols and test reports
for validating the
reprocessing instructions.
Select “N/A” if the device
fype in the submission is
not included in Appendix K
of the reprocessing
guidance.

Comments:

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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23. | The deviee has a device-specific v
guidance document, special controls
document, and/or requirement in a
device-specific regulation regarding
sterility and/or reprocessing that is
applicable to the subject deviee

If “N/A"is selected, parts a and b
below are omitied from ihe
checklist.

a. | The submission addresses
sterility and/or reprocessing
recommendations outlined in the
device-speeifie guidance.

OR

The submission provides an
alternative approach intended to
address the applicable statutory
and/or regulatory criteria.
Select “N/A” if there is no
applicable device-specific
guidance. Select "No” if the
submission does not include a
rationale for any omitted
information or any alternative
approach as outlined above.
Note that the adeguacy of how
recommendations in a device-
specific guidance, eic., have
been addressed should be
assessed during the substantive
review.

b. | The submission includes sterility
and/or reprocessing information
that addresses relevant mitigation
measures set forth in a special
controls document or device-
specific regulation applicable to
the device. Vg
OR

The submission uses alternative
mitigation measures and provides
rationale why the alternative
measures provide an equivalent
assurance of safety and
effectiveness.

Select “N/A” if there is no
applicable special controls
document or device-specific
regulation. Select “No” if the

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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submission does not inchide a
rationale for any omitted
information or any alternative
approach as outlined above.
Note that the adequacy of how
such mitigation measures have
been addressed should be
assessed during the substantive
Feview.

Comments:

F. | Shelf-Life 204-205

24. | Proposed shelf life/ expiration date e 204-205
stated

OR

Statement that shelf-life is not
applicable because of low likelihood
of time-dependent product
degradation

Comments: same as predicate

25. | For a sterile device, submission v 204-205
includes summary of methods used
to establish that device packaging
will maintain a sterile barrier for the
entirety of the proposed shelf-life.
Select “N/A " if the device is nof
provided sterile.

Comments:

26. | Submission includes summary of 4
methods used to establish that device
performance 1s maintained for the
entirety of the proposed shelf-life
(e.g., mechanical properties, coating
ntegrity, pH, osmolality, ete.).

OR

Statement why performance
data is not needed to establish
maintenance of device
performance characteristics

over the shell-life period.

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Comments:

G. | Biocompatibility v 207-208
If an in vitro diagnostic (IVD) device, select
“N/A.” The criteria in this section will be
omitted from the checklist if “"N/A” is
selected.

Submission states that there: (one of the below must v
be checked)

X Are direct or indirect
patient-contacting
components Are no direct
or indirect patient-
contacting components

Information regarding patient contact status of
the device 1s not provided (if this box checked,
please also check one of the two boxes below)
L1 Patient contact information not needed for
this device (e.g., software- only device)

L1 Patient contact information is needed or need
unclear

This mformation will determine whether and what
type of additional information may be necessary
for a substantial equivalence determination.

If “ave no” or “not provided and not needed”’ is
selected, the biocompatibility-

related criteria below are omitted from the
checklist. If information on the patient-contact
status is not provided, and contact information is
needed or ils contact status is unclear, select
“No.”

An example of a direct patient-contacting device
would be an implant that has direct contact with
patient tissues during use. An example of an
indirect patient-contacting device would be fluid
entering the patient’s body following passing
through device/device components nol in direct
contact with the

patient.

Comments:

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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27. | Submission includes a list 4 207-208
identifying each patient-contacting
device component (e.g., implant,
delivery catheter) and associated
materials of construction for each
component, including identification
of color additives, if present.

Comments:

28. | Submission identifies contact v 207-208
classification (e.g., surface-
contacting, less than 24 hour
duration) for each patient-
contacting device component {e.g.,
implant, delivery catheter).

Comments:

29. | Biocompatibility assessment of 207-208
patient-contacting components

Submission includes:

Test protocol (inchuding identification
and description of test article),
methods, pass/fail criteria, and results
provided for each completed test.

OR

A statement that biocompatibility
testing is not needed with a rationale
(e.g., materials and
manufacturing/processing are
identical to the predicate).

Comments:

H. | Software 210-551

Submissien states that the device: (one of the below J
must be checked)

X Does contain software/firmware

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Information on whether device
contains software/firmware 1s not
provided (if this box checked, please
also check one of the two boxes below)

[ Software/firmware information not
needed for this device (e.g., surgical
suture, condom)

Software/firmware information is
needed or need unclear

This mformation will determine whether
and what type of additional information
may be necessary for a substantial
equivalence determination.

If “does not contain” or “not provided and
not needed” is selected, the software-related
criteria below are omitted from the
checklist. If information on software is not
provided, and this information is needed or
the need is unclear, select “No.”

Comments:

30. | Submission includes a statement of v 245.246
software level of concern and rationale
for the software level of concern

Comments:

31. | All applicable software v 216-551
documentation provided based on
level of concern identified by the
submitter, as described in Guidance
for the Content of Premarket
Subnussions for Software
Contained in Medical Devices, or
the submission includes information
to estabhsh that the submitter has
otherwise met the applicable
statutory or regulatory criteria
through an alternative approach
(i.e., the submitter has identified an
alternate approach with a rationale).

Note: This element is also applicable
to non-internally generated or off-
the-shelf (OTS) software used in the
device.

Comments:

I. | Electrical Safety and EMC 553-880

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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()
Lh
(98]

Electrical Safety:

Submission states that the device: (cne of the below
must be checked)

xDoes require electrical safety evaluation e

information on whether device requires electrical

safety evaluation not

provided (if this box checked, please also check
one of the two boxes below)
1 Electrical safety information not needed
for this device (e.g., surgical suture,
condom)

[} Electrical safety information needed or need
unclear

This information will defermine whether and what
type of additional information may be necessary
for a substantial equivalence determination.

If “does not vreguire” or “not provided and not
needed” is selected, the electrical safety criteria
below are omifted from the checklist. If
information on electrical safety is not provided,
and it is needed or the need for this

information is unclear, select “No.”

Comments:

32. | Submission includes evaluation of 4 55.706
electrical safety (e.g., per IEC
60601-1, or equivalent FDA-
recognized standard, and if
applicable, a device-specific
standard).

OR

Submission includes electrical safety
evaluation using methods or standards
that are not FDA-recognized and
submission includes information to
establish that the submitter has
otherwise met the applicable statutory
or regulatory criteria through this
alternative approach (i.e., the
sabmitter has identified alternate
methods or standards with a
rattonale).

oy
L

Comments:

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EMC:
Submission states that the device: (one of the below
must be checked)

L
U
9

X Does require EMC evaluation

Information on whether device requires EMC
evaluation not provided (if this box checked,
please also check one of the two boxes below)
L1 EMC information not needed for this
device {e.g., surgical suture, condom)

' EMC information needed or need unclear
This information will determine whether and what
type of additional

information may be necessary for a substantial
equivalence determination.

If “does not vequire” or “not provided and not
needed” is selected, the FMC criteria below are
omitled from the checklist. If information on EMUC is
not provided, and it is needed or the need for this
information is unclear, select “No.”

Comments:

33. | Submission inclades evaluation of 708-831
electromagnetic compatibility

{e.g., per IEC 60601-1-2 or
equivalent FDA- recognized
standard and if applicable, a
device-specific standard).

OR

Submission includes electromagnetic
compatibility evaluation using
methods or standards that are not
FDA-recognized and submission
includes information to establish that
the submitter has otherwise met the
applicable statutory or regulatory
criteria through this alternative
approach (i.¢., the submitter has
identified alternate methods or
standards with a rationale}.

Comments:

J. | Performance Data General v 8R2-954
If an in vitro diagnostic (IVD) device, select
“N/A.” The criteria in this section will be
omitled from the checklist if “N/A” is
selected.

Performance data criteria relating fo IVD

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

devices is addressed in Section K.

Comments:

o)
2

4.

Full test report is provided for each
completed test. A full test report
includes: objective of the test,
description of the test metheds and
procedures, study endpoint(s), pre-
defined pass/fail criteria, results
summary, conclusions.

Full test reports provided for all
completed tests/evaluations (e.g.,
bench evaluations, comparative
performance tests, etc.). Select “N/4”
if the submission does not include
performance data,

914-954

a. | Submission includes an
explanation of how the data
generated from each test report
supports a finding of substantial
equivalence (e.g., comparison to
predicate device testing,
dimensional analysis, etc.).
Select “N/A” if the submission
does not include performance

882-954

Questions? Contact FDA/CDRH/OCE/DID at CRfRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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data.

Comments:

35. | The device has a device-specific v §82-945
guidance document, special controls
decument, and/or requirement in a
device-specific regulation regarding
performance data that is applicable to
the subject device

If “N/A"is selected, parts a and b
below are omitted from the checklist.

a. | The submission addresses 4 882-945
performance data
recommendations outlined in the
device-specific guidance.

OR

The submission provides an
alternative approach intended to
address the applicable statutory
and/or regulatory criteria.

Select "N/A” if there is no
applicable device-specific
guidance. Select “No " if the
submission does not include a
rationale for any omitted
information or any alternative
approach as outlined above. Note
that the adequacy of how
recommendations in a device-
specific guidance, etc., have been
addressed should be assessed
during the substantive review.

Questions? Contact FDA/CDRH/OCE/DID at CEfRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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b. | The submission includes v
performance data that addresses
relevant mitigation measures set
forth in a special controls
document or device-specific
regulation applicable to the
device.

OR

The submission uses alternative
mitigation measures and provides
rationale why the alternative
measures provide an equivalent
assurance of safety and
effectiveness.

Select “N/A” if there is no
applicable special controls
document or device-specific
regulation. Select “No™ if the
submission does not include a
rationale for any omitted
information or any alternative
approach as outlined above. Note
that the adequacy of how such
mitigation measures have been
addressed should be assessed
during the substantive review.

Comments:

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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36. | If literature s referenced in the v
submission, submuission includes:

Select “N/A” if the submission does not
reference literature. If “N/A"is

selected, parts a and b below are

omitted from the checklist.

Note that the applicability of the
referenced article to support a
substantial equivalence finding should be
assessed during the substantive review,;
only the presence of a discussion is
required to support acceptance.

a. | Legible reprints or a summary of s
each article.

b. | Discussion of how each article is S
applicable to support the substantial
equivalence of the subject deviee to
the predicate.

Comments:

37. | For each completed animal study, the v
submnission provides the following:
Select “N/A” if no animal study was
conducted. If “"N/47is selected, paris a-
¢ below are omitted from the checklist.
Note that this section does noi address
biccompatibility evaluations, which are
assessed in Section ( of the checklist.

a. | Submission includes a study 4
protocol which includes all elements
as outlined in 21 CFR 58,120

b. | Submussion includes final study

report which inclades all elements
outlined in 21 CFR 58.185

Questions? Contact FDA/CDRH/OCE/DID at CERH-FOISTATUS@fda.hhs.gov or 301-796-8118
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¢. | Submission contains a statement v
that the study was conducted in
compliance with applicable
requirements in the GLP
regulation {21 CFR Part 58), or, if
the study was not conducted in
compliance with the GLP
regulation, the submission
explains why the noncompliance
would not impact the validity of
the study data provided to support
a substantial equivalence

determination.
Comments:
K. | Performance Characteristics — In Vitro 4
Diagnostic Devices Only (see alse 21 CFR
809.10(b)(12))

Submission indicates that deviee: {one of the
below must be checked)

L] Is an in vitro diagnostic device

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Is not an in vitro diagnostic device v

If “is not” is selected, the performance data-
related criteria below are omitted from the
checklist.

