\4@034(

Center for Devices and Radiological Health September 05, 2013

Laser Lipo Ltd

Heath House, Crockham Hill
Edenbridge '
United Kingdom, TN8 65T
Telephone: +44 844 980 1820
e-mail: ian@strawberry-laser.com

510[k] Summary
as required by section 807.92(c)

Owner's Name

Laser Lipo Ltd Address: Heath House SEp 0
Crockham Hil 6 2313
Edenbridge
Kent TN8 65T
United Kingdom

Tel: 011 44 844 980 1820
Mobile: 011 44 777 445 9611
Fax: 011 44 1732 866 231
Contact Person: Ian Cobley at Laser Lipo Ltd
Tel: 011 44 844 980 1820
Mobile: 011 44 777 445 9611
Fax: 011 44 844 980 1820
E-mail: | ian@strawberry-laser.com
Date this summary was prepared: January 31, 2013
Classification name: . Low Level laser system for aesthetic use,
21 CFR 878.5400
79 OLI
Common/Usual Name: Low Level laser system for aesthetic use
Proprietary Name: Laser Lipo Ltd will manufacture two devices:
J The Strawberry low level laser system model ILO, and,
e  The Strawberry & Cream low level laser system model SC

5 510(k) Summary or 510(k) Statement Page 2



Center for Devices and Radiological Health September 05, 2013

Establishment Registration Number:

The Strawberry low level laser system and Strawberry & Cream low level laser
system will be manufactured by: Laser Lipo Ltd
Heath House
Crockham Hill
Edenbridge
Kent TN8 6ST
United Kingdom
Telephone: 011 44 844 980 1820
Fax: 011 44 844 980 1820

Establishment Registration Number: To be applied for following clearance of
this submission.

Substantial Equivalence: The Laser Lipo Ltd Strawberry low level laser system
and Strawberry & Cream low level laser system is substantially equivalent in
design, use and materials to the: Chromogenex Technologies Ltd I-Lipo System
- K111501 ‘

They are made of the similar materials
They have similar indications for use that are achieved through the same
technology

o They are assembled from similar components

o They have similar user input and output interfaces and

» Have similar features.

In particular both the Laser Lipo Ltd Strawberry low level laser system and
Strawberry & Cream low level laser system and the Chromogenex Technologies
Ltd i-Lipo System:
e use laser diodes
o of approximately 660 nm wavelength, and
o less than 50 mW output
e incorporated into
o multiple multi-diodes “paddles” attached to the subject with special
straps
Strawberry 4 to 10 paddles with 6 diodes each
i-Lipo 4 paddles with 9 diodes each
o and both have two probes with one diode each
¢ have a similar control unit
o LCD subject display
o membrane key pad inputs
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= jncorporated into display as a touch screen for strawberry and cream
o microprocessor controlled through software
o multi-range power supply (EU and US voltages and frequenues)
« have a similar range of connecting cables
o have the same laser protection goggles
o different name printed on outside of frame

Description of Product:

The Laser Lipo Ltd Strawberry low level laser system and Strawberry & Cream low
level laser system consists of a control unit, various connection leads up to 10
paddles, 2 probes, various “Veicro” attachment straps and other accessories. (A
full list of system contents is included at the end of this section.)

A paddle is a device containing six cold red laser emitting diodes which is
designed to be placed on the skin. The system can operate using 4, 6, 8 or 10
paddles that are connected to the control unit.

A probe is a device containing one cold red laser emitting diode which is designed
to be placed on the skin to treat specific smaller areas of fat, where a usual fiat
paddle won’t ergonomically fit.

The control unit is an electrically powered unit (100-240v, 50-60Hz auto-ranging),
enabled by a main switch and key switch. Once enabled it is controlled using a
button (Strawberry) or touchscreen (Strawberry and Cream) interface. The output
of the diode (six per paddle) is limited to 40mW +/- 15% by a power limiting PCB
from the central processing unit.

When the laser paddles are placed on the skin, the cold red laser beams penetrate
the skin just deep enough to reach the layers of fat. When the light hits the fat
celis, a rapid chain of events takes place. Firstly, pores form on the cells causing
them to spill out. The water, Glycerol and fatty acids move into the interstitial
space beneath the fatty layer in the skin. Then further water, fatty acids and
Glycerol spill out. The adipocyte cells are therefore reduced in size.
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Intended use: .

The Low level Laser model Strawberry and Strawberry and Cream can be used for
the non-invasive temporary reduction in waist circumference by the disruption of
adipocyte cells within the fat layer for the release of fat and lipids from these cells
for non-invasive aesthetic use.

Performance Data:
Laser wavelength and output has been demonstrated to be capable and
substantially equivalent to the predicate device (Chromogenex i-Lipo, K 111051).

[Quantity
Laser diode power output: | 39.35 1140 0.81 2.47
Paddle Laser diode output
is set to 40mw +/-15%. ‘
Probe Laser diode output | 39.02 40 0.72 3.49
is set to 40mw +/-15%.
EU portable appliance 100% pass 20
testing ‘ :
Visual Inspection: 100% pass 20 100%
* external components, inspection
cables, outer casings
and the
* General condition of
all associated parts.
Assembly tests 100% pass 20 100%
inspection
Functionality tests 100% pass 20 100%
' | inspection

Double blind clinical study: Laser Lipo Ltd, at the request of the CDRH, had a
full double blind clinical study carried out using a total of 35 subjects. Of these, 22
subjects received active laser treatments, and the remaining 13 subjects received
placebo treatments. (See section 20.)

- Conclusions: At the conclusion of the study, it was clear that 95% of the actively
treated subjects achieved, or met, the success criteria. The criteria was set as
achieving a temporary reduction around the subjects abdomen (at the height of
the iliac crest) of 1.6in (4cm). The average recorded loss was 3.68in (9.35cm)
with the greatest loss at 5.6in (14.22cm). Out of the 22 treated subject one failed
to met the criteria with a reduction of only 1.2in (3cm). Thus proving the efficacy
of the Strawberry and Strawberry & Cream inch loss device.

Not one of the placebo subjects achieved more than 1.3in (3.3cm).

No adverse effects were experienced by any of the trial subjects.
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Document Controd Center - WOH6-GOOV
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Laser Lipo Ltd Seplember 6, 2013

Mr. lan Cobley

Heath House, Crockham Hill,
Edenbridge. Kent

TN8 65T

United Kingdom

Re: KI13034]
Trade/Device Name: Laser Lipo Lid Strawberry Low Level Laser system and Strawberry
and Cream Low level Laser system
Regulation Number; 21 CFR 878.4810
Regulation Name: Laser surgical instrument for use in general and plastic surgery and in
dermatotogy
Regulatory Class: Class Il
Product Code: OLI
Dated: July 26,2013
Received: July 29,2019

Dear Mr. Cobley:

We have reviewed your Scetion 510(k) premarkel 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 enactment date of the Medical Device Amendmenits, or 1o
devices that have been reclassificd 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, therelore, market the device, subject to the general controls provisions of the Act. The
general controls provistons of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulicration. Please note: CDRH does not evaluate information related to contract liability
warrantics. We remind you; however, thal device labeling must be truthiful and not misleading.

If your device is classified (see above) into either class Il (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 I'ederal Regulations, Title 21, Parts 800 10 898, In addition. FDA may
publish further announcements concerning your device in the Federal Register.

Pleasc 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 ol the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
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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); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part §20); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
hitp://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default. htim. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
hitp://www.fda.gov/MedicalDevices/Safety/ReponaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http://www.fda.gov/Medical Devices/Resourcesfor Y ou/Industry/default.htm.

Sincerely yours,
Mark NiMelkerson -S

Mark N. Melkerson

Acting Director

Division of Surgical Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K130341

Device Name: Laser Lipo Ltd Strawberry Low Level Laser system and Strawberry and Cream Low level
Laser system

indications for Use: The Low level Laser model Strawberry and Strawberry and Cream can be used for
the non-invasive temporary reduction in waist circumference by the disruption of adipocyte cells within
the fat layer for the release of fat and lipids from these cells for non-invasive aesthetic use.

Prescription Use . X AND/OR Over-The-Counter Use

{Part 21 CFR 801 Subpart D) {21 CFR 801 Subpart C)

{(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Neil R Ogden
2013.09.06 11:33:42 -04'00'

{Division Sign-Off) for mxm

Division of Surgical Devices

510(k) Number _K130341
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Laser Lipo Ltd September 6, 2013

Mr. lan Cobley

Heath I-louse, Crockham Hill

Edenbridee. Kent

TN 68T '
United Kingdom

Re: K13034)
Trade/Device Name: laser Lipo Lid Strawberry Low Level Laser system and Strawberry
and Cream Low level Laser system
Regulation Number: 21 CI°R 878.4810
Regulation Name: Lascr surgical instrument for use in general and plastic surgery and in
dermatology
Regulatory Class: Class [
Product Code: OLI
Dated: July 26, 2013
Received: July 29,2019

Dear Mr. Cobley:

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) 1o legally marketed predicate devices marketed in interstate
commerce prior ta 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, markel Lthe device, subject o the general controls provisions of the Act. 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
warrantics. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (sce above) into either class 11 (Special Controls) or class 11 {PMA). it
may be subject to additional controls. Existing major regulations aflecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. [n addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FIDA'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
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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); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation contro! provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, Internationa! and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/Medical Devices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

hup://'www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

hitp://www.fda.gov/Medical Devices/ResourcesforY ou/Industry/default htm.

Sincerely yours,
Mark NiMglkerson -5

Mark N. Melkerson

Acting Director

Division of Surgical Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Indications for Use

510{k) Number {if known): K130341

Device Name: Laser Lipo Ltd Strawherry Low Level Laser system and Strawberry and Cream Low level
Laser system

Indications for Use: The Low level Laser model Strawberry and Strawberry and Cream can be used for
the non-invasive terporary reduction in waist circumference by the disruption of adipocyte cells within
the fat layer for the release of fat and lipids from these cells for non-invasive aesthetic use.

Prescription Use ___ X AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D} {21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Neil R Ogden
2013.09.06 11:33:42 -04'00'

(Division Sign-Off} for mMxm
Division of Surgical Devices

510(k) Number _K130341
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FEB 19 2013

Laser Lipo Ltd

N
Heath House \L"‘"' e : :
Crockham Hill )
Edenbridge

United Kingdom, TN8 65T
Telephone: +44 844 980 1820
e-mail: ian@strawberry-laser.com

February 15, 2013.

Food and Drug Administration

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

Silver Spring

Maryland 20993-0002

United States of America

Ref: 510(k) Premarket Notification
Dear Document Control Clerk:

Pursuant to the requirements of section 510 (k) of the Food, Drug and
Cosmetic Act, notification is made to manufacture and market the following
new medical device:

Classification Name:
Low Level laser system for aesthetic use
79 OLI

Classification Regulation:
21 CFR 878.5400

Common/Usual Name:
Low level laser system for aesthetic use
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Proprietary Name:
Laser Lipo Ltd will manufacture two devices:
o the Strawberry low level laser system model ILO, and,
o the Strawberry & Cream low level laser system model SC

Establishment Registration Number:
The Strawberry low level laser system and Strawberry & Cream
low level laser system will be manufactured by:

Laser Lipo Ltd

Heath House

Crockham Hill

Edenbridge

Kent TN8 6ST

United Kingdom

Telephone: 011 44 844 980 1820

Fax: 011 44 844 980 1820

Establishment Registration Number: To be applied for following
clearance of this submission.

Classification:

The FDA has classified: Low level laser system for aesthetic use (79 OLI) as
a Class II medical device under 21 CFR 878.5400.

Performance Standards:

None established under 514, however FDA has published “Class II Special
Controls Guidance Document: Low Level Laser System for Aesthetic Use”.

The following international consensus standards, recognized by FDA, have
been complied with:

IEC 62304:2006 - software life-cycle

IEC 60601-1:2006 - electrical safety

IEC 60601-1-2:2007 - electromagnetic compatibility

IEC 60601-2-22:1996 - laser products

IEC 60825-1:2007 - laser products

ISO 14971:2009 - risk management

ISO 10993-1:2009 - biocompatibility
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The following additional standards have also been complied with, although
not recognized by the FDA:

ISO 13485: 2003 - quality management system

EN 980:2008 - European symbols
(explanatory text included in US labeling)

EN 1041:2008 - requirements for information
(supplemented by FDA guidance listed below)

The following Guidance notes have been used extensively in the preparation
of this submission:

e Class II Special Controls Guidance Document: Low Level
Laser System for Aesthetic Use

e Guidance for the Content of Premarket Submissions for
Software Contained in Medical Devices

e Format for Traditional and Abbreviated 510(k)s

e Laser Products - Conformance with IEC 60825-1 and IEC
60601-2-22

Labeling and Promotional Materials:

Draft labels, labeling (including the User Manual) and
promotional materials for the Laser Lipo Ltd Strawberry low level laser
system and Strawberry & Cream low level laser system are contained in
Section 13.

Substantial Equivalence:

The Laser Lipo Ltd Strawberry low level laser system and
Strawberry & Cream low level laser system is substantially equivalent in
design, use and materials to the:

Chromogenex Technologies Ltd I-Lipo System - K111501

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system is made of the similar materials as the
Chromogenex Technologies Ltd I-Lipo System - K111501.

The Laser Lipo Ltd Strawberry and Strawberry & Cream low level laser
systems has similar indications for use
The Low level Laser model Strawberry and Strawberry and Cream can
be used for the non-invasive aesthetic treatment for the temporary
reduction in waist circumference.

to the Chromogenex Technologies Ltd I-Lipo System.
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The Chromogenex Technologies Limited i-lipo™ Low Level Laser
System is indicated for non-invasive aesthetic treatment for the
temporary reduction in circumference of the waist.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system is made of the same materials as the
Chromogenex Technologies Ltd I-Lipo System - K111501.

+ thermoplastic control unit enclosure

o proprietary components and assemblies used within the unit

e thermoplastic paddles and probes

e nylon covered “velcro” fixed straps

e nylon/polycarbonate goggles

Both the Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system and the Chromogenex Technologies Ltd i-Lipo
System:
e use laser diodes
o of approximately 660 nm wavelength, and
o less than 50 mW output
incorporated into
o various laser diode cluster probes and paddles attached to the
subject with special straps
Strawberry 4 to 10 paddles with 6 diodes each
i-Lipo 4 paddles with 9 diodes each
o and two probes with one diode each
have a similar control unit
o LCD subject display
o membrane key pad inputs
= incorporated into display as a touch screen for strawberry
and cream
o microprocessor controlled through software
o multi-range power supply (EU and US voltages and frequencies)
have a similar range of connecting cables
have the same two pairs of laser protection goggles
o different name printed on outside of frame

[ ]

The Laser Lipo Ltd Strawberry low level laser system, Strawberry & Cream
low level laser system and the Chromogenex Technologies Ltd I-Lipo System
have the same use achieved through the same technology, are assembled
from similar components made from similar materials, have similar user
input and output interfaces and have similar features.

All systems use laser emitting diodes of the similar wavelengths and powers:
the Laser Lipo systems have the potential to use more paddles but with less
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diodes in each paddle. All systems have two cluster probes with a single
laser diode in each. In all systems the paddles and cluster probes are
secured to the subject with nylon encased rubber straps secured with
“velcro”.

All control units have plastic enclosures, discrete power supply,
microprocessor controlled electronics, controls, alarms and similar control
software.

Laser Lipo Ltd concluded that the Laser Lipo Ltd Strawberry low level laser
system and Strawberry & Cream low level laser system are substantially
equivalent to the Chromogenex Technologies Ltd I-Lipo System, K111501

For a demonstration of equivalence, please see Section 12.

Promotional Material giving details of the Laser Lipo Ltd Strawberry low level
laser system and Strawberry & Cream low level laser system and
Chromogenex Technologies Ltd I-Lipo System is compared in Section 12.