38. | Submission includes the following 4
sm@s, as appropriate for the device
type, including associated protocol
descriptions, study results and line data:

a. | Precision/reproducibility J
b. | Accuracy (includes as appropriate 4

linearity; calibrator or assay
traceability; calibrator and/or
assay stability protocol and
acceptance criteria; assay cut-off;
method comparison or
comparison to chinical cutcome;
matrix comparison; and clinical
reference range or cutoff.

c. | Sensitivity (detection limits, LoB,

LoD, LeQ) where relevant for the v
device type).
d. | Analytical specificity J/
Comments:
39. | The device has a device-specific v

guidance document, special controls
document, and/or requirement in a
device-specific regulations regarding
performance data that is applicable to
the subject device.

If “N/Ais selected, parts a and b
below are omitted from the checklist.

Questions? Contact FDA/CDRH/OCE/DID at CERH-FOISTATUS@fda.hhs.gov or 301-796-8118
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a. | The submission addresses v
performance data
recommendations outlined in the
device-specitic guidance.

OR

The submission provides an
alternative approach intended to
address the applicable statutory
and/or regulatory criteria.

Select "N/A” if there is no
applicable device-specific
guidance. Select “No” if the
submission does not include a
rationale for any omitted
information or any alternative
approach as outlined above. Note
that the adequacy of how
recommendations in a device-
specific guidance, etc., have been
addressed should be assessed
during the substantive review.

b. | The submission includes
performance data that addresses

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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relevant mitigation measures set forth in a v
special controls document or device-
specifie regulation applicable (o the
device.

OR

The submission uses alternative mitigation
measures and provides rationale why the
alternative measures provide an equivalent
assurance of safety and effectiveness.

Select “N/A” if there is no applicable special
controls document or device-specific
regulation. Select “No” if the submission dees
not include a rationale for any omitted
information or any alternative approach as
outlined above. Note that the adequacy of how
such mitigation measures have been
addressed should be assessed during the
substantive review.

Comments

Questions? Contact FDA/CDRH/OCE/DID at CE¥RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No. 0910-0120
Expiration Date: 08/30/2020
Ses PRA Statement below.

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration

Indications for Use
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510(K) SUMMARY

(b)(4)
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Truthful an

INMGDE

[As Required by 21 CFR 807.87(k)]

I certify that, in my capacity as CEO of InMode MD Ltd., I befieve to
the best of my knowledge, that all data and information submitted in
the premarket notification are truthful and accurate and that no

material fact has been omitted.

(b)(6)

(Signature)

Moshe Mizrahv, CEO

(Typed Name)

{Date)

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ection 7:

Class III Su ifications

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section

Financial Certifications or Disclosure Statements

Questions? Contact FDA/CDRH/OCE/DID at CBRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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eclaration of Conform
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9.1 Declaration of Conformity to Recognized Standards

The InMode System with the Morpheus8 Applicators complies with the following FDA

recognized consensus standards:

® [Rcc. Number 19-4] ANSI AAMI ES 60601-1:2005/(R)2012 and A1:2012,
C1:2009/(R)2012 and A2:2010/(R)2012 (Consolidated Text) Medical electrical
equipment - Part 1: General requirements for basic safety and essential
performance

e [Rec. Number 19-8] IEC 60601-1-2 Edition 4.0 2014-02 Medical clectrical
cquipment - Part 1-2: General requirements for basic safety and essential
performance - Collateral Standard: Electromagnetic disturbances - Requirements
and tests

e [Rec. Number 6-389] IEC 60601-2-2 Edition 6.0 2017-03 Medical clectrical
equipment - Part 2-2: Particular requirements for the basic safety and essential
performance of high frequency surgical equipment and high frequency surgical

aACCessories
B

All the requirements of these standards were met. No adaptations were made to any of
the test methods recommended in the standard. There were no applied deviations from
the standard. Protocols and test reports for these tests are provided in section 17 of this

510(k) file submission.

A Declaration of Conformity (DOC) to FDA Recognized Consensus Standards is
attached to this section in Appendix 9-1. The DOC is sponsor attestation that the subject
device of this 510(k) file submission conforms to all of the requirements of the DOC
specified FDA recognized consensus standard at the time of submission, in accordance
to the FDA Guidance: “Appropriate Use of Voluntary Consensus Standards in
Premarket Submissions for Medical Devices” issued on September 14, 2018 and section

514(c)1)B) of the FD&C Act.
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APPENDIX 9-1

DECLARATION OF CONFORMITY TO FDA RECOGNIZED
CONSENSUS STANDARDS
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Tavor building, POB 533
Yoknearm 2065206, 1ISRAEL
Tal +572{410097470

PN M ODE Fax: +972{8)0097471

Dreclaration of Conformity to Recognired Standards

I certify that, in my capacity as CEO of InMode Lid., that the subject of this
Traditional 310(k}, the InMode RF Multi-Systein, conforms with the following FDA-

recognized standards:

s [Rec. Mumber 19-4] ANSI AAMI ES 60601-1:2005/(R)12012 and AL:2012,
CH2009/(F2012 and AZ:2010/(R)2012 {Consolidated Text) Medival electrical
squipment - Part 10 General requirements for basic safely and essential
performance

[Rec. Number 19-8] IEC 60601-1-2 Editien 4.0 2014-02 Maedical electrical
equipment - Part 1-2: General requirements for basic safety and ossential
performance - Collateral  Standard: Electromagnetic disturbances -

Reqguirements and tosts

s [Rec. Number 6-389] [EC 60601-2.2 Edition 6.0 201703 Medical electrical
equipment - Part 2-2; Particular vequirements Tor the basic safety and essential
performance of high frequency surgics! equipment and high frequency surgical

accessories

Al requirsments were med, siternalive series of tests were not performed, all
requirements were applicable to the device, no devialions from each applicable
standard were applied, and there were no differences between the tested device and
the: device to be marketed. All tests were performed by The Standards Institution of

Israel, 42 Chaim Levanon St Tel Aviv, Israel

Signed: Mt Moshe Mizraby  Dale: March 31%, 2020 Address:

Tavor Building, Shaar Yokneam

POB 533, Yokneam 2065206
Tsrael

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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10.0 EXECUTIVE SU

ARY

10.1 Device Description

The InMode System with the Morpheus8 Applicators is based on FDA-Cleared
Fractional RF system and the subject of K192695. It consists of the system platform,
applicator handle, designated cable with connection ports to system platform and a
single-use, sterile, 12, 24, 40 pin and T tip heads. The subject device and FDA-
Cleared Morpheus8 Applicators (K192695) have identical indications for use but
slightly different specifications. The change in specifications focuses on the maximal
24 and 40 pin tip microneedles penetration depth, which is controlled by the software.
While the Morpheus8 Applicators (K192695) were previously limited to a penetration
depth of 4mm, the current software update enables the Morpheus8 24 and 40 pin tips,
which are basically the same tips, a penetration depth variety ranging betweeni
for the 24 tip head andij for the 40 tip head. No mechanical or hardware
modifications were performed on the device to support this change. The software and
user interface were merely adjusted to fit this change.

The InMode System with the Morpheus8 Applicators employs fractional RF multi-
electrode technology for dermatological and general surgical procedures requiring
electrocoagulation and hemostasis. It is designed to deliver radiofrequency energy to
the target tissue in a fractional manner, via an array of 12, 24 or 40 pin electrodes
arranged on a detachable sterilized disposable tip. The pin array delivers RF energy to
the tissue, resulting in heating of surrounding tissue around the electrodes contact, to

temperatures leading to electrocoagulation and hemostasis of micro tissue zones.

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

The InMode System is depicted in Figure /0.1 below.

Figure 10.1: InMode System

The InMode System with the Morpheus8 Applicators (InMode Ltd.) is a computerized
system generating RF energy, based on the underlying technology of Fractional RF.
The system platform includes a power supply unit, an RF generator (RF output
frequency; 1MHz, maximal power of 65W and energy controlled by RF pulse width),
controller, footswitch pedal and LCD screen with touch panel. These modules are
used for generating pulses of RF energy that heats the micro tissue zones to create

fractional tissue coagulation.

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The Morpheus8 Applicator comprises handle and detachable, sterilized, disposable,
single use 12, 24, 40 pin and T tip head accessories. The applicator handle is made of
plastic and has an ergonomic design for easy treatment with high vistbility of the
treated area. The applicator has a cable that 1s 270cm long and connects the applicator
to the console via a connector. The applicator body design with adjustable tip head is

shown in Figure 10.2.

Figure 16.2: Morpheus8 Applicator with tip

(b)(4)
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10.2 Intended Use

(b)(4)

10.3 Comparison to Predicate Devices

The InMode System with the Morpheus® Applicators is a fractional RF treatment
modality based on the FDA-Cleared InMode System and Morpheus8 Applicators all
FDA Cleared in 510(k) K192695 as a predicate device.

A comparison table is provided below comparing the intended use and basic
technological characteristics of the InMode System with the subject device to the

intended use and basic technological characteristics of the predicate device.

Questions? Contact FDA/CDRH/OCE/DID at CERH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The indications for use and technological characteristics of the InMode System with
the Morpheus8 Applicators are substantially equivalent to the indications for use and
technological characteristics of the InMode System with the Morpheus8 Applicators
FDA-Cleared in K192695.

Both the subject and predicate devices utilize the InMode System platform for
generating the Fractional RF energy and for general system control. Moreover, both
systems utilize the same Morpheus8 set of Applicators (FDA Cleared in K192695)
which supports the application and utilization of the 12, 24, 40 and T tip heads.

The only difference between the subject device and the predicate device 1s in the 24
and 40 tip head microneedles maximum penetration depth. While in the predicate
device the maximal allowed penetration depth for the 24 and 40 tip heads was limited
to 4mm, with the subject device this was extended for up to 7mm. The same
mechanism of operation and the same mechanism of action is applied by both the
subject and predicate device. The same performance specifications are used. The only
change made was in the device software that controls the microneedles penetration

depth.

The hardware components and underlying RF technology of the subject and predicate

devices are identical.

In similar manner to the predicate device, the subject device system platform consists
of RF generator, controlier and user interface and perform identical functions of RF

power delivery under similar performance specifications.

The safety features and compliance with safety standards in the InMode System with
Morpheus8 Applicators are similar to the safety features and compliance with safety

standards found in the predicate device.

(b)(4)
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(b)(4)

Furthermore, the new InMode System with the Morpheus8 Applicators underwent
performance testing, including software validation testing, electrical and mechanical
safety testing according to IEC 60601-1 and electromagnetic compatibility testing

according to IEC 60601-1-2 and comparative bench testing.

In order to ensure that the subject device performs safely and effectively on target
tissues to achieve its intended use of electrocoagulation and hemostasis in deeper
tissues of up to 5, 6 and 7 mm an ex-vivo tissue study was performed by the sponsor.
The purpose of the ex-vivo test was to evaluate and compare the fractional coagulation
necrosis pattern of target tissues, formed by thermal effect of the InMode System with

the Morpheus8 Applicators 24 and 40 pin tip heads in different tissue depths.

(b)(4)

tissue has the same effect regardless to the needles penetration depth and theretore the
device can be safely and effectively used with the applied energy outputs and

according to its intended use in a similar manner to its predicate device (K192695)
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and in penetration depths of 5, 6, and 7 mm in addition to the already FDA cleared

penetration depths (up to 4 mm).

Consequently, it can be concluded that the InMode System with the Morpheus§
Applicators 1s substantially equivalent to the predicate InMode System with the
Morpheus8 Applicators, FDA-Cleared under 510(k) K192695, and therefore, may be
legally marketed in the USA.

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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10.4 Description of performance and safety aspects

The InMode System with the Morpheus8 Applicators have been tested and complies

with the following voluntary recognized standards:

e [Rec. Number 19-4] ANSI AAMI ES 60601-1:2005/(R)2012 and A1:2012,
C1:2009/(R)2012 and A2:2010/(R)2012 (Consolidated Text) Medical electrical
equipment - Part 1: General requirements for basic safety and essential
performance

# [Rec. Number 19-8] IEC 60601-1-2 Edition 4.0 2014-02 Medical clectrical
equipment - Part 1-2: General requirements for basic safety and essential
performance - Collateral Standard: Electromagnetic disturbances - Requirements
and tests

# [Rec. Number 6-389] IEC 60601-2-2 Edition 6.0 2017-03 Medical clectrical
equipment - Part 2-2: Particular requirements for the basic safety and essential
performance of high frequency surgical equipment and high frequency surgical

accessories

Performance bench tests were performed to measure the accuracy and consistency of
the RF output parameters of the InMode System and compare them to the specific
design requirements and to the RF output parameters of the predicate device. The
results of the bench tests demonstrate that the InMode System complies with the
design requirements and consists of similar RF output specifications as the predicate

devices and therefore, is substantially equivalent to the predicate devices.

The performance and safety of the InMode System with the Morpheus8 Applicators
treatment in dermatological procedures requiring electrocoagulation and hemostasis in
deeper tissues of up to 5, 6 and 7 mm was evaluated in an ex-vivo tissue study. The
study was conducted on a porcine animal model and included a single treatment of

two different harvested porcine tissues: muscle and fat utilizing the InMode System

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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with the Morpheus® applicator 40 pin tip head in its final, finished version. Treatment
was followed by biopsy sampling of slices trimmed along the pin’s penetration path
and collection immediately stained by TTC staining to visualize the tissue coagulation
necrosis pattern. The ex-vivo study results show that the InMode System with the
Morpheus8 Applicators 1s safe for use and effective in achieving the specified
indications of dermatological and general electrocoagulation and hemostasis,
regardless to the needles penetration depth. Therefore, the device can be safely and
effectively used with the applied energy outputs and according to its intended use in a
similar manner to its predicate device (K192695) and in penctration depths of 5, 6,

and 7 mm in addition to the already FDA cleared penetration depths (up to 4 mmy).

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

Section 11:

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

TABLE OF CONTENT

DEVICE INFORMATION ..ottt 3
L LD e (uTa Ak T a5t DU O TP 3
TED DevICe DESOIIPTION 1ttt iiittaeiietine e nteea e aeteeaeaneaeneantanaanaeceaeaantceaaaanttreaeannareaeaanees 4
11.2 Device COmMPOBEIITS ..ottt ittt eeiiieeteeriteeeenuteeeenmaeeeeemeeeecreeecesmeeceseneeceseasencs 5

11.2.0 AC/DC power sUpPY LN o creeee e eaaae s e ssasseaaaa s e e e ssanaes 5
O €1 4T = o L PPN 5
11.2.3  Controller/CPU Card. . .oouueieeeereeeeomeemnecenseeeonmemmmmesesseeeommemmmmesssseeesmenmmmsssseeeonnes 6
11.2.4  User Interface (Operator Control Panel) .. &
11.2.5 RFEMeasUring CIrCU . oottt een e s e e &
A SR <Y o T o HTor- T uT ol oo T 1=t ot o | O &
11.2.7  FOOtSWITCR cocrriire e ceccce e e e eecccnneecceeeeeeereeaeceeeeeeaannes 7
11.2.8  Morpheuss ApplCator e eeeecciiiiseceeeeeeccanecccssseaaeeeeeeecesssannssens 7
11.3 Mechanismm 0f ACTION. ittt ee ettt rer e s e e e s en s e s rnan e e e 12
114 MoOde of OPeration. oot neeee et teente ettt et et ae ettt aeaaitaeanaaniaraaeaas 12
11.5  User Interface and Device Operation....cccoeireiiiireiieniieeieciieeeceineeeeesneeeccceceecae 13
11.6  Device additional featilres . ..ot 17
11.6.1  SoUnd INdICaTON oottt 17
1.7 Sterilization & ReproCessing ..o ureererrrerareremmarommmerarenenaremommmecocomieceomonceimoeomieces 17
11.8  Treatment Information ...t cceccecmeeeeeeeeeeenencenenne 17
17.8.1 ContrainiCations. . et aeta e e eeas 18
11,9 Device Safely FEatlres ..ottt et tta e ettt st e s e 20
T1I0  Device SpeciiiCallons. . et inereeeeneteeneanneeneenrenaancreaeaantreaaaantaeanaannareanans 21
11.11 Drevice Materials. ..o 22
11.12  RF Performance Specifications vt ceiveee e 23
11.13  EMC Safety for the InMode System with Morpheus8 Applicators......cocccienis 24
11,14 List Of APPenaifes .o ieiiireeecieee e eeirceeeceneeeeeeneeccreeeececreeeeeacnecesaecrecescac 25

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

DEVICE INFORMATION

11.0 Introduction

The InMode System with the Morpheus8 Applicators is based on FDA-Cleared
Fractional RF system and the subject of K192695. 1t consists of the system platform,
applicator handle, designated cable with connection ports to system platform and a
single-use, sterile, 12, 24, 40 pin and T tip heads. The subject device and FDA-Cleared
Morpheus8 Applicators (K192695) have identical indications for use but slightly
different specifications. The change in specifications focuses on the maximal 24 and 40
pin tip microneedles penstration depth, which is controlled by the software. While the
Morpheus8 Applicators (K192695) were previously limited to a penetration depth of
4mm, the current software update enables the Morpheus8 24 and 40 pin tips, which are
basically the same tips, a penetration depth variety ranging between 1-7 mm for the 24
tip head and 2-7 mm for the 40 tip head. No mechanical or hardware modifications were
performed on the device to support this change. The software and user interface were

merely adjusted to fit this change.

The InMode System with the Morpheus8 Applicators employs fractional RF multi-
electrode technology for dermatological and general surgical procedures requiring
electrocoagulation and hemostasis. It is designed to deliver radiofrequency energy to
the target tissue in a fractional manner, via an array of 12, 24 or 40 pin electrodes
arranged on a detachable sterilized disposable tip. The pin array delivers RF energy to
the tissue, resulting in heating of surrounding tissue around the electrodes contact, to

temperatures leading to electrocoagulation and hemostasis of micro tissue zones.

(b)(4)
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(b)(4)

The following device description section will present in details the InMode platform

system and the Morpheus8 Applicators.

11.1  Device Description

The InMode System with the Morpheus8 Applicators (InMode Ltd.) is a computerized
system generating RF energy, based on the underlying technology of Fractional RF.
The system platform includes a power supply unit, an RF generator (RF output
frequency; 1MHz, maximal power of 65W and energy controlled by RF pulse width),
controller, footswitch pedal and LCD screen with touch panel. These modules are used
for generating pulses of RF energy that heats the micro tissue zones to create fractional

tissue coagulation. The InMode System is depicted in figure /1.1 below.

Figure 11.1: InMode System

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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A detailed description on the device components is presented in the following sections.
11.2 Device Components
11.2.1 AC/DC power supply unit
The medical grade AC/DC power supply unit converts AC input voltage (100-240
VAC) into stabilized DC voltage of 48 VDC.
11.2.2 RF Generator

The RF generator generates RF power to the applicator according to user settings. The

following are the specifications of the RF generator:

e Input Voltage <48VDC
e Maximal Output Power 65W
s RF frequency IMHz

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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11.2.3 Controller/CPU Card

(b)(4)

11.2.4 User Interface (Operator Control Panel)

(b)(4)

11.2.5 RF measuring circuit

(b)(4)

11.2.6 Applicator connector

(b)(4)
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11.2.7 Footswitch

11.2.8 Morpheus8 Applicator

The Morpheus8 Applicator comprises handle and detachable, sterilized, disposable,
single use 12, 24, 40 pin and T tip head accessories. The applicator handle is made of
plastic and has an ergonomic design for easy treatment with high visibility of the treated
area. The applicator has a cable that is 270cm long and connects the applicator to the
console via a connector. The applicator body design with adjustable tip head is shown

in Figure 11.3.

Figure 11.3: Morpheus8 Applicator with tip

The Morpheus8 12, 24, 40 and T Applicators comprise motor with gear and actuator.

The motor enables the insertion of the RF electrode pins based on a pre-determined

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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adjusted depth from 1 or 2mm up to 7mm in the 24 and 40 pin tip heads, respectively

(in increments of 1 mm), Imm-4.0mm for the 12 pin tip head and fixed depth of 0.5mm

for the T tip head.

(b)(4)

The insertion motor mechanism is shown in Figure 11.4.

(b)(4)
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Table 1 Summarizes the modificd Morpheus8 Applicators specifications in

comparison to the previously FDA-Cleared Morpheus8 Applicators.

Technological
Characteristic

InMode System with the
Morpheus8 Applicators
InMode Ltd.
(Subject Device)

InMode System with the
Morpheus8 Applicators
InMode Ltd.
K192695
(Predicate Device)

(b)(4)
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Tip geometry

The Morpheus8 Applicators possesses the same underlaying RF technology as the
FDA-Cleared Morpheus8 Applicators (K192695}). The RF power is transtormed from
the applicator handle to the tip head and emitted in a fractional manner by the tip’s
needle array to the treatment area. The Morpheus8 12, 24, 40 pin and T tip heads are

disposable, gamma sterilized, and are intended for single use.

(b)(4)
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Engineering drawings of the Morpheus8 Applicator handle and tip head are provided in

Appendices 11-2 and 11-3 respectively.
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11.3 Mechanism of Action

(b)(4)

114 Mode of Operation

The InMode System with the Morpheus8 Applicators can emit a maximal output power

of 65W. The RF frequency is 1MHzi

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The device RF pulse duration is determined according to the preset RF energy level.

The maximal pulse duration does not exceed 74 msec.

11.5 User Interface and Device Operation

The subject device user interface and software modules are merely the same user
interface and software modules installed in the FDA-Cleared device (K192695). Shght
adjustments were performed to enable the extended penetration depths of the 24 and 40
pin tips (5, 6 and 7mm). The Morpheus8 Applicators are operated using the same

operation screen as in the FDA-Cleared device.
The InMode RF System with the Morpheus& Applicators operate as follows:

e The device is turned on by pressing the ON/OFF button. The System loads
the sotftware via the splash screen.

e The login screen appears after the power switch is turned on. The user should
provide his/her individual password in order to prevent non-authorized use
of the device.

e Software 1s loaded from the plug and self-test of the device modules is
performed. After the end of the self-test the menu screen appears.

¢ The Menu Screen allows the selection of the connected Applicator, or entry

to the Utilities Screen (Figure 11.6).

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Figure 11.6: Menu Screen

CHANGE §

ARLIRRATY

Figure 11.7: Ultilities Screen

The Utility Screen contains:

Volume This function allows the user to adjust the System volume.
Change Change the password by entering the old password and then
Password entering another 4-digit password,

{ablibration N/A

Main Menu Return to the Main Menu to select an applicator.

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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»  After returning to the Menu Screen and choosing the application on the
Menu Screen, the corresponding Treatment Screen appears. {Figure 11.8)

Figure 11.8: The Morpheus8 Applicator Treatment screen

Tip Allows selecting the Tip.

Available Tips are: T, 12 Pin, 24 Pin tip and 40 Pin.

Depth Allows selecting the pins length and penetration depth according
to dermis thickness in treated area to provide effective sub-
dermal treatment.

Available depths for Morpheus 8 are:

For the 12 pins tip: 1, 2, 3 and 4mm

For the 24 pin tip 1 to 7Tmm

For the 40 pins tip 2 to 7mm

When connecting the T tip, depth control is disabled and the pin
{ength is constant (0.5mm).

Energy Delivered energy is changed .fr’f)m level S to 60. energy levels and
the Systen starts up at the minimal energy setting.

Mode

Selects between Cycle mode when needle goes out and in at
cach pulse and Fixed mode is used for T tip.

Counter Reset

Counter can be reset,

Pulse Counter

Shows nrumber of pulses delivered on one zone and total number
of pulses from the beginning of the treatment.