Previous Submission:

Laser Lipo Limited have previously submitted the Strawberry and Strawberry
& Cream Low Level Laser system under K122354 and PRE Submission
Q120359

Description of Product:

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system consists of a control unit, various connection
leads up to 10 paddles, 2 cluster probes, various “Velcro” attachment straps
and other accessories. (A full list of system contents is included at the end of
this section.)

A paddle is a device containing six cold red laser emitting diodes which is
designed to be placed on the skin. The system can operate using 4, 6, 8 or
10 paddles that are connected to the control unit.

A probe is a device containing one cold red laser emitting diode which is
designed to be placed on the skin to treat specific smaller areas of fat,
where a usual flat paddle won’t ergonomically fit.

The control unit is an electrically powered unit (100-240v, 50-60Hz auto-
ranging), enabled by a main switch and key switch. Once enabled it is
controlled using a button (Strawberry) or touch screen (Strawberry and
Cream) interface. The output of the diode (six per paddle) is limited to
40mW +/- 15% by a power limiting PCB from the central processing unit.
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When the laser paddles are placed on the skin, the cold red laser beams
penetrate the skin just deep enough to reach the layers of fat. When the
light hits the fat cells, a rapid chain of events takes place. Firstly, pores form
on the cells causing them to spill out. The water, Glycerol and fatty acids
move into the interstitial space beneath the fatty layer in the skin. Then
further water, fatty acids and Glycerol spill out. The adipocyte cells are
therefore reduced in size.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system contain the same control electronics and
control software however the Strawberry and Cream has a menu driven
touch screen interface while the Strawberry model has a liquid crystal
display and (up, down, left, right and center/enter) push buttons. The
outputs and functionality of the Strawberry and Strawberry and Cream
models are identical, however displays, display drivers, interface electronics
and software and power supply transformed are different. Full details are
contained in Section 11.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system is shipped in dedicated packaging to prevent
damage and protected by a cardboard box.

The system as shipped contains:
o 1 low level laser system unit, either
= Strawberry model, or
= Strawberry & Cream model
o 1 user manual
o 1 power lead
o Paddle leads, for example for a 10 paddle system
= 1 long paddle lead for connection to the device
= 8 paddle standard leads
= 1 long paddle lead
2 cluster Probes
1 Pair of goggles
2 Replacement fuses
2 Keys

o o0 O 0O
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Variants of the system will be available with 4, 6, 8 and 10 paddles.

3 standard and 1 end 3 standard
5 standard and 1 end 5 standard
7 standard and 1 end 7 standard
9 standard and 1 end 8 standard and 1 long (to connect two groups of five paddles)

Table 1 - Variants

A full list of the proposed variants and a schematic drawing showing the key
design features are included in Section 11.

Engineering Drawings and Photographs of the Laser Lipo Ltd Strawberry low
level laser system and Strawberry & Cream low level laser system can be
found in Section 11.

Photographs, photo drawings and block diagrams showing the Laser Lipo Ltd
Strawberry low level laser system and Strawberry & Cream low level laser
system and the Chromogenex Technologies Ltd I-Lipo System are contained
in Section 11 and comparison to the predicate Chromogenex Technologies
Ltd I-Lipo System can be seen in Section 12.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system will be packaged in a cardboard box together
with all components (instructions booklet, cables, paddles), software and
accessories (diodes, goggles, fuse, straps and lead) within the scope of the
510(k). A shelf-life has been determined for 5 years based on the laser
diodes.

Electrical Safety and Electromagnetic Compatibility is demonstrated through
compliance with IEC 60601 part 1, part 1-2 and part 2-22 full test reports
from a third party laboratory are included in Section 17.

The Guidance also states that there should be compliance with the IEC
60601-1-4 standard. Laser Lipo Ltd believes that compliance with IEC
62304:2006 life-cycle standard achieves at least the same level of assurance
in the quality of the software used in the device.

A usability file detailing application of IEC 60601-1-6:2008 is contained in
Section 11.

Table 2 - Product Release Testing Summary

Gives the results of bench testing of the Laser Lipo Ltd Strawberry low level
laser system and Strawberry & Cream low level laser system which can be
seen in section 18 and is confirmed by clinical reports in section 20.
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Quantity Sample Capability,

Standard Cp
Deviation
Laser diode power output: | 39.35 1140 0.81 2.47
Paddle Laser diode output
is set to 40mw +/-15%.

Probe Laser diode output | 40.02 40 0.72 3.49
is set to 40mw +/-15%.

EU portable appliance 100% pass 20
testing

Visual Inspection: 100% pass 20 100%

e external components, inspection
cables, outer casings
and the

e General condition of
all associated parts.

Assembly tests 100% pass 20 100%
inspection

Functionality tests 100% pass 20 100%
inspection

Table 2 - Product Release Testing Summary

Biocompatibility:

Biocompatibility assessment on the Laser Lipo Ltd Strawberry
low level laser system and Strawberry & Cream low level laser system have
been conducted following the ISO 10993-1 (FDA Recognized Consensus
Standard), Biological Evaluation of Medical Devices, Part 1: Evaluation and
Testing. Please see section 15.

Sterilization:
The Laser Lipo Ltd Strawberry low level laser system and
Strawberry & Cream low level laser system are supplied non-sterile.

Cleaning instructions are contained in the user manual included with each
system.

Safety and Effectiveness:

A summary of safety and effectiveness information ("510(k)
Summary” per 21 CFR 807.92) upon which an equivalence determination
has been made is included as Section 5.

Indications for Use Statement:

A single sheet statement of “indications for use” as required by
FDA for submissions after January 01, 1996, is included in Section 4.
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Truthful and Accurate Statement:

The premarket notification “truthful and accurate” statement
(per 21 CFR 807.87(k)), signed by the Group Director Ian Cobley of Laser
Lipo Ltd is included as Section 6.

E Copy Statement:
The E Copy provided within our submission is an exact duplicate
of the paper copy.

Owner:
This Pre-Market Notification is owned by Laser Lipo Ltd.
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Submitter:
This Pre-Market Notification is submitted by
Ian Cobley
Group Director
For and on behalf of: Laser Lipo Ltd

Contact Persons:
The address and telephone number for all correspondence is:

Ian Cobley
Laser Lipo Ltd
Heath House
Crockham Hill
Edenbridge
Kent TN8 6ST
United Kingdom

Tel: 011 44 844 980 1820
Mobile: 011 44 777 445 9611
Fax: 011 44 844 980 1820
e-mail: ian@strawberry-laser.com

As per your letter dated February 14, 2013 please find a replacement E copy
of our submission.

If I can be of any further assistance, please do not hesitate to contact me.

Sincerely,
Ian Cobley

Group Director
Laser Lipo Ltd
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1. Medical Device User Fee Cover Sheet
(Form FDA 3601)
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Form Approved: OMB No. 0910-511 Expiration Date: February 28, 2013 See Instructions for OMB Statement
R T et oevroanon wuse. [
MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number o d

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:
http://www.fda.gov/oc/mdufma/coversheet.htmi

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) lan Cobley
2.1 E-MAIL ADDRESS

IL-GQEEIRHEILZ(: LTD ian@strawberry-laser.com

Crockham Hill 2.2 TELEPHONE NUMBER (include Area code)

Edenbridge Kent TN8 6ST +44844-9801820

GB 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: http:/Awww.fda.gov/oc/mdufma

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:

[ ] Product Development Protocol (PDP) [ ] Efficacy (BLA)

[ ] Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PDP)
[ ] Annual Fee for Periodic Reporting (APR) [] Real-Time (PMA, PMR, PDP)
[]30-Day Notice [] 180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[]1 YES, | meet the small business criteria and have submitted the required [X] NO, | am not a small 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 TO FDA?

N YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
30 days of FDA's approval/clearance of this device.)

[ 1 NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http://Awww.fda.gov/cdrh/mdufma for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

[ ] This application is the first PMA submitted by a qualified small business, [ ] The sole purpose of the application is to support
including any affiliates conditions of use for a pediatric population

[ 1 The application is submitted by a state or federal
government entity for a device that is not to be distributed
commercially

7. 1S 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 so, the application is
subject to the fee that applies for an original premarket approval application (PMA).

[1YES [X] NO

PAPERWORK REDUCTION 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 sources, gathering and maintaining the data needed, and completing and reviewing the collection of

information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for
reducing this burden, to the address below.

[ 1 This biologics application is submitted under section 351 of the Public
Health Service Act for a product licensed for further manufacturing use only

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 1350 Piccard Drive, 4th
Floor Rockville, MD 20850
[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

14-Dec-2012

Form FDA 3601 (01/2007)

"Close Window" Print Cover sheet
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval

FOOD AND DRUG ADMINISTRATION OMB No. 9010-0120
Expiration Date: December 31, 2013.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.

Date of Submission

17 December 2012
SECTION A

DA Submission Document Number (if known)

TYPE OF SUBMISSION

PMA PMA & HDE Supplement PDP 510(k) Meeting
[] original Submission | [_] Regular (180 day) ] Original PDP X original Submission: [] Pre-510(K) Meeting
D Premarket Report D Special D Notice of Completion [Z Traditional D Pre-IDE Meeting
|:| Modular Submission D Panel Track (PMA Only) D Amendment to PDP D Special D Pre-PMA Meeting
[:l Amendment D 30-day Supplement D Abbreviated (Complete D Pre-PDP Meeting
] Report ] 30-day Notice section I, Page 5) ] Day 100 Meeting
[ ] Report Amendment | [_] 135-day Supplement [ Additional Information [] Agreement Meeting
[] Licensing Agreement | [_] Real-time Review (] Third Party ] Determination Meeting
[_] Amendment to PMA [_] Other (specify):
&HDE Supplement
D Other
IDE Humanitarian Device Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class Il Designation
[] Original Submission | [ ] Original Submission [] Original Submission __ (De Novo) [ 513(g)
. ) D Original Submission
[] Amendment [ ] Amendment [_] Additional Information ] Additional Inf i [] Other _ o
(] Supplement (] Supplement alC L UL (describe submission):
[:] Report
[:] Report Amendment
Have you used or cited Standards in your submission? & Yes D No (If Yes, please complete Section I, Page 5)
SECTIONB SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known)
Laser Lipo Limited To be applied for following clearance of this 510[k]
Division Name (if applicable) Phone Number (including area code)
011 44 844 980 1820
Street Address FAX Number (including area code)
Heath House, Crockham Hill 011 44 844 980 1820
City State / Province ZIP/Postal Code Country
Edenbridge Kent TN8 6ST U.K.
Contact Name
Ian Cobley
Contact Title Contact E-mail Address
Group Director ian@strawberry-laser.com
SECTIONC APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
Company / Institution Name Establishment Registration Number (if known)
Division Name (if applicable) Phone Number (including area code)
Street Address FAX Number (including area code)
City State / Province ZIP/Postal Code Country

Contact Name

Contact Title Contact E-mail Address
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

D New Device

[] withdrawal

D Additional or Expanded Indications

D Request for Extension

D Post-approval Study Protocol

D Request for Applicant Hold

|:| Request for Removal of Applicant Hold

D Request to Remove or Add Manufacturing Site

D Change in design, component, or
specification:
|:| Software / Hardware
[] cColor Additive
[ Material
D Specifications
(] other (specify below)

D Location change:
D Manufacturer
D Sterilizer
D Packager

D Process change:
D Manufacturing
[] sterilization
D Packaging
[_] other (specify below)

D Response to FDA cormrespondence:

D Labeling change:
D Indications
D Instructions
D Performance
[] shelfLife
D Trade Name
(] other (specify below)

D Report Submission:
D Annual or Periodic
D Post-approval Study
D Adverse Reaction
D Device Defect
D Amendment

D Change in Ownership
D Change in Correspondent
D Change of Applicant Address

D Other Reason (specify):

D New Device

D New Indication

[_] Addition of Institution

D Expansion / Extension of Study
] IRB Certification

D Termination of Study

(] withdrawal of Application

D Unanticipated Adverse Effect
D Notification of Emergency Use
D Compassionate Use Request
D Treatment IDE

D Continued Access

D Change in:
D Correspondent / Applicant
D Design / Device
|:| Informed Consent
|:| Manufacturer
|:| Manufacturing Process
] Protocol - Feasibility
|:| Protocol - Other
D Sponsor

D Report submission:
D Current Investigator
D Annual Progress Report
D Site Waiver Report

] Final

SECTION D2 REASON FOR APPLICATION - IDE

D Repose to FDA Letter Concerning:
D Conditional Approval
D Deemed Approved
D Deficient Final Report
D Deficient Progress Report
D Deficient Investigator Report
D Disapproval

D Request Extension of
Time to Respond to FDA

D Request Meeting
D Request Hearing

D Other Reason (specify):

SECTION D3

El New Device

REASON FOR SUBMISSION - 510(k)

D Additional or Expanded Indications

D Change in Technology

D Other Reason (specify):
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SECTIONE ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed

Summary of, or statement concerning,

1| or1 2 3 4 safety and effectiveness information
X] 510 (k) summary attached
5 6 7 8 I:] 510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Model Name Manufacturer
1| k111501 1| 1-Lipo System ;| Chromogenex
Technologies Ltd
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6

SECTIONF PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification

Low Level laser system for aesthetic use

Trade or Proprietary or Model Name for This Device Model Number
1| Strawberry 11 ILO
2| Strawberry & Cream 2[ SC
3 3
4 4
5 5

FDA document numbers of all prior related submissions (regardless of outcome)

2

3 4

3
K122354
7

10

11

12

Data Included in Submission

X] Laboratory Testing |:| Animal Trials |:| Human Trials

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
C.F.R. Section (if applicable)

21 CFR 878.5400

SECTION G

Product Code
OLI

Classification Panel

General and plastic surgery devices

Device Class

[ ] class|1
D Class Il

X class i

[] Unclassified

Indications (from labeling)

The Low level Laser model Strawberry and Strawberry and Cream can be used for the
non-invasive temporary reduction in waist circumference by the disruption of adipocyte
cells within the fat layer for the release of fat and lipids from these cells for non-invasive
aesthetic use.
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Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

SECTIONH

g Original FDA Establishment Registration Number
nomna To be applied for following
[Jada  [Joetete | clearance of this 510[k]

FDA Document Number (if known)

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

D Contract Sterilizer
D Repackager / Relabeler

X[ Manufacturer
D Contract Manufacturer

Company / Institution Name

Laser Lipo Limited

Establishment Registration Number
To be applied for following clearance of this 510[k]

Division Name (if applicable)

Phone Number (including area code)

011 44 844 980 1820

Street Address

Heath House, Crockham Hill

FAX Number (including area code)

011 44 1732 866 231

City State / Province ZIP/Postal Code Country

Edenbridge Kent TN8 6ST U.K.