System Mode

The System has three treatment modes: Standby, Ready, and
Active,

Questions? Contact FDA/CDRH/OCE/DID at CIRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Standby mode allows the user to set treatment parameters.
Activation of energy is not allowed in Standby mode.

In Ready mode, the system is waiting for a signal from the foot
switch to activate the energy. Any atiempt to change the
treatment settings switches the system to Standby mode.

When the signal from the footswilch is indicated, the system
switches {0 Active mode. Any attempt {o change the treatment
settings switches the system to Standby mode.

Main Menn Return to the Main Menu to sclect another applicator and change
the applicator if needed.

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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11.6 Device additional features

i1i.6.1 Sound indicator

11.7 Sterilization & Reprocessing

The Morpheus8 tip heads are provided sterile to the end-user. Additional information

on sterilization validation is specified in Section 14 of this 510(k) application.

The Morphues8 tip heads are intended for single use and should be discarded upon

usage.

The Morphues8 Applicator excluding the tip is intended for multiple use and should be
thoroughly cleaned prior to reuse. Reprocessing information is provided in the device
user manual (see Section 13 of this 510(k) application).

11.8 Treatment Information

General notes for treatment with the Morpheus8 Applicator:

® The tip head is intended for single use and should be discarded upon usage.
® Treatment parameters are set by the operator.
® Always start with a low energy level, test patient comfort and observe the skin's

response before increasing the energy. Tips, depth and energy levels may vary
according to physician discretion, based on patient response.

® On sensitive thin skin area lower parameters should be applied.

® Dark skin (V-VI) should be treated with restricted energy, starting at the
minimal suggested energy level or lower, adding 5 levels each visit (every 3-4

weeks).

Questions? Contact FDA/CDRH/OCE/DID at CIRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The table below summarizes the Treatment recommendations for each tip:

Tip name Treatment Depth (mm} | Treatment Aveas

(b)(4)

®  Pacemaker or internal defibrillator, or other metallic or electronic implant

11.8.1 Contraindications

anywhere in the body. The Hand piece should be used at least lcm away from

cochlear implants in the car.

= Permanent umplant in the treated area such as metal plates, serews and metal

piercing or silicon, unless deep enough in the perosteal plane.

= Intra-dermal or superficial sub-dermal areas injected with
Botox®/HA/collagen/fat injections or other augmentation methods with bio-
material, before the product has been dissipated (up to 6 months), except
Botox after binding to the facial muscles (3-7 days). It is possible to treat
sooner over injectable products placed in the deep, periosteal plane, as soon as

the area has healed (1-3 weeks).

= Cyrrent or history of skin cancer, or any other type of cancer, or pre-malignant

moles.

= Pregnancy and nursing.

Questions? Contact FDA/CDRH/OCE/DID at CIRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Severe concurrent conditions, such as cardiac disorders or sensory

disturbances.

Impaired immune system due to immunosuppressive diseases such as AIDS

and HIV, or use of immunosuppressive medications.

Patients with history of diseases stimulated by heat, such as recurrent Herpes
Simplex in the treatment area, may be treated only following a prophylactic

regime.

Poorly controlled endocrine disorders, such as diabetes or thyroid dysfunction

and hormonal virtlization.

Any active skin condition in the treatment area, such as sores, psoriasis,

eczema, and rash.

History of skin disorders, keloids, abnormal wound healing, as well as very

dry and fragile skin.
History of blceding coagulopathies or use of anticoagulants m the last 10 days
Any facial surgery performed within a year prior to treatment.

Facial dermabrasion, facial resurfacing, or deep chemical pecling within the

last three months, 1f face 1s treated.

Having received treatment with light, laser, RF, or other devices in the treated
area within 2-3 weeks for non-ablative procedures, and 6-12 weeks for
ablative fractional laser resurfacing {according to treatment severity} prior to

treatment, except special recommendations.
Lise of Isotretinoin {Accutane®} within 6 months prior o treatment.

Use of non-steroidal anti-inflammatory drugs (NSAIDS, ¢.g., ibuprofen-
containing agents} one weck before and after cach treatment session, as per the

practitioner’s discretion.

Questions? Contact FDA/CDRH/OCE/DID at CIRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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= Treating over tattoo or permanent makeup to be kept.
= Treating over the lips.

= Skin type VI and dark VI patients treat with caution.
=  Treating over hair bearing surfaces.

= [rritable skin like excessively tanned skin from sun, tanning beds or tanning

creams and sprays within the last two weeks.

= As per the practitioner's discretion, refrain from freating any condition that

might make it unsafe for the patient.

11.9 Device Safety Features

The System incorporates the following safety features. All personnel operating

the System should be familiar with these features.

®=  The System has unique password to avoid device operation by non-authorized

personnel.

= The power electronics cannot be activated unless the applicator and
Footswitch have been connected to the System. An audible tone indicates

energy activation.
= An audible tone indicates energy activation.

= Tissue impedance monitoring prevents accidental energy emission to the

patient.
= During activation, the System performs a self-test of the hardware.
= Hardware is tested every 10ms to ensure proper operation of electrical circuit.

#=  The System starts at a low setting,.

Questions? Contact FDA/CDRH/OCE/DID at CIRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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11.16 Device Specifications

Input Power

Main Line Frequency (nominal) 50-60Hz
Input Voltage {nominal) 100-240VAC
Input Current (rms) 124

Operating Parameters

Ambient Temperature Range 15 - 30°C [59 - 86°F]

Relative Humidity 30% to 80%, non-condensing

Atmospheric Pressure 80 - 110kPa

Warm-up Time H transported or stored st temperatures outside the

operating temperature range, allow one hour for
the device to reach room temperature before use.

Transport and Storage

Ambient Temperature Range -20— 65°C [-4 — 149°F]

Relative Humidity 0% to 0%, non-condensing

Atmospheric Pressure 5010 110kPa

Dimensions

System 46em W x 460m [18.27 Wx 182" Dx
Dx 100em H 40> Hi

Apphicator Cable 270cm L 160 L]

Weight

System 32.000kg [70.548Ib]

Morpheus8 Applicator 0.400kg [1.268lb]

Morpheus8 Output Parameters

Maximum Output Power 65[W]
Frequency IMHz
Crest Factor (Rated Load) 1.4+ 2%

Questions? Contact FDA/CDRH/OCE/DID at CIBH-FOISTATUS@fda.hhs.gov or 301-796-8118
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11.11 Device Materials

The device components that come in direct contact with the user and patient's skin are
the applicator handle and the tip heads. All device materials in contact with the patient
are identical to the materials used in the FDA-Cleared device (K192695) and therefore

are deemed biocompatible as well for the subject device of this 510(k) application.

The following table lists the materials that come in direct contact with the human body:

(b)(4)

A detailed discussion on material biocompatibility is presented in Section 15 of this

510(k) file application.

Questions? Contact FDA/CDRH/OCE/DID at CIRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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11.12 RF Performance Specifications

The following curve depicts the device output Power vs. range of Load Impedance.

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CIRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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11.13 EMC Safety for the InMode System with Morpheus8
Applicators

The device has been tested and found to comply with the limits specified in IEC 60601-
1-2 FDA recognized consensus standard. These limits are designed to provide
reasonable protection against harmful interference in a typical clinical installation. This
device generates RF energy and can radiate RF energy. If not installed and used in
accordance with the instructions, may cause harmful interference to other devices in the
vicinity. However, there 1s no guarantee that the interference to other devices, which
can be determined by turning the device off and on, is caused by this instrument.
The user is encouraged to try to correct the interference by one or more of the following
measures:

# Reorient or relocate the receiving device.

e Increase the separation between the devices.

e Connect the device into an outlet on a circuit different from that which was
previously used.

¢ Consult InMode service personnel for help.

e Interference to the device may be caused by portable and mobile RF
communication equipment. In case of an interruption, beware of such a
device in the vicinity.

e Use of the System with any accessory, transducer or cable other than those
specified may result in increased EMISSIONS or decreased IMMUNITY
than those specified.

e The System should not be used adjacent to or stacked with other equipment.
If adjacent or stacked use is necessary, the System should be observed to
verify normal operation in the configuration in which it will be used.

Questions? Contact FDA/CDRH/OCE/DID at CIRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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IEC 60601-1-2 Edition 4.0 (2014)
Environment of intended uses:
Professional Healthcare Facility Environment

Summary of Test Results

Test Btandard Classl Beverity lsvel Test regult

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CORH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

11.14 List of Appendices

The following engineering drawings of the InMode System with the Morpheus8

Applicator are attached to this section.

Figure 11.10 - Engineering drawing of InMode platform system

Figure 11.11 — Engineering drawing of Morpheus8 Applicator Handle

Figure 11.12 — Engineering drawing of Morpheus8 Applicator Tip Head

Questions? Contact FDA/CDRH/OCE/DID at CORH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

(b)(4)
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(b)(4)
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(b)(4)
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section 12:

ubstantial Equivalence

sSCUsSsSIONn
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12.0 SUBSTANTIAL EQUIVALENCE INFORMATION

12.1 Predicate Devices

The InMode System with the Morpheus® Applicators is a fractional RF treatment
modality based on the FDA-Cleared InMode System and Morpheus8 Applicators all
FDA clarified in K192695. The subject device is an RF-based technology appliance,
emitting RF energy by utilizing a scattered pattern of electrode pins for
electrocoagulation and hemostasis procedures. As such, the subject device is
substantially equivalent to the InMode System with the Morpheus8 Applicators
{(manufactured by InMode Lid. and the subject of 510(k) document K192695). This
predicate device utilizes the same platform system (InMode System) as does the subject
device, hence, it’s main functional units (Controller, RF Generator, Footswitch, User
interface) are identical to those of the subject device. Both the subject device and the

predicate device are constituted on the same mechanism of RF energy delivery.

The purpose of this 510(k} file submission is to report to the FDA on recent
modifications performed on the predicate device. The only change performed is a minor
change in the devise software that controls the penetration depth and the ability of the

24 and 40 pin microncedles to reach a deeper penetration depth of up to 7 mm.
No other modifications were performed in device system and applicators.

The 510(k) Summary of Safety and Effectiveness for the FDA cleared InMode System
with the Morpheus® Applicator (Predicate device) is provided in Appendix 12-2.

A comparison table is provided in Section 12.2 comparing the intended use and basic
technological characteristics of the InMode System with the Morpheus8 Applicators to
the intended use and basic technological characteristics of the predicate device.

A discussion of the similarities and differences between the subject device and the

predicate device can be found following the comparison table in Section 12.3.

Questions? Contact FDA/CDRH/OCE/DID at CORH-FOISTATUS@fda.hhs.gov or 301-796-8118
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12.2 Comparison Table!

(b)(4)

! The differences between modified and FDA-Cleared predicate devices are underlined in the table and discussed in details in Paragraph 12.3.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)
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(b)(4)
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(b)(4)
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120



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

(b)(4)
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12.3 Comparison Discussion

INTRODUCTION

The InMode System with the Morpheus8 Applicators, in a similar manner to its
predicate device, delivers RF energy in a fractional manner to create electrocoagulation
micro zones in target tissues. The InMode System with the Morpheus8 Applicators is
intended for wuse in dermatological and general surgical procedures for

electrocoagulation and hemostasis.

The subject device, similarly to the predicate device, comprises the InMode System

(FDA-cleared in K180189) and with the Morpheus8 Applicators in K192695.
Both the predicate device and subject device are manufactured by InMode Ltd.

Both the subject and predicate devices utilize the InMode System platform for
generating the Fractional RF energy and for general system control. Moreover, both
systems utilize the same Morpheus8 set of Applicators (FDA Cleared in K192695)

which supports the application and utilization of the 12, 24, 40 and T tip heads.