Contact Name Contact Title Contact E-mail Address

Ian Cobley Group Director ian@strawberry-
laser.com

FDA Establishment Registration Number

[] original

[ ] Add

[] Delete

D Contract Stenlizer
D Repackager / Relabeler

D Manufacturer
D Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

Street Address

FAX Number (including area code)

City

State / Province ZIP/Postal Code Country

Contact Name Contact Title

FDA Establishment Registration Number

[] original

[Jadd [ Delete

Contact E-mail Address

D Contract Stenlizer
D Repackager / Relabeler

D Manufacturer
D Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

( )

Street Address FAX Number (including area code)
City State / Province ZIP/Postal Code Country

Contact Name Contact Title

2 CDRH Premarket Review Submission Cover Sheet
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard”
statement.
Standards No. Standards Standards Title Version Date
Organization
1 62304 IEC Medical Device Software, Software 2006
Life-cycle Processes
Standards No. Standards Standards Title Version Date
Organization
60601 IEC Medical Electrical Equipment, part 1 2006
2 General Requirements for Safety
Standards No. Standards Standards Title Version Date
Organization
60601 IEC Medical Electrical Equipment, parts 1-2 2007
General Requirements for safety
3 and essential performance,
Collateral standard,
Electromagnetic compatibility and
tests
Standards No. Standards Standards Title Version Date
Organization
60601 IEC Medical electrical equipment, parts 2-22 | 1996
N Particular Requirements for safety.
Specification for Diagnosis and
Therapeutic Laser Equipment.
Standards No. Standards Standards Title Version Date
Organization
60825 IEC Safety of laser products, part 1 2007
5 ] . p .
Equipment classification and
Requirements
Standards No. Standards Standards Title Version Date
Organization
s | 14971 ISO Application of Risk Management to 2009
Medical Devices
Standards No. Standards Standards Title Version Date
Organization
7 | 10993 ISO Biological evaluation of Medical part 1 2009
Devices, Evaluation and Testing
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information 1s estimated to average 0.5 hour per response, including the time for reviewing instructions, searching existing
data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden estimate or any
other aspect of this collection of information, including suggestions for reducing this burden to:
Department of Health and Human Services
Food and Drug Administration
Office of the Chief Information Officer
1350 Piccard Drive, Room 400.
Rockwille, MD 20850
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 control number.
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard”
statement.
Standards No. Standards Standards Title Version Date
Organization
13485 ISO Quality Management Systems, 2003
8 .
Requirements for Regulatory
Purposes
Standards No. Standards Standards Title Version Date
Organization
9
Standards No. Standards Standards Title Version Date
Organization
10
Standards No. Standards Standards Title Version Date
Organization
11
Standards No. Standards Standards Title Version Date
Organization
12
Standards No. Standards Standards Title Version Date
Organization
13
Standards No. Standards Standards Title Version Date
Organization
14
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching existing
data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden estimate or any
other aspect of this collection of information, including suggestions for reducing this burden to:
Department of Health and Human Services
Food and Drug Administration
Office of the Chief Information Officer
1350 Piccard Drive, Room 400.
Rockwille, MD 20850
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 control number-.
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3. 510(k) Cover Letter
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Center for Devices and Radiological Health

Laser Lipo Ltd

Heath House

Crockham Hill

Edenbridge

United Kingdom, TN8 6ST
Telephone: +44 844 980 1820
e-mail: ian@strawberry-laser.com

Food and Drug Administration

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

Silver Spring

Maryland 20993-0002

United States of America

Ref: 510(k) Premarket Notification

Dear Document Control Clerk:

January 31, 2013

Thursday, 31 2013.

Pursuant to the requirements of section 510 (k) of the Food, Drug and
Cosmetic Act, notification is made to manufacture and market the following

new medical device:

Classification Name:

Low Level laser system for aesthetic use

79 OLI

Classification Regulation:
21 CFR 878.5400

Common/Usual Name:

Low level laser system for aesthetic use
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Proprietary Name:
Laser Lipo Ltd will manufacture two devices:
. the Strawberry low level laser system model ILO, and,
. the Strawberry & Cream low level laser system model SC

Establishment Registration Number:
The Strawberry low level laser system and Strawberry & Cream
low level laser system will be manufactured by:

Laser Lipo Ltd

Heath House

Crockham Hill

Edenbridge

Kent TN8 6ST

United Kingdom

Telephone: 011 44 844 980 1820

Fax: 011 44 844 980 1820

Establishment Registration Number: To be applied for following
clearance of this submission.

Classification:

The FDA has classified: Low level laser system for aesthetic use (79 OLI) as
a Class II medical device under 21 CFR 878.5400.

Performance Standards:

None established under 514, however FDA has published “Class II Special
Controls Guidance Document: Low Level Laser System for Aesthetic Use”.

The following international consensus standards, recognized by FDA, have
been complied with:

IEC 62304:2006 - software life-cycle

IEC 60601-1:2006 - electrical safety

IEC 60601-1-2:2007 - electromagnetic compatibility

IEC 60601-2-22:1996 - laser products

IEC 60825-1:2007 - laser products

ISO 14971:2009 - risk management

ISO 10993-1:2009 - biocompatibility
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The following additional standards have also been complied with, although
not recognized by the FDA:

ISO 13485: 2003 - quality management system

EN 980:2008 - European symbols
(explanatory text included in US labeling)

EN 1041:2008 - requirements for information
(supplemented by FDA guidance listed below)

The following Guidance notes have been used extensively in the preparation
of this submission:

e Class II Special Controls Guidance Document: Low Level
Laser System for Aesthetic Use

« Guidance for the Content of Premarket Submissions for
Software Contained in Medical Devices

« Format for Traditional and Abbreviated 510(k)s

» Laser Products - Conformance with IEC 60825-1 and IEC
60601-2-22

Labeling and Promotional Materials:

Draft labels, labeling (including the User Manual) and
promotional materials for the Laser Lipo Ltd Strawberry low level laser
system and Strawberry & Cream low level laser system are contained in
Section 13.

Substantial Equivalence:

The Laser Lipo Ltd Strawberry low level laser system and
Strawberry & Cream low level laser system is substantially equivalent in
design, use and materials to the:

Chromogenex Technologies Ltd I-Lipo System - K111501

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system is made of the similar materials as the
Chromogenex Technologies Ltd I-Lipo System - K111501.

The Laser Lipo Ltd Strawberry and Strawberry & Cream low level laser
systems has similar indications for use
The Low level Laser model Strawberry and Strawberry and Cream can
be used for the non-invasive aesthetic treatment for the temporary
reduction in waist circumference.

to the Chromogenex Technologies Ltd I-Lipo System.
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The Chromogenex Technologies Limited i-lipo™ Low Level Laser
System is indicated for non-invasive aesthetic treatment for the
temporary reduction in circumference of the waist.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system is made of the same materials as the
Chromogenex Technologies Ltd I-Lipo System - K111501.

» thermoplastic control unit enclosure

o proprietary components and assemblies used within the unit

« thermoplastic paddles and probes

» nylon covered “velcro” fixed straps

* nylon/polycarbonate goggles

Both the Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system and the Chromogenex Technologies Ltd i-Lipo
System:
» use laser diodes
o of approximately 660 nm wavelength, and
o less than 50 mW output
incorporated into
o Vvarious laser diode cluster probes and paddles attached to the
subject with special straps
Strawberry 4 to 10 paddles with 6 diodes each
i-Lipo 4 paddles with 9 diodes each
o and two probes with one diode each
* have a similar control unit
o LCD subject display
o membrane key pad inputs
» incorporated into display as a touch screen for strawberry
and cream
o microprocessor controlled through software
o multi-range power supply (EU and US voltages and frequencies)
 have a similar range of connecting cables
have the same two pairs of laser protection goggles
o different name printed on outside of frame

The Laser Lipo Ltd Strawberry low level laser system, Strawberry & Cream
low level laser system and the Chromogenex Technologies Ltd I-Lipo System
have the same use achieved through the same technology, are assembled
from similar components made from similar materials, have similar user
input and output interfaces and have similar features.

All systems use laser emitting diodes of the similar wavelengths and powers:
the Laser Lipo systems have the potential to use more paddles but with less
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diodes in each paddle. All systems have two cluster probes with a single
laser diode in each. In all systems the paddles and cluster probes are
secured to the subject with nylon encased rubber straps secured with
“velcro”.

All control units have plastic enclosures, discrete power supply,
microprocessor controlled electronics, controls, alarms and similar control
software.

Laser Lipo Ltd concluded that the Laser Lipo Ltd Strawberry low level laser
system and Strawberry & Cream low level laser system are substantially
equivalent to the Chromogenex Technologies Ltd I-Lipo System, K111501

For a demonstration of equivalence, please see Section 12.

Promotional Material giving details of the Laser Lipo Ltd Strawberry low level
laser system and Strawberry & Cream low level laser system and
Chromogenex Technologies Ltd I-Lipo System is compared in Section 12.

Previous Submission:

Laser Lipo Limited have previously submitted the Strawberry and Strawberry
& Cream Low Level Laser system under K122354 and PRE Submission
Q120359

Description of Product:

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system consists of a control unit, various connection
leads up to 10 paddles, 2 cluster probes, various “Velcro” attachment straps
and other accessories. (A full list of system contents is included at the end of
this section.)

A paddle is a device containing six cold red laser emitting diodes which is
designed to be placed on the skin. The system can operate using 4, 6, 8 or
10 paddles that are connected to the control unit.

A probe is a device containing one cold red laser emitting diode which is
designed to be placed on the skin to treat specific smaller areas of fat,
where a usual flat paddle won’t ergonomically fit.

The control unit is an electrically powered unit (100-240v, 50-60Hz auto-
ranging), enabled by a main switch and key switch. Once enabled it is
controlled using a button (Strawberry) or touchscreen (Strawberry and
Cream) interface. The output of the diode (six per paddle) is limited to
40mW +/- 15% by a power limiting PCB from the central processing unit.
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When the laser paddles are placed on the skin, the cold red laser beams
penetrate the skin just deep enough to reach the layers of fat. When the
light hits the fat cells, a rapid chain of events takes place. Firstly, pores form
on the cells causing them to spill out. The water, Glycerol and fatty acids
move into the interstitial space beneath the fatty layer in the skin. Then
further water, fatty acids and Glycerol spill out. The adipocyte cells are
therefore reduced in size.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system contain the same control electronics and
control software however the Strawberry and Cream has a menu driven
touch screen interface while the Strawberry model has a liquid crystal
display and (up, down, left, right and center/enter) push buttons. The
outputs and functionality of the Strawberry and Strawberry and Cream
models are identical, however displays, display drivers, interface electronics
and software and power supply transformed are different. Full details are
contained in Section 11.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system is shipped in dedicated packaging to prevent
damage and protected by a cardboard box.

The system as shipped contains:
o 1 low level laser system unit, either
= Strawberry model, or
= Strawberry & Cream model
1 user manual
1 power lead
Paddle leads, for example for a 10 paddle system
» 1 long paddle lead for connection to the device
= 8 paddle standard leads
» 1 long paddle lead
2 cluster Probes
1 Pair of goggles
2 Replacement fuses
2 Keys

© OO

O O O O
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Variants of the system will be available with 4, 6, 8 and 10 paddles.

3 standard and 1 end 3 standard
5 standard and 1 end 5 standard
7 standard and 1 end 7 standard
9 standard and 1 end 8 standard and 1 long (to connect two groups of five paddles)

Table 1 - Variants

A full list of the proposed variants and a schematic drawing showing the key
design features are included in Section 11.

Engineering Drawings and Photographs of the Laser Lipo Ltd Strawberry low
level laser system and Strawberry & Cream low level laser system can be
found in Section 11.

Photographs, photo drawings and block diagrams showing the Laser Lipo Ltd
Strawberry low level laser system and Strawberry & Cream low level laser
system and the Chromogenex Technologies Ltd I-Lipo System are contained
in Section 11 and comparison to the predicate Chromogenex Technologies
Ltd I-Lipo System can be seen in Section 12.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system will be packaged in a cardboard box together
with all components (instructions booklet, cables, paddles), software and
accessories (diodes, goggles, fuse, straps and lead) within the scope of the
510(k). A shelf-life has been determined for 5 years based on the laser
diodes.

Electrical Safety and Electromagnetic Compatibility is demonstrated through
compliance with IEC 60601 part 1, part 1-2 and part 2-22 full test reports
from a third party laboratory are included in Section 17.

The Guidance also states that there should be compliance with the IEC
60601-1-4 standard. Laser Lipo Ltd believes that compliance with IEC
62304:2006 life-cycle standard achieves at least the same level of assurance
in the quality of the software used in the device.

A usability file detailing application of IEC 60601-1-6:2008 is contained in
Section 11.

Table 2 - Product Release Testing Summary

Gives the results of bench testing of the Laser Lipo Ltd Strawberry low level
laser system and Strawberry & Cream low level laser system which can be
seen in section 18 and is confirmed by clinical reports in section 20.

3 510(k) Cover Letter Page 3.8



Center for Devices and Radiological Health January 31, 2013

Quantity Sample Capability,

Standard Cp
Deviation

Laser diode power output: | 39.35
Paddle Laser diode output
is set to 40mw +/-15%.

Probe Laser diode output | 40.02 40 0.72 3.49
is set to 40mw +/-15%.

EU portable appliance 100% pass 20
testing

Visual Inspection: 100% pass 20 100%
e external components, inspection
cables, outer casings
and the

e General condition of
all associated parts.

Assembly tests 100% pass 20 100%
inspection

Functionality tests 100% pass 20 100%
inspection

Table 2 - Product Release Testing Summary

Biocompatibility:

Biocompatibility assessment on the Laser Lipo Ltd Strawberry
low level laser system and Strawberry & Cream low level laser system have
been conducted following the ISO 10993-1 (FDA Recognized Consensus
Standard), Biological Evaluation of Medical Devices, Part 1: Evaluation and
Testing. Please see section 15.

Sterilization:
The Laser Lipo Ltd Strawberry low level laser system and
Strawberry & Cream low level laser system are supplied non-sterile.

Cleaning instructions are contained in the user manual included with each
system.

Safety and Effectiveness:

A summary of safety and effectiveness information ("510(k)
Summary” per 21 CFR 807.92) upon which an equivalence determination
has been made is included as Section 5.

Indications for Use Statement:

A single sheet statement of “indications for use” as required by
FDA for submissions after January 01, 1996, is included in Section 4.
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Truthful and Accurate Statement:

The premarket notification “truthful and accurate” statement
(per 21 CFR 807.87(k)), signed by the Group Director Ian Cobley of Laser
Lipo Ltd is included as Section 6.

E Copy Statement:
The E Copy provided within our submission is an exact duplicate
of the paper copy.

Owner:
This Pre-Market Notification is owned by Laser Lipo Ltd.
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Submitter:
This Pre-Market Notification is submitted by
Ian Cobley
Group Director
For and on behalf of: Laser Lipo Ltd

Contact Persons:
The address and telephone number for all correspondence is:

Ian Cobley
Laser Lipo Ltd
Heath House
Crockham Hill
Edenbridge
Kent TN8 6ST
United Kingdom

Tel: 011 44 844 980 1820
Mobile: 011 44 777 445 9611
Fax: 011 44 844 980 1820
e-mail: ian@strawberry-laser.com

If I can be of any further assistance, please do not hesitate to contact me.

Sincerely,

Ian Cobley
Group Director
Laser Lipo Ltd
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4. Indications for Use Statement
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Indications for Use

510(k) Number (if known):

Device Name: Laser Lipo Ltd Strawberry Low Level Laser system and
Strawberry and Cream Low level Laser system

Indications for Use:

The Low level Laser model Strawberry and Strawberry and Cream can
be used for the non-invasive temporary reduction in waist
circumference by the disruption of adipocyte cells within the fat layer
for the release of fat and lipids from these cells for non-invasive
aesthetic use.

Prescription Use Over-The-Counter Use
(Part 21 CFR 801 Subpart D) AND/OR (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page _1_of _1_
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5. 510(k) Summary
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Laser Lipo Ltd

Heath House, Crockham Hill
Edenbridge

United Kingdom, TN8 6ST
Telephone: +44 844 980 1820
e-mail: ian@strawberry-laser.com

510[k] Summary
as required by section 807.92(c)

Owner's Name

Laser Lipo Ltd Address: Heath House
Crockham Hill
Edenbridge
Kent TN8 6ST
United Kingdom

Tel: 011 44 844 980 1820
Mobile: 011 44 777 445 9611
Fax: 011 44 1732 866 231
Contact Person: Ian Cobley at Laser Lipo Ltd
Tel: 011 44 844 980 1820
Mobile: 011 44 777 445 9611
Fax: 011 44 844 980 1820
E-mail: I ian@strawberry-laser.com
Date this summary was prepared: January 31, 2013
Classification name: Low Level laser system for aesthetic use,
21 CFR 878.5400
79 OLI
Common/Usual Name: Low Level laser system for aesthetic use
Proprietary Name: Laser Lipo Ltd will manufacture two devices:
o The Strawberry low level laser system model ILO, and,
J The Strawberry & Cream low level laser system model SC

5 510(k) Summary or 510(k) Statement Page 5-2



Center for Devices and Radiological Health January 31, 2013

Establishment Registration Number:

The Strawberry low level laser system and Strawberry & Cream low level laser
system will be manufactured by: Laser Lipo Ltd
Heath House
Crockham Hill
Edenbridge
Kent TN8 6ST
United Kingdom
Telephone: 011 44 844 980 1820
Fax: 011 44 844 980 1820

Establishment Registration Number: To be applied for following clearance of
this submission.

Substantial Equivalence: The Laser Lipo Ltd Strawberry low level laser
system and Strawberry & Cream low level laser system is substantially
equivalent in design, use and materials to the: Chromogenex Technologies Ltd
I-Lipo System - K111501

 They are made of the similar materials

 They have similar indications for use that are achieved through the same
technology

 They are assembled from similar components

 They have similar user input and output interfaces and

» Have similar features.

In particular both the Laser Lipo Ltd Strawberry low level laser system and
Strawberry & Cream low level laser system and the Chromogenex Technologies
Ltd i-Lipo System:
» use laser diodes
o of approximately 660 nm wavelength, and
o less than 50 mW output
e incorporated into
o multiple multi-diodes “paddles” attached to the subject with special
straps
Strawberry 4 to 10 paddles with 6 diodes each
i-Lipo 4 paddles with 9 diodes each
o and both have two probes with one diode each
 have a similar control unit
o LCD subject display
o membrane key pad inputs
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= incorporated into display as a touch screen for strawberry and cream
o microprocessor controlled through software
o multi-range power supply (EU and US voltages and frequencies)
 have a similar range of connecting cables
 have the same laser protection goggles
o different name printed on outside of frame

Description of Product:

The Laser Lipo Ltd Strawberry low level laser system and Strawberry & Cream
low level laser system consists of a control unit, various connection leads up to
10 paddles, 2 probes, various “Velcro” attachment straps and other accessories.
(A full list of system contents is included at the end of this section.)

A paddle is a device containing six cold red laser emitting diodes which is
designed to be placed on the skin. The system can operate using 4, 6, 8 or 10
paddles that are connected to the control unit.

A probe is a device containing one cold red laser emitting diode which is
designed to be placed on the skin to treat specific smaller areas of fat, where a
usual flat paddle won't ergonomically fit.

The control unit is an electrically powered unit (100-240v, 50-60Hz auto-
ranging), enabled by a main switch and key switch. Once enabled it is
controlled using a button (Strawberry) or touchscreen (Strawberry and Cream)
interface. The output of the diode (six per paddle) is limited to 40mW +/- 15%
by a power limiting PCB from the central processing unit.

When the laser paddles are placed on the skin, the cold red laser beams
penetrate the skin just deep enough to reach the layers of fat. When the light
hits the fat cells, a rapid chain of events takes place. Firstly, pores form on the
cells causing them to spill out. The water, Glycerol and fatty acids move into
the interstitial space beneath the fatty layer in the skin. Then further water,
fatty acids and Glycerol spill out. The adipocyte cells are therefore reduced in
size.
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Intended use:

The Low level Laser model Strawberry and Strawberry and Cream can be used
for the non-invasive temporary reduction in waist circumference by the
disruption of adipocyte cells within the fat layer for the release of fat and lipids
from these cells for non-invasive aesthetic use.

Performance Data

Laser wavelength and output has been demonstrated to be capable and
substantially equivalent to the predicate device (Chromogenex i-Lipo, K

111051).

Quantity

Sample
Standard
Deviation

Capability,
Cp

Laser diode power output: | 39.35 1140 0.81 2.47
Paddle Laser diode output
is set to 40mw +/-15%.
Probe Laser diode output | 39.02 40 0.72 3.49
is set to 40mw +/-15%.
EU portable appliance 100% pass 20
testing
Visual Inspection: 100% pass 20 100%
e external components, inspection
cables, outer casings
and the
e General condition of
all associated parts.
Assembly tests 100% pass 20 100%
inspection
Functionality tests 100% pass 20 100%
inspection

Laser Lipo Ltd believes these demonstrate substantial equivalence, but have
included clinical papers confirming similar performance from devices legally

marketed within the European Union.
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6. Truthful and Accuracy Statement
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Laser Lipo Ltd

Heath House, Crockham Hill
Edenbridge

United Kingdom, TN8 6ST
Telephone: +44 844 980 1820
e-mail: ian@strawberry-laser.com

January 31, 2013

I certify that, in my capacity as Group Director of Laser Lipo Ltd, I believe 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.

- é“\

—

=

(Signature)

Ian Cobley

(Typed Name)

January 31, 2013

(Date)

(Premarket Notification [510(k)] Number)
*For a new submission, leave the 510(k) humber blank.

Must be signhed by a responsible person of the firm required to submit the
premarket notification [e.g., not a consultant for the 510(k) submitter].
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7. Class III Summary and Certification
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The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system products are class II medical devices hence no
class III summary or certification is required.
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8. Financial Certification or Disclosure Statement
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No clinical trial data is presented in this submission and hence no Financial
Certification or Disclosure Statement is required.
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9. Declarations of Conformity and Summary Reports
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9.1. Introduction

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system have been “CE Marked” for European
distribution under the monitoring of the European Notified Body SGS;
conformity to international and European standards is an important aspect
of this process.

Where these international consensus standards have been recognized by the
FDA, we have included the relevant test reports but we have also considered
both the extent of FDA recognition and FDA’s general and product specific
guidance.

While we appreciate FDA does not recognize ISO 13485 (Quality System
Standard for Medical Devices) and that this standard differs from FDA's
current Good Manufacturing Practices (Quality System Regulation 21 CFR
820), we ask you to note that the Laser Lipo Quality management System
has been accredited under this standard by their Notified Body SGS as part
of the CE Marking process.
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9.2. FDA Guidance Documents

The submission format and section numbering system has been based on
FDA Guidance for the “Format of Traditional and Abbreviated 510[k]s
Guidance”, dated August 12, 2005.

The product specific guidance “Class II Special Controls Guidance Document:
Low Level Laser System for Aesthetic Use” has been used extensively in the
preparation of this submission

In the development of the software for the Strawberry and Strawberry and
Cream Low Level Laser systems, Laser Lipo has followed the IEC 62304
LifeCycle model and we have included a cross-reference table to the FDA
Document “Guidance for the Content of Premarket Submissions for Software
Contained in Medical Devices”.

The FDA Guidance “Laser Products - Conformance with IEC 60825-1 and IEC
60601-2-22" has also been considered in the compilation of this submission
and IEC 60601-2-22 has been considered together with electrical safety and
electromagnetic compatibility in Section 17.
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9.3. FDA Recognized Consensus Standards

IEC 62304:2006 Medical Device Software, Software Life-cycle Processes
FDA Recognition List Number: 13-8
Effective Date: 2006

IEC 60601-1:2006 Medical Electrical Equipment, General Requirements for
Safety

FDA Recognition List Number: 5-4

The Laser Lipo products were originally tested to the second edition standard
but have been retested to the third edition standard which we understand
FDA now accepts as demonstrating electrical safety. The full test report is
included in Section 16.

IEC 60601-1-2:2007 Medical Electrical Equipment, General Requirements for
safety and essential performance, Collateral standard, Electromagnetic
compatibility and tests

FDA Recognition List Number: 5-28

Effective Date: 2001

IEC 60601-2-22:1996 Medical electrical equipment, Particular Requirements
for safety. Specification for Diagnosis and Therapeutic Laser Equipment.
FDA Recognition List Number: 12-197

Effective Date: 1995

IEC 60825-1:2007 Safety of laser products, Equipment classification and
Requirements

FDA Recognition List Number: 12-168

Effective Date: 2007

ISO 14971:2009 Application of Risk Management to Medical Devices
FDA Recognition List Number: 5-70
Effective Date: 04/10/2007

ISO 10993-1:2009 Biological evaluation of Medical Devices, Evaluation and
Testing

FDA Recognition List Number: 2-152

Effective Date: 01/2006
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9.4.

9.4.1.

FDA Software in
Submissions
Guidance Item

Specifics:

FDA Requirements
for Moderate level
of concern in
Guidance for the
Content of
Premarket
Submissions for
Software Contained
in Medical Devices

FDA Guidance Cross-Reference Tables

FDA Guidance to IEC 62304 Software Report

Location, in the
Software
Development
Report ,Section
16.3, unless
otherwise stated.

January 31, 2013

Location in
Additional
Software Report,
section 16.4

Level of concern Guidance for the Section 16.1.2 of the N/A
Content of Premarket 510k
Submissions for
Software Contained in
Medical Devices
Software Description A summary overview of | 9.0 Development Plan N/A
the features >Background
and software operating >Development
environment. Requirements
(development process,
programming
environment,
Strawberry, Strawberry
& Cream)
Device Hazard Analysis Tabular description of 6.0 Software 16.4.1
identified hardware and | Classification
software hazards, 3.0 Introduction
including severity >Risk Management
assessment and 4.0 Purpose
mitigations.
Software Requirements | The complete SRS 7.0 Requirements 16.4.2
Specification (SRS) document. 9.0 Development Plan

>Development
requirements
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FDA Software in
Submissions
Guidance Item

Specifics:

FDA Requirements
for Moderate level
of concern in
Guidance for the
Content of
Premarket
Submissions for
Software Contained
in Medical Devices

Location, in the
Software
Development
Report ,Section
16.3, unless
otherwise stated.

January 31, 2013

Location in

Additional

Software Report,
section 16.4

Architecture Design Detailed depiction of 10.0 Software 16.4.3
Chart functional units and Performance and
software modules. May | Functional
include state diagrams Requirements
as well as flow charts. 13.0 Annex A: Software
Listing for Strawberry
14.0 Annex B: Software
Listing for Strawberry &
Cream
Software Design Software design 10.0 Software 16.4.4
Specification (SDS) specification Performance and
document. Functional
Requirements
Traceability Analysis Traceability among 9.0 Development plan N/A
requirements, >Verification Planning
specifications, identified >validation
hazards and mitigations, | 10.0 Software
and Verification and Performance and
Validation testing. Functional
Requirements
>Software Verification
Software Development | Summary of software 4.0 Purpose N/A
Environment life cycle 7.0 Requirements
Description development plan, 9.0 Development Plan
including a 12.0 Software
summary of the Modification and
configuration Maintenance Plan
management and
maintenance
activities.
Verification and Description of V&V 5.0 Scope 16.4.5
Validation activities at 9.0 Development Plan

Documentation

the unit, integration,
and

system level. System
level test

protocol, including
pass/fail

>Verification Planning
>Validation
10.0 Software
Performance and
Functional
Requirements
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FDA Software in
Submissions
Guidance Item

Specifics:

FDA Requirements
for Moderate level
of concern in
Guidance for the
Content of
Premarket
Submissions for
Software Contained
in Medical Devices
criteria, and tests
results.

Location, in the
Software
Development
Report ,Section
16.3, unless
otherwise stated.

>Software Verification

January 31, 2013

Location in
Additional
Software Report,
section 16.4

Revision Level History Revision history log, 2.0 Document Revision 16.4.6
including release History
version number and 3.0 Introduction
date. >Revision
11.0 Software Release
12.0 Software
Modification and
Maintenance Plan
Unresolved Anomalies List of remaining 12.0 Software N/A

(Bugs or Defects)

software anomalies,
annotated with an
explanation of the
impact on safety or
effectiveness,

including operator usage
and human factors.

Modification and
Maintenance Plan
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9.4.2.

Low Level Laser Guidance

Section

January 31, 2013

Low Level Laser Guidance to this Submission

Location in this 510[k]

1. Background 2. Cover Sheet

2. Introduction and 3. Cover Letter

3. Scope etc

4. Device Description Device Components 11. Device Description

Photographs or Drawing

11. Device Description

Comparison to Predicate
Device

12. SE Discussion

. Risks to Health

Ocular Injury

11. Description (Goggles)
12. SE Discussion

Electric Shock

16. IEC 60601 Testing

Unintended Cell Damage

12. SE Discussion

Use Error

13. Proposed labeling

. Bench Testing

To design/performance
specification

18. Performance Testing

Laser Power Output

18. Performance Testing

Targeting

18. Performance Testing

Failure Simulation

18. Performance Testing

. Software Validation

Software in Subs. Guidance

See table above
section 9.4.1

IEC 60601-1-4

17. IEC 62304 Report

8. Clinical Testing Alternatives 12. SE Discussion
16. IEC Safety Testing
18. Bench Testing
9. Biocompatibility ISO 10993-1 15. Biocompatibility
10. EMC IEC 60601-1-2 16. IEC 60601-1-2 Testing
11. Elec and Mech Safety IEC 60601-1 16. IEC 60601-1
12. Labeling: 13. Proposed Labeling

Device User Manual

13. Draft User Manual

Directions for Use

13. Draft User Manual

Indications for Use

4. IFU Statement
12. SE Discussion
13. Draft User Manual

Contraindications

13. Draft User Manual

Storage Conditions

13. Draft User Manual

Warnings

13. Draft User Manual

Precautions

13. Draft User Manual
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9.5. FDA Standard Forms, FDA 3654

FDA Standards Forms (FDA #3654) for each of the recognized consensus
standards follow:

« ISO 10993

+ ISO 14971

- IEC 60601-1-2
- IEC 60601-1-1
« IEC 60601-2-22
« IEC 60825

« IEC 62304

9 Declarations of Conformity and Summary Reports Page 9.9



Center for Devices and Radiological Health January 31, 2013

Form Apgprovad, DMES N DF10-0920 Expiration Date: 513910

Deparlmment of Haalth and Hurnman Services
Food and Drug Administration
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{To be filled in by applicant)
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REFORT TABLE

STANDARD TITLE
150 10893-1:2004 Biclopeal evaluation of Maedical Devices, Evaluaton and Testing

CONFORMANCE WITH STANDARD SECTIONS®
SECTION NUMBER SECTION TIFLE CONFORMANCE?
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JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
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Fockville, MO 2085G

A ageacy M b conlecl o EeRsor g o mersan (8 per regiieed o respeia fa, g colleciion af information
sl it dizplavs o cnrrenyly valid OIS controd srmrher;

FORM FDA 3654 (9007} Page 2
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Center for Devices and Radiological Health January 31, 2013

Form Approvad, DMES N D002 Expiration Date; 83110

Daparlment ol Health and Hurman Services
Food and Orug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Repaort Tabée are to be completed by the applicam when submitting a S50(k) that refer-
ences a national or intermational standard. A separale reportis required for each standard referenced in the 51Ek)

TYPE OF 5100K) 2UBMIZSI0N
Traditicnal Ol spgcia [ antrevated

ETAMDARD TITLE '
IS0 1497120059 Application of Risk Management fo Medica! Devices

Please answer the foillowing questions Yes o
15 This standand recogniZe DY FITT o s sesss s ens st ot sisseaessses s s ess s cssneenons B O
B e Ty = SRS = o'

Waz a third party Iahr:urmnr.' reqpnnrsnhle far testm-g mninrmlly of the device to this standard identified
in e S10K)? s 2 : e 2]

Is @ slemmary repart® dsescnhlrag the extent of conformance of the standard used Included In the
If e, mmplet& a SLH"I‘II‘I"lEI’:,' mp-:lrt tanla

=

Dioas the test data for this device demonstrate conformity o the requirements of this standard a5 it

Doas this standard incude accaptance cribaria® ..l
If ma, irvctucie the resulls of testing in the 510(k).

Does this standard include mose than one option or selechion of tests? i
Il yos, repart ogtions selected n e summary repor table,

Were there any devialions or adaptafions mada in the use of the standard ? ..
If yers; wiesre dendiations in accordance with the FIDN, suppiemental |r'zfnrmatm srma-i [SIS} ? ............