The only difference between the subject device and the predicate device is in the 24 and
40 tip head microneedles maximum penetration depth. While in the predicate device
the maximal allowed penetration depth for the 24 and 40 tip heads was limited to 4mm,
with the subject device this was extended for up to 7mm. The same mechanism of
operation and the same mechanism of action is applied by both the subject and predicate
device. The same performance specifications are used. The only change made was in

the device software that controls the microneedles penctration depth.

The hardware components and underlving RF technology of the subject and predicate

devices are identical.

In similar manner to the predicate device, the subject device system platform consists
of RF generator, controller and user interface and perform identical functions of RF

power delivery under similar performance specifications.

Questions? Contact FDA/CDRH/OCE/DID at CLRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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In both the subject device and predicate device, a footswitch paddle is included,

facilitating device operation & control by user.

The following paragraphs will discuss the indication for use and the technological

similarities of the new device and its proposed predicate device.

INDICATIONS FOR USE

The mndications for use of the InMode System with the Morpheus8 Applicators is
identical to the indication for use of the predicate device. Both applicators are intended
for use in dermatologic and general surgical procedures for electrocoagulation and

hemostasis.

The target population (subjects requiring the above treatments), anatomical sites (body
parts requiring treatment) and environment of use (hospital or clinic) are the same for

the subject device and the predicate device.

Thus, the indications for use and use related issues for the new device are substantially

equivalent to the predicate devices.

TECHNOLOGICAL CHARACTERISTICS

(b)(4)

iThe differences between

the subject device and predicate device are merely in the 24 and 40 tip head

microneedles maximal penetration depth. While the predicate device presents a

Questions? Contact FDA/CDRH/OCE/DID at CLIRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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maximal penetration depth ability of 4mm, the subject device 24 and 40 pin tip heads

has an increased penetration scale for up to7mm of depth.

The abovementioned changes were done in the device software that controls the
microneedles penetration depth. Apart from that, no medifications were performed in
system platform and applicator hardware. The same RF performance specifications are
applied by both the subject device and predicate device to apply for the same indication
for use of dermatological and general surgical procedures for electrocoagulation and

hemostasis.
Performance Specifications & Mechanism of Operation:

The mechanism of operation of the InMode System with the Morpheus8 Applicators is
identical to the mechanism of operation of the predicate device and 1s based on the

delivery of RF energy in a fractional way through an array of micro pin electrodes.

(b)(4)

The Morpheus8 set of applicators is compatible with the InMode System platform. The
InMode System platform is used in both subject device and predicate device comprising
identical RF performance specifications; it generates an RF frequency of IMHz with a
maximal RF output power of 65W and a maximal pulse duration of 7dmsec to deliver a

maximal RF energy per pin of !

In an identical manner to the predicate device, the Morpheus8 set of applicators
comprise a handle and adjustable tip heads. These applicator components are identical
to the predicate device applicator components and no change was performed in their
hardware or materials. This 510(k)-file submission 1s solely focused on the

modifications performed on the Morpheus8 24 and 40 pin tip heads.

Questions? Contact FDA/CDRH/OCE/DID at CLH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

The 12 tip head microneedles can reach a maximal depth of 4mm while the 24
and 40 tip head microneedies can reach a maximal depth of 7mm. The T tip head possess

a fixed, non-insulated, 0.5mm length microneedles.

(b)(4)

The InMode System with the Morpheus8 Applicators delivers a maximal power of 65W.
The user can control the RF output energy by the adjustment of the energy level, ranged
between 5 to 60 energy units. The same RF operating specifications are applied by the

predicate device.

The subject and predicate device systems control the RF performance parameters
(Output power, pulse width) in the same manner, providing the user with the desired

energy per pin for an efficient and safe treatment.

Power requirements of the InMode System with the Morpheus8 Applicators and the

predicate device are identical (100-240 VAC, 50-60 Hz).

The subject device and predicate device equally perform utilizing the same RF
performance specifications with the same tip head pin arrangement and structure.
Theretore, the subject device presents the same mechanism of action and treatment

outcomes as the predicate device.

Questions? Contact FDA/CDRH/OCE/DID at CL¥RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The subject device and predicate device microneedles are structured and operate in the
same manner. The microneedles body is insulated except for a narrow tip head of 0.5mm
were the RF energy is exerted. By this unique microneedle structure, the RF energy 1s

tocused to the target area without any thermal damage caused to the surrounding tissues.

(b)(4)

In order to address the thermal effect in deeper tissues, hence; tissues that are in range

of 4-7mm, the sponsor (InMode 1.td.) had performed ex-vivo tissue testing.

A detailed description of the testing layout, methodology and results including the
complete study protocol & study report are presented in Section 18 of this 510(k) file

application.

The purpose of the ex-vivo test was to evaluate and compare the fractional coagulation
necrosis pattern of target tissues, formed by thermal effect of the InMode System with

the Morpheus8 Applicators 24 and 40 pin tip heads in different tissue depths.

The study design included a single treatment session performed on two different

harvested porcine tissues: muscle and fat, utilizing the InMode System with the

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CLBH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

The testing results, demonstrating a similar pattern of the pin-points coagulation
necrosis, clearly show that efficacy and safety issues that have been FDA-cleared
Cleared in K192695 for the 4mm pin length (predicate device), may be applied to the

5-7mm pin length (subject device).
Device components & design:

The InMode System comprise the main console which possesses the RF generator,
controller, user interface with touch panel and a designated footswitch. The subject

device platform system is established on identical RF technology, identical device

Questions? Contact FDA/CDRH/OCE/DID at CLRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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compenents and identical operation procedures as with the predicate device platform

system.

The design and components comprising the subject device and the predicate device are

similar in terms of functionality and user operation.

The subject device applicator; the Morpheus8 Applicator comprises a connector cable,
handle and detachable set of treatment tip heads. The handle is made from plastic and
has an ergonomic design for easy treatment with high visibility of the treated area. The
cable is 270cm long and connects the applicator to the console via a connector. The set
of treatment tip heads includes a variety of tip heads which mainly differs in the

footprint dimensions and in the number of microneedies. It includes 12, 24, 40 and T

tip head microncedies | i

leaving the pin’s tip area (distal edge of 0.5 mm) where RF energy is

exerted. The return electrodes are scattered throughout the treatment area, surrounding

gach pin for a better RF conductivity and heat transfer. | i

TS

In a similar manner to the predicate device, the subject device s equipped with a

software-controlled movement mechanism which enables the user to set the desired
pins’ penetration depth. In the predicate device the user is able to select the desired
penetration depth from a programmed depth range of 1.0 to 4.0 mm with the 12 and 24
tip heads and 2.0 to 4.0 mm with the 40-tip head, all with increments of 1.0mm. In the
subject device 24 and 40 pin tip head operation, the user can select the desired
penetration depth from a programmed depth range of 1.0 to 7.0mm with the 24 tip head
and 2.0 to 7.0mm with the 40 pin tip head, same increments of 1.0mm are applied for
both the subject and predicate device. No changes are in the operation of the 12 and T

tip heads.

Questions? Contact FDA/CDRH/OCE/DID at CLRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Device operation:

Both the subject device and the predicate device operate in the same manner. The
InMode System is turned ON/OFF through a single switch and the user can navigate

and preset the RF treatment parameters using the user interface touch screen.

The applicators are held and positioned by the practitioner in a similar manner and the

treatment methodology is similar with both types of Applicators.

Safety & compliance with standards:

(b)(4)

The InMode System with the Morpheus8 Applicators was tested and complies with the
Electrical and Mechanical safety standard (IEC 60601-1) and the Electromagnetic
Compatibility standard (IEC 60601-1-2). The test reports along with the test certificates
are provided in Section 17. The predicate device was also tested and complies as well

with these FDA recognized standards.

Questions? Contact FDA/CDRH/OCE/DID at CL¥RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sterilization and Biecompatibility:

The InMode System with the Morpheus® Applicators is comprised of a cable and
connector, handle and detachable set of tip heads. All of the tip heads are gamma
sterilized and intended for single use. All tip heads to be discarded following the
treatment. Further details on the sterilization procedures are described in Section 14 to
this application. Similarly, the predicate device applicator tip heads are comprised of
the same components, the tip heads are for single use and are provided gamma-sterilized

to the user.

The only patient contacting components in the InMode System with the Morpheus8

Applicators are the materials found at the applicators handle and tip heads. ‘

(b)(4)

The materials which are used for the InMode Morpheus8 Applicator design have been
extensively used in the design of medical devices with similar intended use and
technology as the InMode Morpheus8 Applicator. Please refer to Section 15 for turther

information on the device biocompatibility.

SUMMARY

The indications for use and technological characteristics of the InMode System with the
Morpheus8 Applicators are substantially equivalent to the indications for use and
technological characteristics of the predicate, the InMode System with the Morpheus8

Applicators (and the subject of K192695).

The design of and the components in the InMode System with the Morpheus8
Applicators, including the console (with power supply, RF generator, controller and

display screen) and the applicator (with cable, connector to console, handle and tip

Questions? Contact FDA/CDRH/OCE/DID at C3RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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head) are identical to the design and components found in the predicate InMode System

with the Morpheus8 Applicators, with the same dimensions and weight.

The performance specifications (including RF frequency and maximal pulse duration)
of the InMode System with the Morpheus8 Applicators were shown to be identical to

those of the predicate.

The thermal effect observed in the deeper tissues utilizing the Morpheus8 Applicator
with the 24 and 40 tip heads with different RF energy settings for a penetration depth
range of 4-7mm demonstrated of a similar thermal effect as shown for the predicate

device in penetration depths of up to 4mm.

Therefore, it can be deduced that the InMode System with the Morpheus8 Applicators
is as safe and effective as the predicate device, and that no new safety or effectiveness

issues are raised regarding the subject device.

The safety features and compliance with safety standards in the subject device are
similar to the safety features and compliance with safety standards found in the

predicate device.

Patient contact materials are the same between the subject device and its predicate
device. Any minor differences in the technological characteristics do not raise new

safety or effectiveness concerns.

Furthermore, the new InMode System with the Morpheus8 Applicators underwent
performance testing, including software validation testing (provided in Section 16),
Electrical and Mechanical Safety testing according to IEC 60601-1 and Electromagnetic
Compatibility testing according to TEC 60601-1-2 (provided in Section 17) and ex-vivo
testing to evaluate the thermal eftect of the device on target tissues (provided in Section
18). These performance tests demonstrated that the minor differences in the device
design and specifications meet the system requirements and do not raise new safety or

effectiveness concerns.

Consequently,

it can be concluded that the InMode System with the Morpheus8

Applicators is substantially equivalent to the predicate device, the InMode System with

Questions? Contact FDA/CDRH/OCE/DID at C3RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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the Morpheus8 Applicators, FDA cleared under 510(k) K192695, and therefore, may
be legally marketed in the USA.

Questions? Contact FDA/CDRH/OCE/DID at C3RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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APPENDIX 12-1

InMode System with the Morpheus8 Applicator

Risk — Benefit Analysis Report

Questions? Contact FDA/CDRH/OCE/DID at C3RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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InMode Morpheus8 Applicators

Benefit-Risk Analysis

(b)(4)

EinMOde Morpheus8 Applicator Benefit-Risk Analysis Page 1 of 10
Questions? Contact FDA/CDRH/OCE/DID at C3RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

(b)(4)
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(b)(4)
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APPENDIX 12-2

516(k) Premarket Notification, SSE Summary for the
InMode System with the Morpheus8 Applicators
(Manufactured by InMode Ltd.)

510(k) K192695

Questions? Contact FDA/CDRH/OCE/DID at CI3RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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U.B. FOUD & DRUG

ADMINIETRATION

December 27, 2019

Inmode MD Ltd.