Were deviations or adapiations made beyond what is spacified nthe FDA SIET ...
If yes, repart these devialions of adaptations in the summary report table,

Wera thare any axclusions from tha siandard? .
If yes, repart these exclusions in the summary femrt lai:nle

Is thare an FDA guidance® that is associated with this standard? .. -
If yes, was the guidance document foliowed in preparation of this 51 mﬁ' . i
Title of quidance: Suidance for the Content of Premarket Submissions for Software Contained in Ma-:ﬁ::al Diervices

RE| O OO0 O] OX
00| 8| B|O8| & B0

! The lormalting corvenlion for the Ste s: [S0D0] [numenc idenhliar] cerblication body imemived 0 conlormancs assessenenl fa e
e of shandard] [date of puitlicaton] shardand Thig Surmmary rpan inciedes Fionmatiesn on all slandards
2 ity (21 LLED S600], wen Tlapowicilimdsiteameg M| witHzed tring e dgvilapmand of thi dedice
Ui e s coesadaa e gowisiptaicdrhisidecaleiStandarde ' Thee sugplamenial miormation sneel (S15) is sddlional information
saanch. cfm which is nacassary bedore FOW recoprizes the standard. Found =t
“The summary rapart shoult melute: amy adapitons used o atant g ey anoess data. fda goawisen phaicdrhicldocsiciStandnrds:
o s iwiiess winda i [Ror sxample, slermatin test malhore]! aeatih.clm
g [rae wian Cobien Of 8 saleclan of melsods ane descited, ¥ The ankire search lor CIFGH Guidance Docyumants: can e found ot
dedations from the standard; requiremenss nol apphcbie fa e wew. folal. gowedri g dance himl
devica; and Ihe name and adgdress of the sest laboratory ac
FORM FD& 3654 (2007} Paga 1 W Dl A B
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Center for Devices and Radiological Health

January 31, 2013

EXTENT OF STANDARD CONFORMANCE

SUMMARY REPORT TABLE

STENDARD TVTLE

150 149712008 Applicaton of Risk Managsment to Medical Dewices

CONFORMANCE WITH STANDARD SECTIONS®

SECTICN NUMBER

SECTHIN TITLE

CONFORMANCE?

Oves Owe Ora

TYPE OF DEVIATION OR OPTION SELECTED *

[ DESCRIF TN

JUSTIFIGATHON

SECTION NUMBER

SECTHOR TITLE

CONFORMARCET

Ovee Owa Jws
TYFE OF DEVIATION OF CFTION SELECTED ©
DESCRIFTION
JUSTIFICATION
SECTION HUMBER | SECTIOM TITLE CONFORMANCE?

D'r’n,:ta DNﬂ Ehﬁ'.ﬁ

TYPE OF DEVIATION OR OPTION SELECTED *

DEESCRIPTHON

JUSTIFRCATHON

* For comglebenass list all sections ol he standand and indicabe whether confoomancs 15 met, 1 a saclion 3 nol apphcable (W)
an expianalion i nesded under © justificaticn” Some standacds include opliong, S0 siméar to desdationg, the opdion chosen s
I3 be desoribed and sdeguately |usiifed as appropriate for the subect device. Expianation of a8 deviations or descrption of
opfions sekeched when fflowing a standand is sequirad under © tepe of devistion or option solecied” © desoriplion” and © josHh
licn™ on the reporl Mo than one page may be nacassany.

* Types of devigtions can include an exchusion of a secton in the standard, & dewiation brought out By the FOA supplemeantal
infurmation sheel (515} a deviation o adapt the standard o the device. o any adaptation of a seclion

Center for Devices and Radialogical Health

Paperwork Reduction Act Stafement

Public repeating busden For this collection of information is estimated roaverage 1 boar per response, meheding e
time for reviewing instructions. ssarching existing date sourees, gathening and maintaining ihe data needed. and
completing and reviewang the collection of information, Send comments fegarding thes burden estimabe or iy odber
aspect of this tallecuon of information, mcluding sugeestions for reduciie this erden. 10!

1 350 Precan Dirive
Rockville, My 20850

L engescy v’ ol condieel o sponeor, aird g prersen 15 rel regieed i resiena B, g colleciion af iformseiian
amless 5t displas o enrverly walis O controd mber

FORM FDA 3654 {9/07)

Faga 2
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Center for Devices and Radiological Health January 31, 2013

Farm Approved DME Mo 03100920 Eapiration Dabe) 83140

Deparirrent of Haalth and Hurman Services
Food-and Oreg Adminisiraton

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by appiicant)
This repart and the Summary Report Tabée are o be completed by the applicant when submitting & 510{k) thal refes-
ences a natanal o inlermational standard. A separale repartds required for each standard referenced in the 5100k)
T¥PE OF 510(K) SUBMISSION
Praificnal [ speciat [ abbrervated

STRMDARD TITLE !
IEC 60601-1-2:2007 Medical Electrical Equipment, General Requiremeants for safely and essential pedformance. .,

il

Please answer the following questions Yes fo
ks This standard recogmizme By FDBET . oo imiassismus i ssiiirsimss iy ssisssissianssasissssnigiiiiniin.  BED O

Wag a third party laboratory reapongible for testing conformity of the device to this standard dantified
e T S R e L R et B SRR R T o - S

Is @ summary re;:-urt‘ describing the extent of conformance of the standard used included n the
If ne, mms:llm& a summary report tauha

Diias the test data for this davice damonstrate conformity o the requiraments of this standard as it

T TR s M O
Dies thes standard include Scoaptancs CrEMAT ..o ceeemseersses ere s sas sas sons sms s amespms sceaes v ]
H na, Include the results of testing in the S10(k).
Dizes this standard inciude more than one option or selechon of teste™ e e ]
il yers, reporl oplions selectad in the surmmary repor lable,
WWere there any deviations or adaptaiions made in the uss of the standard? s O %]
Il yos, were deviations in accordance with the FOA supplemental information shaet [Elﬂr e I =] ]
Wera deviations or adapiations made beyond what is specified inthe FOA SIST .. (-] A
I yis, report these devialons of adaplations in the summary repart take,
Weara there any exclusions frome e slandard? (i i e i e s b s e [ A
i yes, report these exclusions In the sumimany IEWH lﬂ.ﬂlE
Is thare an FOA guidance® that is associaied with 1his SIEBATA? ... e ams sem s e ]
Il pers, was the guidance document knlk:uwedLﬂgmpara'luno!musmm? A |
Title of guidance: Class I Special Controls Guidance Document: Low Level Laser Syst-am far Aasthetic Lsa
! The ormating corsention for dhe tHo is: [S00) [numesic identifier) certification body Ureclesd in condormance assessmenl 10 s
frge of standard] [data o pubiication] shardand. The sanemary Mpo incicks inkmmatian o all standards
Fhiaily 121 LS G 30d], s Bla, goncaiiatdpameag | witied curing e cealopman of the device
! bl e o pisssdala, fla ginwssplalcdr i idoestelS and arde! * The supglamanial inhormation sheel {313 |5 adctinal dormston
easrehcfm which is necassary bofore FDW recogrizes the standard,. Found ol
* The summary rpart should nclude: any adapt s uped b odap Fipe i anoesstata, Toa. govisoriptsicdrivefdoos iciSlandards!
. e fewvica undar ridaiw {for xampla, ateemsadive Besl mathogis]; ez, oim
ebwicas it whisn oodtrsE ar f aslection of melbocs are descibed B The g e paanch e CORH Guidancs Docymenks o e fouml 82
dedalions frem the shandard, eguramanss not applicsble s ths wearw. fdagredcdrhiguidanos himi
dirvice; and tha name and addmess of The et lsboraary ar
FORM FD& 3654 (9007) Page 1 R
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Center for Devices and Radiological Health January 31, 2013

EXTENT OF STANDARD CONFORMANCE
SUMMARY REFORT TABLE

STANDARTF TITLE
IEC 80601-1-2:2007 Meadical Electrical Equipment, Gansral Requiremeanis for safety and essential performancsa. ..

CONPORMANCE WITH STANDARD SECTIOMNS®

SECTION NUMBER SECTHON TITLE CONFORMANCE?

Oves Owa O s

TYPE OF DEVIATION OR CRTION SELECTED*

DESGRIFTION

JUSTIFHZATEON

BECTION MUMBER SECTION TITLE CONFORMANTE?

Oves D Ow

TYFE OF DEVIATION OR OFTION SELECTED*®

DESCRIFTION

JUSTIFICATHON

SECTION HUMEBER SECTHINTITLE CONFORMANCE?

Cres Do Cwa

TYPE OF DEVIATION OR OPTHON SELECTED *

| DEzCRIFTION

JLETIERCATIEON

* For cormpletensss st all secions of e standand and indicate whether conformance 16 mel. 1 a section s not apphicabls (Bg)
an expianation i nesded under © |ustification” Some standsads include options, S0 simsar to devialions. the opion chosen neis
i be described and sdequatehy |ustifad as appropriate for the subésct device, Expianation of 2 dewatiors or description of
nplions selected when following 2 standand i required under © lype of Seviation or ogdion Selected,” ° desoriplion” and © josth
lose™ o e reporl. Rlore han one pase sy e Necessany

* Types of devietions can melude an exclusion of 3 section In the standsnd, & devialion broughi cul by the FOA supplemental
infarrrustion sheet (S15), a deviation o adapt the standard 1o the device. or any adaplaton of a saction

Paperwork Heduction Act Statement

Public repedting burden for this collection of infeamnation i@ esthmaiod w average | hour per respoise, mchiding the
fime for reviewing instructions. searching existing duta sources, gathenng snd mamtaming the data necded. and
r.4,:-|:-1p'||.'1:n15 ek revigwang the colicction of infarmution, Send comirments n:ll_ardml: this barden estimmste vr any other
aspect of ths collection of information, mchxting suppesnions foe rediecing this borden, o

Cenier bor Devices and Radiologzeal Healih

1 356k Baccarck Pirive
Rockville, MDy 20856

Ar cgeney vy moe eonaliet oF sponsor and o gerson 15 rer regusied neorespend fo, g oodleciion af informatiog
sy 1 rllJ:'\illjllﬂl.'.\' o enrreartly werkicd COME contrad mmher

FORM FDW 3654 (9107} Fage 2
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Center for Devices and Radiological Health January 31, 2013

Form Appravad: DME Mo, 000120, Expifalion Data 831510

Depariment of Health and Hurmsn Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This repart and the Summary Report Tabie are o be completed by the applican when submitiing & 510(k) that refer-
ences a national or iInternational standard, A separate report s required for each standard referenced in the 510(k),

TYPE OF B100K) SUBMISSI0nN
§1 Trdltipnal O specis ] abbrevated

STAHDARD TITLE '
IELC e0ed1-1:2006 Medical Elecincal Equipmeant. General Reqguirements for Safety

Please answer the following guestions Yes fio
ks This: standand reCoRNTZEG By FOME T s isvepssins ssissetioniadivis sonsiasivsiass iysoissiins isvisevsasimsiaisiay. 92D J
FOA REEOGRIRINT TUTIEEE D oot comtes s eee et ess st s eeeseceare e sn e soesencsaanasnennss HDSE

¥Was a third party Iahnra'lnr;.l r&apunsnhle for testing {:1\:|nf|:|‘m'||lj.| of the device to this standand sdentified

RS i T e e e [

Is & summary repart rbaqnnhlng the extent of conformance of the standard used inchuded in the

[T i, mmplaﬂe & SLEMImEy I'E.II}EIFI. [Ehlﬂ

Dioas the test data for this devics demaonstrate conformity to the reguiraments of this standard as it

BerlAing b TS SEVIEET (oo e et e e o
Dioes ihis standard inciude Scceplancs CREEMAT ... sens e s mes ey saes ssn smsaae st amgamnres i [
If no, include tne resulls of testiog in the 510{k}
Dioas thie standand iInclude more than one option ar eebsction of BREET i O
Il s, reporl options sedectad in he summary reporl lable,
Were thera any devigtions or 2daptations made in the use of the standard?.............. PR 5 e
If yas, were deviations in accordance with the FDA supplemental iifarmation shaist (SIS]’ el ] ]
Wera devialions or adapiations made beyond what is specified in the FDA SIS7 oo s L [
If yes, raport thesse deviabions oo adaplations in the summary repori tabse,
¥ilera thera amy exclusiors from the stendand? oo ol i L e ] A
If yes, peprort these exclusions in the summary :epnrt Iaﬂl&
Is there an FO& guidance® that is associated with this standard? e O
I yes, was the guidance docurment iolkowed in preparation of his 51%" ansianid i % L]
Title of quidance: Clags | Special Controbs Guidances Document: Low Leve| Lasar Sj'EbEIITI far Asslbetic es
! The farmalting corsmntion for the stie s [S00) [mamesio identifier) oorlification body imvolved in Dondormanos a<sessmsnt a shs
Hitle of stamdard] (et of publcation] standard. Tha sammany fepEoet inciedes nlomation on Al standards
@ daamarily T2 ULS D 3604, whves T gonded miEssnceg Biml wildizex] during B devalopnand of The desica
! Byl ek AGoasA e fa gowiserplaicdrhiciioosi S andard sl * The supplemantal information shesl {S15] is scdlional micematon
e ofm which ks necessary bedome FOW. recognizes the standard. Found ol
* The summary repart shoult inclyde: a0y adaptatons used to-acap! e e i e
5 e S Under radaw (for axample, Shermaiie ear methadts); asath. ol
shwrcas mads whan cotors of 8 selestion of malheds ane describer,  The ankie sigich tor CORH . Giddancs Docoments tae b feond #
dervialioms from The sbandand, regurements nol applcable % the wiw. fda. govicdrniguidarce. himl
device; and 1he name and address of the fest laborriory or
FORM FDA 3654 (9007} Page 1 P g S [
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Center for Devices and Radiological Health

January 31, 2013

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

IEC 80601-1:2006 Medical Electrical Equipment, General Requirements for Safsby

CONFORMANCE WITH STANDARD SECTIONS"

SECTION NUMBER SECTHIN TITLE

CONFORMANCE?

Oves Oro Chwa

TYPE OF DEVIATION OR OFTION SELECTED*

DESCRIPTHON

JUSTIFICATHON

SECTION NUMBER SECTION TITLE

CONFORMARCEY

O e TDwan
TYFE OF DEVIATION DR QPTION BELECTED *
DESCRIPTIIN
JUSTIFICATION
SECTICN NUMEER | SECTION TITLE CONFGRMANGCE?

D TRE E it D 1

TYPE OF DEVIATEON DR OPTHON SELECTED*

DESCRIPTMON

JUSTIERGATION

* For camgleteness lis) all sections of he standard and indicate whether conformanee is met. o section 15 nol applicabie (800
an axpéanalion = nesded under © justification” Some standands include options, so simsar to dewations, the option chosen neks
to be described and adequately justified as appropriate for the subjact device. Explanation of ail dewations or descrption of
options selected when fallowing a standand s required under © lype of devialion or option $elected” ° descriplion” and © jossifi
lion™ o the reporl More han one pege ey Be NECRSSan.

* Types of deviabons can mclude an exciusion of 3 sechon in the standard, & daviation browght cul by he FOA supplamantat
informidion shael (3F5), a devation o adapt the slandard o the devics. or any adaplaton of a sacton

Paperwork Reduction Act Statement

Center for Devices and Radiologseal Health
1 356 Proeard Prve
Boekville. MDD 20ES(

Pubhe reporting burden for this collection of information is-estimated o average 1 lour per response, incloding he
time for reviewing insiructions, searching existing daia sources, gathcring and mointaining the data necded. and
complesmg st reviewing the collection of informution, Send comments reganding thes burden estimate oF any sdher
gt of this collection of infoemanon, including supoections fos reducing this burden, o

I ey man el condiet oF gonsarand o gersen (8 Ror regiinea fe respand fo, @ cofleonion of Geformation
a1 dlixplavs o cuerisnthe valid OOME comtraf mmcher

FORM FDA 3654 (2007}

Page 2
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Center for Devices and Radiological Health January 31, 2013

Form Approvad: DME Mo, 0E10-0920 Expiration Data) 831790

Department of Health and Hurman Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are o be completed by the appiican when submitting & 510{k ) hat refes-
ences a natonal of intermationad standard, A separale report s required for each standard referenced in the 510k},

TYPE GF 510(K) SUBMISSION
W Tradlticnal O spacia [ Abbrevratid

STANDARD TITLE
EC 80801-2-22:1908 Meadical elecinical equipment, Particular Requirements for safety. Specification for Diagnos:s and..

Please answer the following guestions Yes Mo
b Thiis SN BT TOCORINTZET D FIOMET | s oms iastinstansissssas s sinbianniasitisesnimivitassagrovgons i narimsiaisiays - BEY O
FOA REGEGREIN FITIEEED .. oot eeriecsies s ecesecneeseess s ees et s sesas e st et et st e eonseninaans s scnnes AR 1 BT

Was a third party Ial:u:nra'lnr:.' raapnnsnhle for testing mnfﬂrmlly of the device to this standard wentified
in e SO i GBI [

I5 & summary repart Ebﬂqﬁl'lhlﬂg the extent of confermance of the standard used included Inthe

IT i, Eﬂmﬂl&‘l& A SLImmary ramrl. tahla
Does the tast data for this device demonstrate conformity to the requirements of this standard as it
L e ]
Dioes fhis standard inciude Sccaplancs CRBBMET .. ... s e samas s e sams e snsmpsems an s mnres i O
I e, includke the resalls of testing in the 310{K).
Cioas this standard include more than one opfion or selaction of tBEET L O
I yes, reporl oplions selected in he surmmary report lable,
‘Werse thera any deviations or adaptations made in the use of the standard? ... D E
Il pors, were deyiations in accordance with the FOW supplemental infarmation sh-eei iSIS]’ e el dps I ]
WWere deviations or adapiations made beyond what i5 spacified in the FDA SIST . en. [ A
i yes, report these deviations or adaptations in the summary repori tabée,
Wilere thera any exclussons from the slandand? oo i i e i i S e A vt
If yees, pepor! these axclusions in the summary report laﬂl&
Is there an FDw guidance® that is associated wWith this s1andand? ..o e e O
If pes, was the guidance docunment fiowed in preparation of s S10k7 i ety i . ]
Title of guidance: Laser Products - Conformance with IEC 60825-1 and IEC G0601-2-22
! The farmalting cordmention for the stie =: (SO0 [numesic idenlifiar) corlilication body involved in pomfrmance assessmsnt wa Shs
Hihe of sbandard| [Gam of pudicatian] shardand. The samemary fepoet incledes nkamalion of: ali standards
& pagteatity T8 LLSC. ZE04), wae Tl e e imadsan Fim) Lt dusing S cevalopang of T deice
1 g i e Gt s o s pbatcdhiTd ool TS Landards! * The supplemuntzl information stasl {313] ik soclional miormabon
mearch cfm which s necesyacy babore FDW recogrizas the standard. Found at
* Thiz summary nepart shoold iclude: any adapt used to acapt Pllpdsewes anoessdata Ida govison plsicdrhcldocs ichslandards!
ey deice under o {Tof example, siheemodig et mathods); aearch. clos
churcan e when optors o 8 salacion of malbed ane deacrilad. U Thes gyakes saarch for CORH Gildancs Docyments cue ba foond
devilions from e shadand, requirements nol applicable 1 e waw. fda. gounicdrhiguidanse. himl
desice; and the name and address of ke fest Iaboratory or
FORM FD 3654 (3/07) Page 1 P s Sl T
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Center for Devices and Radiological Health January 31, 2013

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
IEC B0B01-2-22:1398 Medical slectrical equipment, Parlicutar Requiraments for safety. Specification for Diagnoses and...

CONFORMANCE WITH STANDARD SECTIONS
SECTION NUMBER SECTION TITLE CONFORMANCE?

Ovws Owxe Olwa

TYPE OF DEVIATION OR DFTION SELECTED *

DESCRIFTION

LSTIFICETION

SECTION NUMBER SECTION TITLE CONEURMANCE?

[Jwes [Cea [dwa

TYFE OF DEVIATEDN OF OFTION SELECTED ?

DESCRIFTEIN

JUSTIFICETHON

SECTION NUMBER SECT!ON TITLE CONFORMANCE?

Bves: O Blna

TYPE OF DEVIATION OR OFTHON SELECTED *

[CEzcRIFTION

JUETIEICATION

" For compiletensss lis] all sections of he standiand and indicate whedhar confarmance is met. 1ha seclion & nol applicabbs (R
an expianation s needed under ® justificaton”  Some sfandands include options, so simEar to dewiations, the option chosan neks
e ba cescribed and edeguately Justified a5 appropriate for the swbgect device, Explanation of a@t daviatlons or gescriplion of
aplions sekected when following a stardarnd is required under * lype of devialion or oplion selecied” ° description” and © jossifi
lige” on the repeel Mo than one pags may be necessary,

* Types of deviatons can nclude an exclesion of 8 sechon in the stendand, & deveation brought cut by the FDA supplemeantal
information sheaet (S18), a deviation to adapt the slandard (o the device, or any adaplation of & saclion

Faperwork Reduction Act Statement

Public reperting busdzn for thes collection of infermation is estnated to average 1 hour per sesponse, mclodiong the
i for reviewing instructions, searching existing dotn soerees, gathermg and maintaining the data nesded. and
n:ulnpll,:unt; aml rcl.'iu'l.'\.-'ing the collection of information, Send comments n.'g.-;rclmg this barden estimate or any ofher
et of this collecnan o infosmation. el wling supeestions e eodiscang this bunden, o

Center For Deviess and Radiological Health
1 356 Hecard Prive
Rockville, MO 20850

Ar aEeacy el o candiect or sporieor; s o mersaw 18 el reqieed e respea oy o colleciion af forration
anlpns 5 disnlavs a enrreniiy valid O contred immrher;

FORM FOW 3654 (2/07) Page 2
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Center for Devices and Radiological Health January 31, 2013

Form Approvad, DME Mo DEF10-0120 Expiration Daba; 3131/10

Dwparrment of Health and Hurman Services
Food and Orug Administratan

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

Thes-report and the Summary Repart Tabie are to be completed by the applicant when submitting a 510(k) that refer-
ences a natanal or internations standard, A separate report is required for each standard referenced in the 510k}

TYPE OF 510(K) SUBMISSI0N
Traditicaial O spscial [ Abtirewiated

ETAMLUARL TITLE '
IEC a0825-12007 Safety of laser products, Equipment classification and Reguirements

Please answer the following gquestions Yo ]
15 this stardard recognized Dy FORTT s e s s s s e B O
FOW RECOTIOIN MBI oot eeeee e as et e eces et et st e ettt smmsressces et e BV

Yias a third party labioratory responsible for Ilesmng conformity of the device to this standard ientified
in A BUO(RY? i i S Rt AN o o

Is & sbmmary repart * ﬁescnhlng the extent of conformance of the standard used Included in the

If rea, mmple’c& a summary mp-:urt tablzr
Dioes the test data for this device damonstrate conformity o the requirements of this standard as it
PErtAing b0 IS BBVIEET ...t it oo asss s % ]
Dizas this standard incdude acceptance CrbBRAT .. i e i e ] fed
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10.1.Description

Laser Lipo Ltd manufacture two devices:

o the 'Strawberry' with a liquid crystal display and membrane keypad and
. the 'Strawberry & Cream' with a touch screen display

These two low level laser systems are for the non-invasive temporary reduction in
waist circumference by the disruption of adipocyte cells, within the fat layer, for the
release of fat and lipids from these cells. This is done by anatomic redistribution, not
weight loss. (21 CFR 878.5400 - 79 OLI)

The ‘Strawberry’ and the ‘Strawberry & Cream’ consist of a control unit, connection
leads with up to 10 multi diode laser “paddles”, 2 cluster probes, various “Velcro”
attachment straps and other accessories.

The control units are electrically powered units (100-240v, 50-60Hz auto-ranging),
enabled by a main switch and key switch. Once powered "ON”, they are controlled
using membrane buttons (Strawberry) and touch screen (Strawberry & Cream)
interface. The output of the diodes is limited to 40mW +/- 15% by a power limiting
PCB from the central processing unit.

When the laser paddles are placed on the skin, the cold red laser beams permeate
the skin just deep enough to reach the layers of fat. When the light hits the fat cells,
a rapid chain of events takes place. Firstly, pores form on the cells causing them to
spill out. That is, the water, Glycerol and fatty acids move into the interstitial spaces
beneath the fatty layer in the skin. Then further water, fatty acids and Glycerol spill
out. The adipocyte cells with reduced content are therefore reduced in size.

10.2.Substantial Equivalence Tables

Subject Device EUb!eCt Predicate Device
evice
Strawberry =

Strawberry & Cream I-Lipo

THIS 510(k) THIS 510(k) K111501
Intended use Indicated for non-invasive indicated for Non-

temporary reduction in waist invasive treatment

circumference by the disruption for the temporary

of adipocyte cells within the fat reduction in

layer for the release of fat and Circumference of

lipids from these cells for non- the waist.

invasive aesthetic use.
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Subject Device Sub!ect Predicate Device
Device
Strawberry .
Strawberry & Cream I-Lipo
510(k) THIS 510(k) THIS 510(k) K111501
Enclosure Plastic Same Same
Display LCD Same Same
Laser type Class 3b Same Same
Membrane Keypad Yes Touch screen | Same as
Strawberry
Electronic technology Yes Same Same
Fuses Provided Same Same
Control electronics Yes Same Same
Emergency stop Provided Same Same
Key switch Provided Same Same
Speaker Provided Same Same
Adjustment Keypad Touch screen | Same as
interface Strawberry
Power supply 100-240 v ac 50-60 Hz Same Similar
240 v ac 50 Hz
120 v ac 60 Hz
Transformer Provided Same Same
Energy source Laser Diode from 660 nm Same Same
nominal
Energy output up to 40 mW Same Similar
(50 mW probes) up to 50 mW
Cooling requirements Air cooled Same same
Paddle size 15.0x4.5cm Same Similar 13 x 8.4 cm
Probe size 6 x2.4x4.3cm Same Similar
2.7 xXx3.6x2.6cm
Environment 10°Cto 30°C Same Same
Requirements Non-condensing humidity’s
below 75%
Laser Output:
wavelength 660 £ 15 nm Same 650 - 690 nm
output up to 62 x 50 mW Same up to 38 x 50 mW
“paddles” 4 ,6,8o0r10 Same 4
laser diodes per “paddle” | 6 Same 9
“cluster probes” 2 Same 2
laser diodes per “cluster |1 Same 1
probe”
Laser class IIIb Same IIIb
Laser Diode GaAlAs Same GaAlAs
Safety Features:
Prevention of Key switch Same Interlock
unauthorized use
“"Emergency” Stop “Stop” button Same Same
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10.3.Summary of Performance Testing

Laser wavelength and output has been demonstrated to be capable and substantially
equivalent to the predicate device (Chromogenex i-Lipo K111051).

Quantity Sample Capability,

Standard

Deviation
Laser diode power output: | 39.35 1140 0.81 2.47
Paddle Laser diode output
is set to 40mw +/-15%.
Probe Laser diode output | 45.02 40 0.72 3.49
is set to 45mw +/-15%.
EU portable appliance 100% pass 20
testing
Visual Inspection: 100% pass 20 100%

e external components, inspection
cables, outer casings
and the

e general condition of
all associated parts.

Assembly tests 100% pass 20 100%
inspection

Functionality tests 100% pass 20 100%
inspection

Laser Lipo Ltd has demonstrated substantial equivalence and have included a recent

clinical paper conforming similar performance from devices legally marketed within
the European Union.
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11.1. Summary Device Description

11.1.1. System Overview

The Laser Lipo Ltd 'Strawberry' low level laser system and 'Strawberry & Cream'
low level laser system both consists of a control unit, multiple connection leads
with up to 10 paddles, 2 cluster probes, various “Velcro” attachment straps and
other accessories. (A full list of system contents is included at the end of this
section.)

Each paddle is a device containing six cold red laser emitting diodes which are
designed to be placed on the skin. The system can operate using 4, 6, 8 or 10
paddles that are connected to the control unit. These paddles are identical for
both the 'Strawberry' and Strawberry & Cream' systems.

The control unit is an electrically powered unit (100-240v, 50-60Hz auto-
ranging), enabled by a main switch and key switch. Once enabled it is controlled
using a button (Strawberry) or touchscreen (Strawberry and Cream) interface.
The output of the diode (six per paddle) is limited to 40mW +/- 15% by a power
limiting PCB from the central processing unit.

The control unit is contained within a plastic enclosure weighing approximately
14 Ibs. The dimensions of the unit are approximately 8” x 10" x 12”.

When the laser paddles are placed on the skin, the cold red laser beams
permeates the skin just deep enough to reach the layers of fat. When the light
reaches the fat cells, a rapid chain of events takes place. Firstly, pores form on
the cells causing them to spill out water, Glycerol and fatty acids. These
elements move into the interstitial space beneath the fatty layer in the skin. Due
to these elements leaving the adipocyte cells, they are reduced in size.

The Laser Lipo Ltd 'Strawberry' system and 'Strawberry & Cream' low level laser
systems contain the same control electronics and control software, however the
'Strawberry & Cream' has a menu controlled by a touch screen interface, whilst
the 'Strawberry' model has a liquid crystal display and (up, down, left, right and
center/enter) push buttons. The outputs and functionality of the 'Strawberry' and
'Strawberry & Cream' models are identical; however displays, display drivers,
interface electronics and software differ. Full details are contained in Section
11.1.2.
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The Laser Lipo Ltd ships both systems in dedicated packaging to prevent damage
in transit. The systems are protected by cardboard boxes and polystyrene.

Each system is shipped with the following contents:

o 1 low level laser system unit, either
= Strawberry model, or
= Strawberry & Cream model
o 1 user manual
1 power lead
o Paddle leads, for example for a 10 paddle system
= 1 long paddle lead for connection to the device
= 8 paddle standard leads
* 1 long paddle lead
2 Cluster Probes
1 Pair of goggles
2 Replacement fuses
2 Keys

o)

O 0 0O

Variants of the system will be available with 4, 6, 8 and 10 paddles.

number of paddles number of paddle leads

3 standard and 1 end | 3 standard

5 standard and 1 end | 5 standard

7 standard and 1 end | 7 standard

9 standard and 1 end | 8 standard and 1 long
(to connect two groups of five paddles)

Table 1 - Variants

Photographs are used in the following sections as a visual aide.
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11.1.2. Control Unit Overview

Figure 11.1.2 a

Figure 11.1.2 b) - Strawberry & Cream Low Level Laser Control Unit
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The 'Strawberry' and the 'Strawberry & Cream' low level laser control units
contain:

» Power supply of 100-240V ac 50-60Hz

+ Key switch

» Emergency stop

« LCD display or Touch screen display

 Keypad

» 32-bits EISC with ISP Flash, USB and ADPCM Engine
* Mother board for S&C

e Fuse

» Digital PCB
 Wires

e Speaker

e Transformer

« Ribbon cable

« Hexagon bolts, nuts and washers
« Upper and lower case enclosure

Engineering Drawings of the 'Strawberry' and the 'Strawberry & Cream' low level
laser systems can be found in Section 11.5.

IEC 60601 electrical safety and electromagnetic compatibility test reports and
certificates can be seen in Section 17.

The Software Development Report following the IEC 62304 Life-cycle
methodology is contained in Section 16.

11.1.3. Packaging

The Laser Lipo Ltd 'Strawberry' system and 'Strawberry & Cream' low level laser
systems will be packaged in a cardboard case with polystyrene inserts.

11.1.4. Shelf-Life Overview

A shelf-life has been determined for 5 years based on the laser diodes. Bench
test reports are contained in Section 18.
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11.1.5. Laser

The Laser Lipo Ltd 'Strawberry' and 'Strawberry & Cream' low level laser systems
are non-invasive class 3b cold red laser and uses 2 different laser LED
configuration which are:

1. 660nm 40mW (+/- 15%), X 6 ea LD for paddles
2. 660nm 40mW (+/- 15%), X 1 ea LD for cluster probes

Both models have a GAAIAS & GAA1LnP Diode Source and use a continuous
wave diode driver.

11.1.6. System Control

Figure 11.1.6 a)

The 'Strawberry' low level laser system is controlled
using a membrane keypad as the user interface to set
the treatment time.