% Amit Goren

Regulatory Manager

A. Stein- Regulatory Affairs Consulting Ltd.
20 Hata'as Str., Suite 102

Kfar Saba, 444252011

Re: K192695
Trade/Device Name: InMode System with the Morpheus® (Fractora) Applicators
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical Cutting And Coagulation Device And Accessories
Regulatory Class: Class II
Product Code: GEI
Dated: November 23, 2019
Received: November 27, 2019

Dear Amit Goren:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior t0 May 28, 1976, the
cnactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at hittpsy//www.accessdata fda pov/seripts/cdrb/clfdocs/cfpmy/pron.ofm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class HI (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

Questions? Contact FDA/CDRH/OCE/DID at CIARH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR B03) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
Wttps/fwww fda.pov/combination-products/guidance-regulatorv-information/postmarketing-safetv-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda govimedical-devices/medical-device-satety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (httpsy/www fda. sov/medical-
deviges/device-advice-comprehensive-resulatorv-assistance) and CDRH Leamn

(https:/fwww fda govitramming-and-continuing-education/cdrb-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www fda.govimedical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-cducation-dice) for more information or contact DICE
by email (DICEG@{da. ihs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Jitendra V. Virani -S

For  Long Chen, Ph.D.
Assistant Director
DHT4A: Division of General Surgery Devices
OHT4: Office of Surgical
and Infection Control Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CIARH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(kY Nuwmnber {if known)

Device Name
InMode Svstem with the Morpheus® (Fractora) Apphicators

Indications for Use (’Dnscribe)

The InMode Svstem with the Morpheus$ (Fractora) Applicators is mtended for use in Demmatological and General
Surgical 1 sjmcccimeb for Electrocoagulation and Homeostasis,

At higher ensrey levels greater than 62 mJ/pin, use of the Morpheus8 (Fractora) Applicators is limited to Skin Types [-1V.

Type of Use (Select one or both, as applicable)

ascription Use (Part 21 CFR 801 Subpart ) [] Over-The-Counter Use {21 CFR 801 Subpart C)

CONTINUE ON & SEPARATE PAGE F NEEDED,

This section app! es only 1o requirements of the Paperwork Reduction Act of 1985,
O NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.
The burden tirne for this collection of information is estirmated to average 78 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the coliection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this bu*;'de'}, jleX

Department of Heaith and Human Servie
Food and Drug Administration
Office of Chief information Officer
Paperwork Reduction Act (FRA) Staff
PRAStaff@fda.hhs.gov
“An agency may not conduct or sponsor, and & person is nof rey
informalion unless it displays a © incn[f)/ valid D VB number.

([‘

red to %vp ond to, & colfection of

5

FORM FDA 3881 (717} Page t of 1 PSC ublist g Service

Questions? Contact FDA/CDRH/OCE/DID at CIARH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

Applicant Name:
Company Name:
Address:

Contact Person:

Otficial Correspondent:

Company Name:
Address:

Date Prepared:

Trade Name:

Classification Name:

Classification:

Predicate Device:

S16(K) SUMMARY
INMODE RF SYSTEM

510(k) Number K192695

InMode Ltd

Tabor Building, Shaar Yokneam
PORB 44, Yokneam 20692

Israel

Tel: +972-4-9097470

Fax: +972-4-9097471

E-mail: amitérasteinrac.com

Amit Goren

A. Stein — Regulatory Affairs Consulting Ltd.
20 Hata’as Str., Suite 192

Kfar Saba 4442520 Isracl

Tel: + 972-9-7670002

Fax: +972-9-7668534

E-mail: amitdasteinrac.com

November 25, 2019

InMode System with the Morpheus8 (Fractora) Applicators

CFR Classification section 878.4400; (Product code GEI)

Class 1l Medical Device

The subject device is substantially equivalent to the following predicate device:

Manulacturer

510(k) No.

InMode System with the

InMode MD Ltd. K180189

Fractora31)/3D-90 Applicators

Questions? Contact FDA/CDRH/OCE/DID at CIARH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Device Description:

The InMode System with the Morpheus8 (Fractora) Applicators is a computerized,
programmed, RF technology-based device intended for dermatological applications
which requires skin electrocoagulation and hemostasis.

The device platform is basically constituted on the same system platform as FDA cleared
for the proposed predicate device; The InMode System with the Fractora3D/3D-90
Applicators (KK180189). The device applicators employ fractional RF multi-electrode
technology for procedures requiring electrocoagulation and hemostasis. The Morphues8
(Fractora) Applicators are designed to deliver radiofrequency energy to the skin in a
fractional manner, via an array of multiclectrode pins.

The Device provides enhanced safety while minimizing possible side effects by
monitoring RF parameters. The InMode System with the Morpheus8 (Fractora)
Applicators consists of an AC/DC power supply unit, RF generator, controller and user
interface including LCD touch screen. The Morpheus8 (Fractora} Applicators are
connected to the console via a cable and a foot switch activates the energy delivery to the
applicator. The subject device applicator comprises a disposable, single use, tractional
RF electrode pins tip head.

The InMode System with the Morpheus8 (Fractora) Applicators comprises the following
applicator tip heads:

e Morpheus8 24 Pin Applicator (Fractora3D) tip (FDA Cleared in K180189)
e Morpheus8 40 Pin treatment tip (New tip)
s  Morpheus8 12 Pin treatment tip (New tip)

s  Morpheus8 T Pin treatment tip (New tip)

Device Specifications:

Main Line Frequency (nominal) 50 - 60 Hz

Input Voltage (nominal) 100 - 240 VAC
Electrosurgical Unit dimensions (inch) 18.27°W x18.2”’D x40’H
Platform weight (1b.) 70.5

Applicator weight (Ib.) 1.26

RF Max Output Power (Watt) 65

RF Qutput Frequency (MHz) I+2%

Questions? Contact FDA/CDRH/OCE/DID at CIARH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Intended Use/Indication for Use:

The InMode System with the Morpheus8 (Fractora) Applicators is intended for use in
Dermatologic and General Surgical procedures for Electrocoagulation and Hemostasis.

At higher energy levels greater than 62 ml/pin, use of the Morrpheus8 (Fractora)
Applicator is limited to Skin Types I-1V.

Performance Standards:

The InMode System with the Morpheus8 (Fractora) Applicators complies with the
following FDA recognized consensus standards:

e AAMI/ANSI 60601-1 (2012), Medical Electrical Equipment - Part 1: General
Requirements For Basic Safety And Essential Performance (IEC 60601-1:2005,
Mod}.

« IEC 60601-1-2 (Edition 3.0, 2007), Medical Electrical Equipment - Part 1-2:
General Requirements For Basic Safety And Essential Performance - Collateral
Standard: Electromagnetic Compatibility - Requirements And Tests.

« 1EC 60601-2-2 Edition 5.0 2009-02, Medical Electrical Equipment - Part 2-2:
Particular Requirements For The Basic Safety And Essential Performance Of
High Frequency Surgical Equipment And High Frequency Surgical Accessories.

Non-Clinical (Bench) Performance Data:

The InMode System with the Morpheus8 (Fractora) Applicators was tested for its
applicator tip RF output performance specifications. The device utilizing the Morphues8
12, 24, 40 pin and T tip heads preset to different RF energy levels, was tested under
different resistance loads with the following parameters measured and compared to the
results obtained in similar testing conducted on the predicate device: pulse duration,
energy per pin, total energy, and pick to pick voltage. The results demonstrate equivalent
measurements obtained for the subject and predicate devices.

Animal Performance Data / Histology Data:
Not Applicable
Clinical Performance Data:

Not Applicable

Questions? Contact FDA/CDRH/OCE/DID at CI3RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Biocompatibility

All of the modified device materials which come in direct contact with the patient skin
are biocompatible and identical to the materials used in the predicate device

manufacturing.

Substantial Equivalence:

A comparison table is provided below comparing the intended use and basic
technological characteristics of the InMode System with the Morpheus8 (Fractora)
Applicators to the intended use and basic technological characteristics of the predicate

device.

Technolozical
{ haracteristic

K192695

Applicators
InMode Lid.
(K192695)

InMode 5ystem with the
Morpheus8 (Fractora)

InMode System with the |
Fractora3D/3D-90 |
Applicators
Inblode MD Ltd.
(K180189)

Applicator weight

0.4 Kg (1.26 1bs))
Tip weight - 0.02 Kg

Dimensions 46cm W x 46cm D x 46cm W x 46cm D x
106cm H 100cm H
[18.27 Wx 182" D x (1827 Wx 1827 Dx
40" H] 40°° H]

Weight

Platform weight 32 Kg (70.5 1bs.) 32 Kg (70.5 1bs.)

0.4 Kg(1.26 Ibs))
Tip weight - 0.02 Kg

Applicator Tip Heads:

» Morpheus§ (Fractora)

12 tip head

s Morpheus8 (Fractora)

24 tip head

e Morpheus8 (Fractora)

40 tip head

e Morpheus8 (Fractora)

T tip head

Morpheus8 (Fractora3D)
24 tip head

Number of pins

12-40 pins

24 pins

Maximal Treatment
depth

4.0mm
T tip head — 0.5mm
(Fixed)

4 Omm

Cable Dimensions:

250G cm

250 cm

Performance

Frequency: | MHz

Frequency: | MHz

Questions? Contact FDA/CDRH/OCE/DID at CIBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Technolozical
Characteristic Morpheus8 (Fractora)
Applicators

InMode 1ad.

InMode 5ystem with the

InMode System with the |
Fractora3D/3D-90
Applicators
InMode MD L.

(192695, (K1B018%,

Maximal RF output Maximal RF output

power: 65W power: 65W
Standards Met 1IEC 60601-1 1EC 60601-1

IEC 60601-1-2 1EC 60601-1-2

ANSI AAMI 60601-2-2 ANSI AAMI 60601-2-2

for safety ot high for safety of high

frequency surgical frequency surgical

equipment equipment
Reprocessing & For single use. For single use.
Sterilization All applicator tip heads Non-sterilized. To be

are gamma sterilized. sterilized prior to use.

Comparison Discussion:

The mdications for use and technological characteristics of the modified device are
substantially equivalent to the indications for use and technological characteristics of the
predicate device.

The design and components of the modified device, including the console (with power
supply, RF generator, controller and display panel) and the Applicator handle (with cable
and connector to console) are identical to the design and components found in the
predicate device. The modified device comprises the predicate device Morpheus8
(Fractora) 24 pin tip head and additional three compatible tip heads; the Morpheus8
(Fractora) 12, 40 pin and T tip heads. The performance specifications {including RF
frequency, pulse duration, RF current distribution and RF energy per pin) of the modified
device are comparable to those of the predicate device. The safety features and
compliance with safety standards in the modified device are identical to the safety
teatures and compliance with safety standards found in the predicate device. Patient
contact matertals are also identical. Any minor differences in the technological
characteristics do not raise new safety or effectiveness concerns. Furthermore, the
modified device underwent bench performance testing, including software validation
testing, electrical and mechanical safety testing according to IEC 60601-1 and
electromagnetic compatibility testing according to IEC 60601-1-2 and IEC 60601-2-2.
Sterilization methods applied on the device applicator tip heads were validated in
accordance with ISO 11137-1.

Questions? Contact FDA/CDRH/OCE/DID at CIBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The performance tests demonstrated that the minor differences in the device design and
specifications meet the system requirements and do not raise new safety or effectiveness
Concerns.

Consequently, it can be concluded that the InMode System with the Morpheus8 (Fractora)
Applicators is substantially equivalent to the predicate InMode System with the
Fractora3D/3D-90 Applicators, FDA cleared in 510(k) K 180189, and therefore, may be
legally marketed in the USA.

Questions? Contact FDA/CDRH/OCE/DID at CI3RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 13:

Questions? Contact FDA/CDRH/OCE/DID at CI3RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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LABELING

13.1 Instructions for Use

The Instructions Manual for the InMode System with the Morpheus® Applicators is
provided in Appendix 13-1.

13.2 Package Labels

The device labels for the InMode System with the Morpheus8 Applicators are
provided in Appendix 13-2.

13.3 Device Brochure

The InMode System with the Morpheus8 Applicators draft brochure is provided in
Appendix 13-3.