Figure 11.1.6 b)

- The 'Strawberry & Cream' uses a touch screen user
interface to select treatment time.
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' i-ipoe

Figure 11.1.6 ¢)

The i-Lipo LCD display screen with push buttons
to set treatment time.

11.1.7. Laser Paddles

Laser Paddle Comparison between the Strawberry and i-Lipo paddles

Although there is a difference in the number of paddles, they actually equate to the same in
terms of treatment power / energy applied to the skin.

i-lipo treatment example;

An abdomen treatment with the i-Lipo pads involves two 10 minute treatments. The size of
the pads only covers half of an average abdomen. The pads therefore need to be placed on
two areas to cover the abdomen.

Fig. 11.1.7 a). i_lipo pad treating right side of the abdomen for 10 mins,
then left side of the abdomen for 10 mins.

Image above show subjects right side being treated for 10 minutes. This is then followed with
a second treatment of 10 minutes, with the pads placed on the subjects left side.
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Therefore a treatment with the i-Lipo pads amount to two 10 minute treatments or 20
minutes of laser exposure time.

Strawberry treatment example;

The Strawberry paddles cover the entire abdomen area in one 10 minute treatment, without
the need to move the paddles.

Fig. 11.1.7 b) Strawberry paddles placed for a treatment.

Physical size and number of diode comparison:

7 Bl
_.L n n

n ' n m Q\ ﬂ;‘

-Fig. 11.1.7 c) Image of Strawberry paddles (x10) shown on the top, with i-Lipo pads (x4) shown beneath.

O
®

Fig. 11.1.7 d)

11 Device Description

The i-Lipo laser treatment pads contain nine (9) laser diodes with a power
output of 40mW and cover an active area of 84mm x 130mm.

When the four (4) laser pads are placed side by side the total skin area
covered is 336mm x 130mm X 2 = 873.6 cm?for the entire treatment.

The pads are placed twice on the abdomen in order to treat the
full abdomen area.
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Joules are defined as Watts multiplied by the time in seconds, so Joules (J) = Watts x time
(sec). Total energy given in Watts is calculated over an area as joules per centimeter
squared (J/cm?).

The Strawberry paddles contain six (6) laser diodes with a power
output of up to 40mW and cover an active area of 45mm x 150mm.

When 10 paddles are placed side by side the total skin area covered
is 450mm x 150mm = 675 cm?for one entire abdomen treatment.

Fig. 11.1.7 e). Strawberry paddle

Energy emitted per abdomen treatment is calculated as follows:

Singlei-Lipo pad 40mW x 9 diodes = 360mW or 0.36W
4 pads 4 laser paddles (0.36W x 4) = 1.44w

The total energy emitted during a single treatment = 1.44W x 1200sec = 1,728 J.
Coverage of (4 pads x 2 placements) 8 pads area of 873.6 cm?

The energy that reaches the skin is therefore 1,728 /873.6 cm®= 1.98 J/cm?

1x Strawberry paddle 40mW x 6 diodes = 240mW or 0.24W
10 paddles 10 paddles (0.24W x 10) = 2.40W.

The total energy emitted during a single treatment = 2.4W x 600sec = 1,440 J.
Coverage of (10 paddles each 450mm x 150mm is 675 cm?

The energy that reaches the skin is therefore 1,440 /675SqCm = 2.13 J/cm*

(N.B. Calculations are based upon individual diode output being 40mW +/- 15%).
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Optional number of paddles supplied with the 'Strawberry' and 'Strawberry &
Cream' low level laser systems.

The 'Strawberry' and the 'Strawberry & Cream' low level laser systems have been designed
to operate with up to 10 laser paddles. The systems can be purchased with 4, 6, 8 and 10
paddles.

The reason for this option is a financial one. Naturally a system with 4 paddles is sold at a
lower price than a 6, 8 or 10 paddle system.

If a practitioner were to purchase a 4 paddle system, as with the i-Lipo system, it would be
necessary to move the paddles a number of times to carry out an abdomen treatment. This
results in a number of 10 minute treatments being necessary to complete a full abdomen
treatment.

The treatment and results will be the same between treatments carried out with 4, 6, 8 or 10
paddles but will have taken longer to achieve. As a result practitioners will be able to treat
fewer subjects in a working day.

The system is therefore designed to be upgradeable by purchasing additional paddles. This
means that as demand for treatments increases, the practitioner can purchase additional
paddles to reduce the treatment times down.

&

Fig. 11.1.7 f). Strawberry 6 paddle system fitted to abdomen. Fig. 11.1.7 g). Strawberry 10 paddles on abdomen.

The images below show (Fig.11.1.7 e) a 4 paddle system with probes and (Fig. 11.1.7.1)
shows a set of 10 Strawberry paddles)

Fig. 11.1.7 e). Strawberry 4 paddle system. Fig. 11.1.7 f). Strawberry 10 paddles.
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11.1.8. Cluster Probes

The Cluster probes used with the i-Lipo system and the Strawberry Inch Loss systems are
different in design ( see Fig. 11.1.8 a) but substantially equivalent in power output and
usage.

These probes are placed on the skin, in areas that are too small to fit laser paddles. The
laser diodes are the same as those used in the larger laser paddles. They are used to assist
the overall abdomen treatments to increase the treatment area.

o ).

Fig. 11.1.8 a) Strawberry Cluster probe on the left, i-Lipo cluster probe on the right.

A

Strawberry Cluster probe 40mW power output.

Fig. 11.1.8 b) Strawberry Cluster probe

i-Lipo cluster probe 40mW power output.

——

Fig. 11.1.8 c) i-Lipo Cluster probe
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The cluster probes are used in conjunction with the laser paddles. Once the laser
paddles have been attached to the Velcro belt and connected to the base unit,
the probes are then connected to the base unit and positioned on to the skin.

There is one laser diode in each
cluster probe and the cluster probes
are supplied as a pair.

Fig. 11.1.8 d) i-Lipo Cluster probe

The 'Strawberry' and the 'Strawberry & Cream' low level laser systems are
manufactured with 2 probes. The dimensions of the probes are approximately 2”
x 17 x 12",

11.1.9. User safety Precautions

Prior to the device being switched on, the technician and subject need to wear
protective goggles, see Section 11.1.16. Moreover a notice should be displayed
on the door to the room, see section 13, showing the Laser Symbol and stating
“Laser light, to avoid exposure to beam 3b laser product”.

&

11.1.10. Power Lead

B

USPWLD LEAD

Fig. 11.1.10 a) US Power Lead
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11.1.11. Paddle leads

The Laser Lipo Ltd 'Strawberry' and the 'Strawberry & Cream' low level laser
systems are manufactured with 3 types of paddle lead:

e 1 long lead for the connection between the unit and the first paddle

e 3,5, 7 or 8 standard for the interconnection between paddles

e 1 longer interconnection lead between the 2 middle paddles when two
straps are used.

number and type of number and type of paddle leads
paddles

3 standard and 1 end 3 standard

5 standard and 1 end 5 standard

7 standard and 1 end 7 standard

9 standard and 1 end 8 standard and 1 longer size to connect two
sets of paddles

Fig. 11.1.11 a) Paddle Leads

11.1.12. Cluster Probe lead

The two cluster probes are connected to a dual wire “Y” type lead which connects
with a single plug to the socket on the control unit.

Fig. 11.1.12 a) Probe "Y" type lead
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11.1.13. Casing Screws

The top and bottom control unit moldings are held together with six casing
SCrews.

Fig. 11.1.13. a) Casing Screws (set of 6)

11.1.14. 1 Amp Fuse

Fig. 11.1.14 a) Fuse - Fitting in lower housing

The 'Strawberry' and the 'Strawberry & Cream' low level laser systems are
shipped with two spare fuses. Additional fuses are available as accessories.

The fuse is a Quick Acting F LBC Fuse, 1A 5x20mm andROHS Compliant.
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11.1.15. Straps

The 'Strawberry' and the 'Strawberry & Cream' low level laser systems are
manufactured with 3 different length straps:

e Large - (135 cmx17 cm)
¢ Medium- (75cm x 17 cm)
e Small - (52 cm x17 cm)

OdIT A4SV OdITd4ASV1

S

Fig. 11.1.15 a) Velcro straps used to hold the paddles around the body.

The 'Strawberry’' Velcro straps are made of the following materials:

External surface material: Nylon
Internal material: Neoprene (80%) + Nylon (20%)
Fitment: Velcro pads on Nylon surface
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11.1.16. Goggles

The 'Strawberry' and the 'Strawberry & Cream' low level laser systems are
supplied with one pair of goggles in a protective case (for the subject) with a
cleaning cloth (see Figure 11-2 - Photographs of goggles supplied as part of the
system

Fig. 11.1.16 a) Laser protection goggles supplied with cleaning cloth.

The goggles are made of nylon and the lenses are made of Polycarbonate, with a
luminous transmittance of 16% and designed as laser protection goggles for the
appropriate wavelength.

The goggles are the same model from the same manufacturer as the goggles
supplied with the predicate device. (see certification Fig.11.1.16 b)

Each pair of goggles is supplied with information regarding the glasses.
(See 11.1.16. b)
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ECS* C€

ECS GmbH - European Certification Service

EC-type examination certificate

C7045.4NOIR

Applicant | manufacturer NOIR Laser Company

6155 Pontiac Trail

SOUTH LYON, MI 48178

USA
ldentification of the manufacturer NOIR
Froduct ivpsa Laser praotection filter
Model name ML3

4base + Bhase
Standard{s) / DIM EN 207 : 2008
technical rules Annex || of the PPE-Directive 89/686/EEC
Test report 10313-ECS-07
Material and Polycarbonate
optical propertias Luminous transmittance DBS 16%
Marking 180 —-315 D LBY + IR LE4

=315 395D LBS + IRM LBG
630 — 660 DIR LB2

=560 — 670 DIR LBZ

780 — 920 DIR LB2

BOD — 915 DIR LB3 NOIR CE

Herswith, ECS cerifies that the named moded complies with the baske requirements for healih and safety as they are provided
by trie European Directive for Personal Protective Equipihent BRSBEEEC. This cenificate iz based both [ ither on tha test
resulls a5 they &re aummarized in the named fest rapons, sndior on the technical docurneniaton as i is delend by the
pranufacturer, The applicant | manufachurer agreos to the General Business Fules of the ECS GmbH and 10 additonal
agreements A5 they ara named in the application for contomity assesament

The eye-prowection devise is to be marked as assigned: Eiher / both the farme and f or the ooular, speciacie, goagle o shesd
must b sigred, 85 appropriate. IF different marking has been assessed, the lowest marking must be applied. respactively,
The vabidity of this EC-typn examination will sxpine, If the manufacurer modifies (he safely-relevant properties of this product
with comparison 1o the tested one or it the requirements in the standards or tachnical nales will be revisad andior tighlened.
Marfie, adoress and sdentificaion number 1883 of the notified body ECS must ba indicated in the information brochure of this

produslt
ECE GmbH —
ifi 1883 ] .
Nofified Body 18 xuiticg,
13/10/10 BN
& cos GmbH p)
= @ ECS b U ECS GmbH - Eucpean Cedilication Serice
/ - %' Aaban EE'/ Bugensehialz and Parsinbons Scruuauwus:u_'.g
il -ln Herhert Schalar (3] . Lasarscluiz dnd Cpisohe Messiechrik

Fig. 11.1.16 b) Laser Goggle Type Certificate
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Fig. 11.1.16.c) Information supplied with goggles

11.1.17. Keys

The 'Strawberry' and the 'Strawberry & Cream' low level laser systems are
manufactured and supplied with 2 keys to help prevent accidental or
unauthorized use.

The clinician must insert and turn the key in order to operate the unit.

Fig. 11.1.17 a) Keys
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11.1.18. Presentation Box

Fig. 11.1.18 a) Cardboard Box with top tier removed to show control unit
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Fig. 11.1.18 b) Top tier within cardboard box for cluster probes, paddles, leads etc

Fig. 11.1.18. c) Detail of individually packed items
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11.2. Usability

The Following Usability file has been conducted using the 60601-1-6:2008
Standard
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Doc No: UF/01/V1
Page: 1 of 4
Date : 03/04/2012

Usability File
Strawberry
Medical Device

Heauty & & o8 be Brand. .

“STRAWBERRY™ ggff

EN 60601-1-6: 2008

Documentation of Compliance

| Author / Reviewer: Lisa Ormrod | Signed:

1. Application Specification

1.1 Medical Purpose
The Strawberry medical device is a non invasive class 3b cold red laser, the device is used for the
purpose of Pain relief, inch loss and for the temporary reduction in the waist circumference.

1.2 Subject Population
The Strawberry Medical device is for use on adults only, and must not be used on people that suffer
from any conditions listed as contraindications. (See Medical Questionnaire Document No. FRM-
MED/001/Issuel)

1.3 Treatment areas
The Strawberry Medical device can be used on any area of the body with the exception of the middle
and upper facial areas, due to the vulnerability of the retina in the eye.

1.4 User Profile
Therapists and clinicians can use the Strawberry Medical Devices, providing they have received
training from the manufacturer or appointed distributors. (See Training schedule Document No. FRM
025 and certificate profile)

1.5 Operational environment
Treatments should be carried out in a closed area to protect the subject's modesty. The area should
not be exposed to any people that are not aware of the need for protective eye protection. (See Eye
protection specification Page 3 User Manual)

1.6 Operating Principle
The laser paddles need to be in contact with the skin, prior to the lasers being turned on. Once the
laser paddles are in contact with the skin, the laser beams will be of no danger in the immediate
proximity, and the beams will penetrate to a depth of no more than 13mm into the body. The
treatment duration is selected by the technician and will not exceed 10 minutes in any single area.
(See Training schedule Document No. FRM 025).
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Doc No: UF/Ol/Vl Usability File “STRAWEBERRY" i
Page: 2 of 4 Strawberry g oug wrsatees ﬁi '

Date : 03/04/2012

Medical Device

2. Operational procedures:

2.1 Check that the machine is connected to a 13amp wall socket and the switch is on.

2.2 Check that the laser paddles are correctly configured (See User Manual).

2.3 Ensure that the keys are in the back of the machine and press the power ON button,
followed by turning the key to the ON position.

2.4 The machine will now carry out a 'self test function' and is then ready to be used.

2.5 Treatment protocols to follow those listed within the Training Schedule.

2.6 After use procedures are to carefully place the laser paddles so that they can not be damaged, turn
off the power switches and after turning the key to the off position, the operator should remove the
keys.

2.7 The machine is fitted with a standard 13amp fuse in the power lead and 2 additional 1lamp fuses
located at the back of the machine. These fuses are to protect against power surges or fluctuations.

3. Risk Analysis:
3.1 Intended Use/Intended Purpose
Seel.l
3.2 User Profile
Seeld
3.3 Things that could go wrong
Sources: Clinical Evaluation Report, Risk Analysis Report, Risk Management file.
3.3.1 During Normal use:
a) Goggles MUST remain on subject and therapist’s eyes at all times.
b) Therapist must stay in the room whilst treatment is being carried out.
3.3.2 Use Errors:
a) Dropping machine or parts
b) Exceeding user time (e.g. over 10 minutes in one area)

11 Device Description Page 11.23



Center for Devices and Radiological Health January 31, 2013

Doc No: UF/01/V1 Usability File “STRAWBERRY"™ ﬁgﬁf

Page: 3 of 4 Strawberry s gy ecateron
Date : 03/04/2012

Medical Device

334
3.4

3.7

3.8

Hygiene
Protection protocol
In the event that the operator or client's protective goggles should be dislodged the machine should

be immediately switched off. This can be easily done by pressing the "LASER STOP" button clearly
marked on the machine.

The goggles MUST BE WORN AT ALL TIMES by the subject and therapist while the machine is turned
on for treatments.

Resulting Hazardous situations and harms
If the machine is dropped you could damage either the machine or laser paddles. This would be

identified within the self check feature upon tuning on the machine.

Ensuring that machine is thoroughly cleaned and sterilised between each client.