Questions? Contact FDA/CDRH/OCE/DID at CI3RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix 13-1:

Instructions Manual for the InMode System with the Morpheus8

Applicators

Questions? Contact FDA/CDRH/OCE/DID at CI3RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EC 60601-1-2 Edition 4.0 (2014)
Environment of intended uses:
Professional Healthcare Facility Environment

Summary of Test Results

Test Btandard Class/ Severity level Tezt result

Dorumentation (EC 60601-1-2 sections 4 and &)
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Appendix 13-2:

Device Labels for the InMode System with the Morpheus8
Applicators
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The following device labels are located on the back panel of the InMode System with
the MorpheusB Applicators:
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P.O.Box B33
INMODE 22

LBEO4TO0E

Pae ondy with InMode Equipment

mooer: JnMode
AGG606666A

Service REV: NN
Input Power © 100-240 [W~] 232 [A] max
Main Freguency @ 50 - 60 [Hz]

LF LY E‘:{] 201 6~05~031
y Hlifh' s {D1)07290016633252
Fall gt (11)160101
{2 1PONWYYIDMNN
““““““““ (gl)J(NN 32Kg

Manufactered by InMode L4, Tsrast
2w TER.5AL, 350V

———
ﬁ(i}})z@i\c €nm Eg( Oniy

LBGOG2304

Figure 13.I: InMode Device label.

FOOTSWITCH

Figure 13.2: Footswitch Label.
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The following device labels are affixed to the InMode Morpheus8 Applicators and

tips:
MODEL : Morpheus8
REF . AG607401A
SN |1 XWWYYIDNN
Smrfca REV: XNN ] avteoror
(QId0V2RO01646334512
(¥ 3160101
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Figure 13.3: InMode Morpheus8 Applicator Identification label.
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Figure 13.4: Morpheus§ (24 Pin) Tip (Upper Left), Morpheus8 T Tip (Upper Right),
Morpheus8 Body (40 Pin) Tip (Lower Left), Morpheus8 Prime (12 Pin) Tip
(Lower Right).
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Appendix 13-3:

The InMode System with the Morpheus8 Applicators Draft Brochure
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14.0 STERILIZATION, REPROCESSING, SHELF LIFE
USE LIFE INF

No changes were performed in sterilization processes, reprocessing instructions, shelf
life and use life determinations of the subject device in comparison to the predicate

device.

14.1 Sterilization information

The InMode Morpheus8 Applicators are comprised of a handle and disposable single-
use tip. The tip is provided Gamma-sterilized.

The manufacturer will label the device applicator as "Gamma-sterilized” according to
the FDA guidance on "Processing/reprocessing medical devices in health care settings:
Validation methods and labeling”. Furthermore, the device Instructions for Use will

include warnings considering the disposal of the treatment tip following a single-use

treatment.

14.2 Reprocessing information

The subject device applicator handle is to be reprocessed in between uses as instructed
in the device user manual. The handle should be thoroughly cleaned by the user by using
70% alcohol absorbed pad for at least 30 sec. The user should carefully examine the
applicator components prior to their assembly and usage for complete drying and for

any visible damage.
The device cleaning instructions were already validated for the predicate device.

14.3 Packaging, Shelf Life and Use Life

The shelf life of the System, excluding the applicator, is! and the shelf life of the
Morpheus8 Applicators components is| i The System and Applicators are

composed of electronic components and plastic materials. Storage and aging do not

have a significant impact on the integrity of these components, therefore;

respectively are a conservative estimate of device shelf life.

Questions? Contact FDA/CDRH/OCE/DID at CERRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The InMode Morpheus8 Applicators treatment tips are for single use and should be

discarded following treatment.

The reuse life of the InMode Morpheus8 Applicators components excluding the
treatment tip is defined by the company as two years. The company provides a warranty

fori i matching the reuse life period.

Reuse is limited by the applicator components' life time. The applicator cable may lose
mtegrity during the repeated bending and unbending during treatment, transportation

and storage.

The cable life time analysis:

In conclusion, the critical components of the InMode Morpheus8 Applicators have a

life time significantly exceeding the warranty of the device.

Questions? Contact FDA/CDRH/OCE/DID at CERH-FOISTATUS@fda.hhs.gov or 301-796-8118
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15.0 Biocompatibility

There was no change in the components’ materials composing the Morpheus8
Applicators, nor in the production processes and in post-production processes
(sterilization, reprocessing) that might influence the subject device biocompatibility in

comparison to predicate device biocompatibility.
15.1 Applicator biocompatible components

The InMode Morpheus8 Applicators includes several components that come in contact

with the human body:

e The applicator handle is in direct contact with the operator skin.

# The micro pin electrodes penetrate the skin upper layers up to a maximal depth

of 7.0 mm. The micro pin-electrodes are made of

(b)(4)

15.2 Applicator components categorization

The categorization of the applicator components is in accordance with the FDA
recognized standard; ISO 10993-1 "Biological evaluation of medical devices, part-1:
Evaluation and testing” and the FDA guidance: "Use of international standard ISO-

10993, Biological evaluation of medical devices, part-1: Evaluation and testing”.

The applicator handle grabbed by the practitioner, should be categorized as surface

device, skin for <24 h contact duration.

Questions? Contact FDA/CDRH/OCE/DID at CRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The applicator treatment tip plastic housing can come in direct contact with the

practitioner as well as with the patient skin and therefore it should be categorized as

The applicator micro pin electrodes penetrate the upper skin layers (up to 7.0 mm)
during the RF local heating treatment. Due to the considerably low penetration depth
there is no concern for other tissue breaching and therefore it should be categorized as

surface device, skin for <24 h contact duration.

15.3 List of materials and their biocompatibility

The following table lists the materials that come in contact with the human body (Table

15.1):

Table 15.1: InMode Morpheus8 Applicators list of materials that directly contact the

(b)(4)

The device components that come in direct contact with the user and patient's skin are

human body

the applicator handle and the tip heads. All device materials in contact with the patient
are identical to the materials used in the FDA-Cleared device (K192695) and therefore

are deemed biocompatible as well for the subject device of this 510(k) application.

Conclusively, the InMode Morpheus8 Applicators component materials meet the

biccompatibility requirements.

Questions? Contact FDA/CDRH/OCE/DID at CERRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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16. Software

16.1 General

The InMode System controller software configuration is based on the InMode System
software design (as specified in K180189) with the additional configuration of the
Morpheus8 Applicators integration, functionality and control units.

In addition to the main controller software unit, the applicator micro pin clectrodes
movement mechanism {(motor) has its own software unit which is a subunit of the main
software and is responsible for the motor operation.

Validation of the InMode System with the Morpheus8 Applicators software units was
performed according to clause 14 of IEC 60601-1 Software requirements, IEC
62304:2004 to 62304:2006/A1:2016, Medical device, and Software life-cycle processes
standards. The software related documents were composed according to the specific
IEEE standards and in accordance with the SW FDA Level of Concern requirements as
applied in FDA Guidance for the Content of Premarket Submissions for Software

Contained in Medical Devices, issued May 11, 2005.

16.2 Software classification

The subject device software level of concern is: Following the FDA Guidance

[

Jor the Content of Premarket Submissions for Software Contained in Medical Devices).

Questions? Contact FDA/CDRH/OCE/DID at CERH-FOISTATUS@fda.hhs.gov or 301-796-8118
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16.3 Risk Analysis
Risk analysis evaluation was conducted according to ISO 14971 Risk Management
Standard. Special considerations were taken in designing the InMode Morpheus8

Applicators for the purpose of achieving its safe and reliable performance.

The Risk Analysis Document, which was developed during the design and development
of the InMode Morpheus® Applicators, is provided in Appendix 16-4 (InMode Doc.

No. The different aspects of the device functionality (including software,
materials, technical characteristics, etc.}, which were evaluated by different sub-tcams
of the main development team, were integrated into this comprehensive risk analysis.
All preventive and/or control actions were implemented or carried out on the InMode

Morpheus8 Applicators in order to mitigate the potential device or component failures.

(b)(4)

16.4 Software Requirements and Design Specifications

(b)(4)

The main controller, applicator and applicator motor subset software design,
functionality and requirements specifications are described in details at the software
requirements specifications (SWRS) and at the software design description (SwDD)

documents provided as Appendices 16-3 and 16-6 to this section.

Questions? Contact FDA/CDRH/OCE/DID at CEIRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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16.5 Software V&V
The software/firmware was tested for functionality and complete integration with the

device hardware. The software V&V test plan is provided as Appendix 16-7 to this

section (InMode Doc. No i Each software unit was tested and validated

as individual and as an integrated part of the system. All of the tests successtully passed.

The test plans and results (SwTP)} documents are provided in Appendix 16-8 to this

applicator SWTP and the applicator motor SWTP, respectively).

16.6 ADDITIONAL SOFTWARE DOCUMENTS

The InMode System with the Morpheus8 Applicator software was further tested for
code review in accordance with the requirements set forth in IEC 62304 and applicable

standards. The InMode System with the Morpheus8 Applicator Software Code review

section.

Traceability among requirements, specifications, identified hazards and mitigations,
and Verification and Validation for the InMode System with the Morpheus8 Applicator

and for applicator motor software are provided in Appendix 16-10 (InMode Doc. No.

List of remaining software anomalies, annotated with an explanation of the impact on
safety or effectiveness, including operator usage and human factors is provided in

Appendix 16-11 (InMode Doc. No

Questions? Contact FDA/CDRH/OCE/DID at CHRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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16.7 SOFTWARE DEVELOPMENT ENVIRONMENT DESCRIPTION

In accordance with the FDA Guidance for the Content of Premarket Submissions for
Software Contained in Medical Devices, 510(k) file submissions of fevel of
concern software medical devices (such as the software of the subject device) should
contain in addition to the software development life cycle plan the following

documentation:

= An annotated list of the control/baseline documents generated during the
software development process and a list or description of software coding
standards. The InMode System with the Morpheus8 Applicator Software
Coding Standard and Guidelines 1s provided in Appendix 16-12 (InMode Doc.

16-14 (InMode Doc. No. | # to this section.

16.8 CYBERSECURITY

The InMode System with the Morpheus8 Applicator Cybersecurity policy was designed

and developed in accordance with the following FDA Guidance Documents:

e DA CDRH Guidance on the Content of Premarket Submissions for

Management of Cyvbersecurity in Medical Devices. Draft, October 2, 2014.

o ['DA CDRH Guidance on Post market Management of Cybersecurity in Medical
Devices, Issued, Dec 28, 2016.

The InMode RF System with the Morpheus8 Applicator contains the following external

system interfaces:

Questions? Contact FDA/CDRH/OCE/DID at CERH-FOISTATUS@fda.hhs.gov or 301-796-8118
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# The InMode System (with the Morpheus8 Applicator} has a dedicated user
interface including an LCD touch panel. The software user interface is a
dedicated one that does not allow execution of external programs.

e Software updates are performed on the InMode System (with the Morpheus8
Applicator) by nserting a software plug with unique connector, containing
application executable code.

# The InMode System (with the Morpheus8 Applicator) is connected to a standard
power outlet.

e The InMode System (with the Morpheus8 Applicator) includes Applicator
connector.

e There 1s no device connection to the internet or other external devices.

An analysis of potential vulnerabilities related with the InMode System (with the
Morpheus8 Applicator) Cybersecurity control was conducted with no detected
vulnerabilities.

The InMode System (with the Morpheus® Applicator) Cybersecurity Evaluation Report

is provided in Appendix 16-15 (InMode Doc. No! 3 to this section.

" |
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16.9 List of related software documentation

The following software validation documents for the InMode Morpheus8 Applicators
software are provided in Appendices 16-1 to 16-11:

Appendix 16-1: Software revision history log

Appendix 16-2: Software development life cycle procedure

Appendix 16-3: Software level of concern file

Appendix 16-4: Risk Analysis Document

Appendix 16-5-1: Main controller and applicator software requirements specifications
(SWRS)

Appendix 16-5-2: Applicator motor software requirements specifications (SWRS)
Appendix 16-6-1: Main controller and applicator software design description (SwDD)
Appendix 16-6-2: Applicator motor software design description (SwDID)

Appendix 16-7: software V&V test plan

Appendix 16-8-1: Main controller and applicator test plans and results (SwTP)
Appendix 16-8-2: Applicator motor test plans and results (SWTP)

Appendix 16-9: Code review summary report

Appendix 16-10-1: Main controller and applicator traceability Matrix

Appendix 16-10-2: Applicator motor traceability Matrix

Appendix 16-11: Unresolved Anomalies

Appendix 16-12: Software Coding Standard and Guidelines

Appendix 16-13: Software configuration management and maintenance plan (SCMP)
Appendix 16-14: Software development and management plan (SDMP)

Appendix 16-15: Cybersecurity Evaluation Report

Questions? Contact FDA/CDRH/OCE/DID at CEIRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Morpheus& Revision History Log
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APPENDIX 16-2

Inv Software Life Cycle Procedure
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Any downloaded and/or hardcopy of this document is considered
an uncontrolied copy
Verify that this is the correct version before use.
This document is propriety to IMODE MD. Ltd. company.

Approval signatures

Authorized By Paosition Signature Date
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Revision History

Revision  Description Author Date
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17.1 Compliance to standards

The InMode System with the Morpheus8 Applicators which is the subject of this 510(k)

file slightly differs from its predicate device in its increased microneedles penetration

depth potential. This modification has no influence on device electrical safety or on its

electromagnetic compatibility.

The InMode System with the Morpheus8 Applicators is in full compliance with the

following standards:

]

[Rec. Number 19-4] ANSI AAMI ES 60601-1:2005/(R)2012 and A1:2012,
C1:2009/(R)2012 and A2:2010/(R)2012 (Consolidated Text) Medical clectrical
equipment - Part 1: General requirements for basic safety and essential performance
[Rec. Number 19-8] IEC 60601-1-2 Edition 4.0 2014-02 Medical electrical
equipment - Part 1-2: General requirements for basic safety and essential
performance - Collateral Standard: Electromagnetic disturbances - Requirements
and tests

[Rec. Number 6-389] IEC 60601-2-2 Edition 6.0 2017-03 Medical electrical
equipment - Part 2-2: Particular requirements for the basic safety and essential
performance of high frequency surgical equipment and high frequency surgical

ACCessories

17.2 Test Reports and Certificates

The test certificates demonstrate that the InMode System with the Morpheus8

Applicators complies with the requirements of all of the above-mentioned standards.

The test certificates and reports for the InMode System with the Morpheus8 Applicators

are provided in Appendix 17-1 to Appendix 17-3. Compliance with these standards was

declared in Section 9 of this 510(k) submission.
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Test Report issued under the responsibility of:

The Standards Institution of israel

IEC 60601-1
Medical electrical equipment

Date of ISSU .. 03.10.2019

Total number of pages........ccceeenl. 123

CB Testing Laboratory.......c.cnl |

BAUreSS ...correcernicinreenmroicrrsecrroacmisecens (b)(4)

Applicant’s name.........ccoceemmoeemneens INMode MD Lid.

Address ......ccovromcnrccneonananaes 1abor House, Industrial Park South Yokneam 20692, POB 44, Israel

Test specification:

Standard .........oviivvnviciiiiennn . 1EC 60601-1:2008 (Third Edition) + CORR. 12006 + CORR. 2:2007 +
A1:2012
{or |EC 60601-1: 2012 reprint)

Test procedure. il

Non-standard test method...........

Test Report Form No....cconccnecanndd

Test Report Form Originator........: (b)(4)

Master TRF ..o

(b)(4)

E Questions? Contact FDA/CDRH/OC(IIb])(I4U}fda.hhs.gov or 301-796-8118
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PARTICULAR REQUIREMENTS FOR THE BASIC
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ACCESSORIES (IEC 60601-2-2)
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Part 2: Particular requirements for the basic safety and essential

performance
of high frequency surgical equipment and high frequency surgical

accessories

Report NUmMber. ......ccovnerennas Do

Date of ISSUR.......cceccnvrrcinncnnecvnnes : 03.10.2018

Total number of pages ......cceeneee 1 48

Name of Testing Laboratory

preparing the Report .....ovcevi e :

Applicant’s NAaMe ...ccvceecccnnen : inMode MD Lid.

AAdress......coviccrieciiniccnnns : ]Taboir House, industrial Park South Yokneam 20682, POB 44,

srae

Test specification:

Standard ... 1 IEC 60601-2-2: 2017 for use in conjunction with [EC 60601-
1:2005, COR1:2006, COR 2:2007, AMD1:2012

Test procedure.....covvvevvcnnrvennecnnns :

Non-standard test method............ :
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18.0 Performance Testing

As mentioned in earlier sections of this 510(k) file submission, the subject device and
FDA-Cleared Morpheus8 Applicators (K192695) have identical indications for use but
slightly different specifications. The change in specifications focuses on the maximal
24 and 40 pin tip microneedles penetration depth, which is controlled by the software.
While the Morpheus8 Applicators (K192695) were previously limited to a penetration
depth of 4mm, the current software update enables the Morpheus8 24 and 40 pin tips,
which are basically the same tips, a penetration depth variety ranging between 1-7 mum
for the 24 tip-head and 2-7 mm for the 40 tip-head. No mechanical or hardware
modifications were performed neither in the InMode platform, nor on the Morpheus8
Applicator and 24/40 pin Tips to support this change. The software and user interface

were adjusted to fit this change.

In order to ensure that the subject device performs safely and effectively on target
tissues to achieve its intended use of electrocoagulation and hemostasis in deeper tissues

of up to 5, 6 and 7 mm an ex-vivoe tissue study was performed by the sponsor.

The purpose of the ex-vivo test was to evaluate and compare the fractional coagulation
necrosis pattern of target tissues, formed by thermal effect of the InMode System with

the Morpheus® Applicators 24 and 40 pin tip heads in different tissue depths.

(b)(4)

In its study design the sponsor took into consideration the recommendations set forth in

the FDA Guidance Document on Premarket Notification (510(k)) Submissions for

Questions? Contact FDA/CDRH/OCE/DID at GB®H-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

Electrosurgical Devices for General Surgery.

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at GBRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024
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Study Objectives:

To evaluate the fractional coagulation necrosis pattern of tissues, formed by the InMode
System with the Morpheus8 Applicators 24 and 40 pin tip heads in different tissue
depths.

Study Desien:

(b)(4)

A tabular representation of the treatment settings is provided in Table 18.1.

Table 18.1: Treatment scttings used in the study

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at GBBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Figure 18-1: InMode System with the Morpheus8 Applicator User Interface

Treatment Screen

Materials and Methodology:

(b)(4)
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LESSUINS.

Conclusions:
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Questions? Contact FDA/CDRH/OCE/DID at GBRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

APPENDIX 18-1

Questions? Contact FDA/CDRH/OCE/DID at GBRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2024-1026; Released by CDRH on 08-08-2024

FX-VIVO EVALUATION OF THE FRACTIONAL COAGULATION
NECROSIS PATTERN FORMED BY THE INMODE DEVICE WITH
MORPHEUSE APPLICATOR IN DIFFERENT TISSUE DEPTHS

EX-VIVOTEST

January

InMode 1td. Tavor House, POR 533, Industrial Park South, Yokneam, 2069206, Isracl

Approvals

Pame & Position Bionatuie

(b)(4)

Revision History

| Rev. | Date | Oniginator  Company Comment
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EX-VIVO EVALUATION OF THE FRACTIONAL COAGULATION
NECROSIS PATTERN FORMED BY THE INMODE DEVICE WITH
MORPHEUSE APPLICATOR IN DIFFERENT TISSUE DEPTHS

VERSION

March 2020

InMode Lid. Tavor House, POB 533, Indusirial Park South, Yokneam, 2069206,

Israel
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Tavor Building, Yokneam

P.O.B. 533, Israel, 20692
Tel: (972) 4 8097470
Fax: (972) 4 9097471

Surface Area Measurement Tool Validation Procedure

Approvals
Approval signatures
Authorized By | Position | Signature | Date
Revisions
Rev. | Description  Updated by  Date
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Beit Hapa'amon {(Box 124) JUN 12 2020
20 Hata'as St.. 4442320 Kfar Saba ISRAEL
Tel: +972-9-767-0002 Fax: +972-9-766-8334
E-mail; ahava ¢ asicinrac.com
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June 10, 2020

310(k) Document Mail Center (W066-0609)
Office of Device Evaluaton

Center for Devices and Radiological Health
Food and Drug Adnunistration

10903 New Hampshire Avenue

Sitver Spring, MD 20993-0002

US.A.

Re: K200947 AINN Response letter for the InMode System with the Morhpeus$
Applicators 1

Dear Mykhaylo Nosovskyy,

Further to your K200947 AINN hold letter, dated June 07, 2020, enclosed please find our
responses. The enclosed response is arranged such that the questions from vour e-matl letter
are printed in bold lettering with our responses following in regular print.

The e-copy is an exact duplicate of the paper copy.

I trust that the information included in this supplement, will be adequate to allow for its
prompt review. If you have any questions or comments, please don't hesitate to contact me
at the following telephone no. +972-9-767002, fax no. +972-9-7668534 or by e-mail 1o
amitzasteinrac. com.

Thank you for your cooperation and understanding,

Sincerely vours,

(b)(6)

Amit Goren, PhD,

Senior Regulatory Affairs Consultant,

A. Stein — Regulatory Affairs Consulting Ltd.,
for InMode Ltd.

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 &



DEPARTRAENISBroseseadMndenTOI Reanps ERAAIP2S: Released by CDRH op §8:08:8028ved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: 06/30/2020

Indications for Use See PRA Statement below.

510(k) Number (if known)
K200947

Device Name
InMode System with the Morpheus8 Applicators

Indications for Use (Describe)
The InMode System with the Morpheus8 Applicators is intended for use in dermatological procedures for

clectrocoagulation and hemostasis.
At higher energy levels greater than 62 mi/pin, use of the Morpheus8 (Fractora) Applicator is limited to Skin Types I-IV.

Type of Use (Select one or both, as applicable)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to reguirements of the Paperwork Reduction Act of 19985.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any cther aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda hhs.gov

“An agency may not conduct or sponsor, and a person is not required o respond fo, a collection of
information uniess it displays a currently valid OMB number.”

PEC Publishing Services (301) 443-5740 EF

FORM FDA 3881 (7/17) ) Page 1 of 1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K200947 Sponsor Response to FDA AINN Hold Letter, Dated June 07, 2020

Appendix 4.0: Revised Brochure
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MORPHEUSS

The InMode System with the Morpheus8 Applicators employs fractional RF multi-
electrode technology for dermatological procedure requiring electrocoagulation and
hemostasis.

b is designed to deliver RF energy to the target tissue in a fractional manner, via an array of
12, 24 or 40 pin electrodes arranged on a detachable sterilized disposable tip.

The pin array delivers RF energy to the tissue, resulting in hesting of surrounding tissue
around the electrodes contact, to temperatures leading to electrocoagulation and

hemostasis of micro tissue zones.

BENEFITS

» Advanced design creates extremely uniform effect.

&

Little 1o no thermal damage to dermis.

® Morpheus8 Prime (12 pin) Tip : Dermal and subdermal treatment of small areas

difficult to maneuver.
. Morpheus8 T Tip: Superficial {epidermal) treatment.
x Maorpheus8 (24 pin} Tip : Dermal and subdermal treatment.
» Morpheus8 Body (40 pin) Tip : Dermal and sub-dermal treatment of large body

areas,
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