Preliminary review of the user interface concept

The user interface concept clearly identifies the potential risk of laser light to the eyes. The Risk
assessment confirms this potential danger. Any person in possession of the keys to the device,
without the proper training, could potentially do damage to their eyes or those around them. This is
why the key system has been applied to this device.

Removing goggles: Lasers are damaging hence why goggles must be worn, if clients and clinicians
were to briefly look at the laser light it would cause blinking for a few seconds.

4. Strawberry medical device:

4.1 General
a) MEDICAL DEVICE
STRAWBERRY MEDICAL DEVICE

b) Basis

Intended use

possible use errors

hazardous situations or harms related to use
context of use

preliminary use scenarios
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DOC NO: UF/O]-/V]- Usability File “eTRAWBERRY"™ ﬁ
Page: 4 of 4 Strawberry Sy Ryt 4
Date : 03/04/2012 Medical Device

4.2 Use Scenarios

Worst case scenario to provide a basis for validation with subject and not the user:
a) Treatment potentially being carried out in an open, unprotected environment.
b) Untrained operator not providing the necessary eye protection goggles.

4.3 User actions related to Primary operating functions. (See Point 2)

4.4 User Interface requirements for the primary operating functions. (See point 2)

4.5 User Interface requirements for those use scenarios that are most frequent or related to safety.
a) The whole procedure shall be easy to understand by reading the user manual.

b) Text: English and appropriate language for the country of use.

c) Fontsize 8pt Arial ata minimum

d) Symbols within the whole procedure should be based on international standards

e) Clearly understandable visuals are used within the User Manual.

4.6 Requirements for determining whether the primary operating functions are easily recognisable by
the user.

a) To protect against lack of understanding regarding the operating functions for the device, each

potential operator undertakes a test to confirm that they have clearly understood the operating
procedures, prior to receiving certification.
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The 'Strawberry' and the 'Strawberry & Cream' low level laser systems are
controlled by Digital PCBs, powered by a switched mode power supply (SMPS),

input and output information are the keypad and LCD Display, and the energy is

delivered to the paddles and cluster probes through a remote inter lock module

or the PCB interface.

Strawberry Inch loss System Block Diagram

(L a ]
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Ll | o cou o ToeT
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& Source @ AlGalal®
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Strawberry Inch loss System Block Diagram
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Strawberry&Cream System Block Diagram
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11.4. Hardware

11.4.1 Laser

Operational rules to provide a safe environment of operation for the laser and
other safety rules have been developed for using the Laser Lipo Ltd Strawberry
and Strawberry and Cream models at “The Strawberry Clinic” which is co-located
with their facility.

These rules identify the potential hazards and control measures used.

Laser Lipo Ltd appreciates that such rules have to be developed for each facility
having due regard to the environment of use and is committed to providing
appropriate training either directly or through their distributors to potential users
to help them use the product safely.

11.4.2. LCD Display

Details of the touch screen display used follow, however we must stress these
are confidential to the manufacturer or the component.

(The remainder of this page is intentionally left blank.)
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11.4.3. Subject Contact

Part Name Details

Type of Subject
Contact

January 31, 2013

Material

Enclosure see section | The clinician touches [ thermoplastic
for control 11.1.2 the display for a few [ elastomer
unit seconds
strap see section | The straps are pulled | Nylon
11.1.15 taught around the
clients body and are
kept on for the
duration of the
treatment time
paddle see section | Paddles are placed thermoplastic
11.1.7 against the selected elastomer
fatty area, pressed
against the skin and
held in place with
Velcro straps.
Cluster see section | Cluster Probes are thermoplastic
probe Error! placed against the elastomer
Reference | selected fatty area,
source not | and pressed against
found. the skin.
goggles see section | goggles are kept on Plastic: Nylon
11.1.16 the clients face for Lenses:
the duration of the Polycarbonate
treatment
LCD Display | see section | The clinician touches | LCM Module
0 the display for a few | Model ATO70TN83
seconds V.1
by InnoLux
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11.3. Mechanical Drawings

The Laser Lipo Ltd Strawberry low level laser system and Strawberry & Cream
low level laser system control unit is contained within a plastic enclosure
weighing approximately 14 |Ibs. The dimensions of the unit are approximately 8”
x 10" x 12”.

Cut outs and holes are made in the plastic enclosure for the membrane keypad
(except for the Strawberry & Cream low level laser system), the emergency
stop, the key switch, the leads connections and the air cooling requirements.
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11.4. Photographs of Exploded Assemblies

STRAWBERRY Inch Loss

ILOBU

ILOPCB &

ILOBL

11 Device Description Page 11.56



Center for Devices and Radiological Health January 31, 2013

“STRAWBERRY?” & Cream

or

SCPCBU

SCPCBL

SCBL
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STRAWBERRY CLUSTER PROBE

0 EN CAP

ENDHS

ENSHSAF

PROBE COVER
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STRAWBERRY Laser Bar/ Paddle

LPCU

LPPCP
+CB

HEAT
SINK

|.FCL
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11.6. Training and Documentation

Laser Lipo Ltd is committed to offering training and supports either directly
or through their US distributors. Part of this process will be to provide a set
of forms to facilitate recording of treatment and results. These forms will be
developed in co-operation with distributors and other marketing partners.

We include the type of documentation currently in use in the Europe.

11.6.1. Consent Form and Medical Questionnaire

“STRAWBERRY" ;
Laser Lipo Inch Loss
CONSENT FORM

B T — GP Nama & !.;.‘.:;:,
Client Narme: B Comlact Number:
Address: Tei. Home;
Tel. Work:
Tail, Mshila;
Ermail Addrass: =
Post Code: Age: [ ] Gender: [ Male ] [ Fomals ]

| chuly saiare thee echnic ame of i perform Hie Lager Lipo Irch Loss procedurs for fhe
purpess of spoi fat saduction and skin ighiening. | s sware hat cimcel meuls M vary depending on indvidual
facioes. including medical history, pabent comphante with prafpost fneaiment ins¥uchons and notvidusl resporse 1o
treimasnt. | harve biemn resadie awacn that rmy diet and the smoinl of pasercss | o, wil have 2 major effiect om the
v of my ireatmenis. 1 so nat make an effort o sddress my diet and excersiae. | am avame that the
FingulIEs will rod e noel ba fetned,

| understan that keatment wih the Laser Lige machene svalves o cowrse of 0§ tmaiments. The fne siusture bao
ot Tuily' fimpdinead anct § wradarstand el | am fequired i pay 106 & Coulse of Fasants, (i ¥ sy peadatulis
Azt pRA. | S lly @veie et should | wish b Cantal i Clirss B cUlsnng AR et vilug & Hoa
vulumifalbie. The ooumke oo in £ [cunt's k)

Dt v clrmingd fir irnniesnds, 58 & appointments. arg schadided o iplosing the nitisl commoiagion, |
s bty mimde awiin ihat ol cansllatans regulre & minimsen of 34hen native, Failire te o sa sl rasult o)
il Drnalrrsnl baivg duibactad from aiy courke wilffou @ refandg, | aim swans hat this may  Rs @ Hagative|
AP o Wi eoral] T A Arry A s 10 Bl I bt danes will Le Subysat 1 Avallanilitg.

| ety tnar | havs boan fuly marmed of fa nalee and garpose of e SROCAOUNE, BNEectod CUDOMES and poasbia
compfications. | understand that no guaranies can be gaen as jo e fine resut chtaired. | am fulty aware that my
condition i of 3 cosmetic corcem and S the decision o procsed & hased eolely on my sxpresied desine 2 do 56

| that ks by o iform - o ot any changes to my medkeal hustory during
the course of Livser Lips bemimert sesaiors ond | cortm ihat shoud the ocow | shall sdvissthe  cinkann of 2y
changs

{ st Fo s faking o ihalogripis and auffierize i saocmoes i for the nivposs of mecks awdl
i, kg amf promolion

| ety that | have been green T coparuiiy 1 28k questons and thal | R read and fully isderstand the
CLESnEs ol Sk EnsEnt e

Clent signatue:

Diate | -  S—

Waftrass:
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11.6.2.

Inch Loss paper work

Treatment Forms

Treatment forms

"STRAWBERRY™

W

January 31, 2013
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12. Substantial Equivalence Discussion
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12.1. Substantial Equivalence Summary

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system are substantially equivalent in design, use and
materials to the:

Chromogenex Technologies Ltd I-Lipo System - K111501

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system are made of the same materials as the
Chromogenex Technologies Ltd I-Lipo System - K111501.

» thermoplastic control unit enclosure
o proprietary components and assemblies used within the unit
+ thermoplastic paddles and cluster probes
» nylon covered “velcro” fixed straps
* nylon/polycarbonate goggles

Both the Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system and the Chromogenex Technologies Ltd i-Lipo
System:
» use laser diodes
o of approximately 660 nm wavelength, and
o Up to 50 mW output
e incorporated into
o multiple multi-diodes “paddles” attached to the patient with
special straps
Strawberry 4 to 10 paddles with 6 diodes each
i-Lipo 4 pads (paddles) with 9 diodes each
o and two cluster probes with one diode each
* have a similar control unit
o lcd patient display
o membrane key pad inputs
» incorporated into display as a touch screen for strawberry
and cream
o microprocessor controlled through software
o multi-range power supply (EU and US voltages and frequencies)
 have a similar range of connecting cables
 have the same laser protection goggles
o different name printed on outside of frame

12 Substantial Equivalence Discussion Page 12.2
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The key parts of the Laser Lipo Ltd Strawberry low level laser system and
Strawberry & Cream low level laser system and the Chromogenex
Technologies Ltd i-Lipo system are compared photographically in section
12.4. The systems compared in section 12.4 are both the European Systems
however the US labeling for the Laser Lipo systems from Section 13 has
been used.

The Laser Lipo Ltd Strawberry low level laser system, Strawberry & Cream
low level laser system and the Chromogenex Technologies Ltd I-Lipo System
have the same intended use achieved through the same technology, are
assembled from similar components made from similar materials, have
similar user input and output interfaces and have similar features.

All systems use laser emitting diodes of similar wavelengths and powers: the
Laser Lipo systems have the potential to use more paddles but with less
diodes in each paddle. All systems have two cluster probes with a single
laser diode in each. In all systems the paddles and cluster probes are
secured to the subject with nylon encased rubber straps secured with
“velcro”.

All control units have plastic enclosures, discrete power supply,
microprocessor controlled electronics, controls, alarms and similar control
software.

Laser Lipo Ltd concluded that the Laser Lipo Ltd Strawberry low level laser

system and Strawberry & Cream low level laser system are substantially
equivalent to the Chromogenex Technologies Ltd I-Lipo System, K111501.

12 Substantial Equivalence Discussion Page 12.3
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12.2,

Feature

Laser Lipo
Strawberry

Subject Device

January 31, 2013

Tabular Comparison of Technical Specifications

Chromogenex
i-Lipo

Predicate Device
K111501

Electrical Requirements:
voltage

frequency

fuse rating

Photographs in the user manual
section 12.4.10

100 - 240v
50 - 60 Hz
1A quick-blow fuse

120 and 240 volt settings
60 and 50 Hz respectively
5A ceramic fuse

Laser Output:

wavelength

output

*paddles

laser diodes per paddle
Photographs in section 12.4.2
probes

laser diodes per probe
Photographs in section 12.4.3
Laser class

Laser Diode

660 £ 15 nm

Up to 62 x 40 mW (£ 15%)
4,6,80r10

6

2
1

IIIb
GaAlAs

650 - 690 nm

up to 38 x 50 mWw
4

9

2
1

IIIb

Physical Dimensions:

control unit dimensions
control unit weight
Photographs in section 12.4.1

275 x 185 x 315 mm
6 kg

320 x 460 x 440 mm
10 kg

Environmental Conditions:

Temperature 50 -90°F (10 - 32 °C) 10 - 30 °C
Humidity below 75% RH
IP rating IPXO0

Storage temperature 50 -90°F (10 - 32 °C) 5-30°C
Storage humidity 35 -65% RH
Photographs in section 12.4.10

Safety Features:

Prevention of unauthorized use Key switch Interlock

“Emergency” Stop

Photographs in section 12.4.1

“Stop” button on front
panel

“Stop” button on front
panel

*Laser Lipo uses the term paddle, where i-lipo uses the term pad for the device that
comes in to contact with the body.
12 Substantial Equivalence Discussion Page 12.4
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Feature

Indications for Use Statement

Strawberry, see Section 4
FDA Database K111501

Laser Lipo
Strawberry

Subject Device

The Low level Laser model
Strawberry and Strawberry
and Cream can be used for
the Non-invasive aesthetic
treatment for the
temporary reduction in
waist circumference.

January 31, 2013

Chromogenex

i-Lipo

Predicate Device
K111501

The Chromogenex
Technologies Limited i-lipo
Tm Low Level Laser
System is

indicated for Non-invasive
aesthetic treatment for
the temporary reduction in
Circumference of the
waist.

12 Substantial Equivalence Discussion
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12.3.

510(k)
Intended use

Tabular Comparison of Features

Subject Device

Strawberry

THIS 510(k)

Temporary reduction in waist
circumference by the
disruption of adipocyte cells
within the fat layer for the
release of fat and lipids from
these cells for non-invasive
aesthetic use.

Subject Device

Strawberry &

Cream

THIS 510(k)

same

January 31, 2013

Predicate
Device
I-Lipo

K111501
same

Requirements

humidity below 75% RH

Enclosure Plastic same same
Display LCD same same
Laser type Class 3b same same
Membrane Keypad yes touch screen same as
Strawberry
Electronic technology | yes same same
fuses provided same same
control electronics yes same same
emergency stop provided same same
key switch provided same same
Speaker provided same same
adjustment Keypad touchscreen same as
interface Strawberry
power supply 100-240 v ac 50-60 Hz same similar
240 v ac 50 Hz
120 v ac 60 Hz
transformer provided same same
Energy source Laser Diode from 658 nm same same
Energy output up to 50+ mw same Same
up to 50 mW
cooling requirements | Air cooled same same
paddle size 15.2 x4.7 cm same similar
15x9.6 cm
Cluster probe size 6 x2.4x4.3cm same similar
2.7x3.6x2.6
cm
Environment 10°C to 30°C Non-condensing | same same

12 Substantial Equivalence Discussion
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12.4. Detailed Comparison to Predicate Devices

12.4.1. Control Unit

Figure 12-2 - I-lipo Control Unit

12 Substantial Equivalence Discussion Page 12.7
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Figure 12-4 - I-lipo Control Unit back side
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Figure 12-6 - I-lipo Control Unit underneath
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12.4.2. Paddles

Figure 12-7 - Strawberry/Strawberry and Cream paddles

Figure 12-8 - I-lipo paddles
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12.4.3. Cluster probes

Figure 12-9 - Strawberry/Strawberry and Cream cluster probes

Figure 12-10 - I-lipo cluster probes
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12.4.4. Paddle lead

paddle lead

_

Figure 12-12 - I-lipo paddle lead
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12.4.5. Cluster probe lead

Figure 12-13 - Strawberry/Strawberry and Cream cluster probe lead

Figure 12-14 - I-lipo cluster probe lead

12 Substantial Equivalence Discussion Page 12.13
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12.4.6. Straps

- = F.
-

Figure 12-16 - StrawBerry/Strawb

e-rl_-_y and Cream straps

[ e,
Figure 12-15 - I-lipo straps
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12.4.7. Goggles

The goggles we have shown below are exactly the same model from the
same supplier as those used by Laser Lipo Ltd. They have a different name
printed on the frame.

Figure 12-17 - Goggles

12 Substantial Equivalence Discussion Page 12.15
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12.4.8. Display

| INCH LOSS

I+

SET TIME

Figure 12-18 - Displays: Strawberry (left) and Strawberry and Cream (right)

Figure 12-19 - i-Lipo Display

12 Substantial Equivalence Discussion Page 12.16



Center for Devices and Radiological Health January 31, 2013

12.4.9. Treatment

~

10m 00s W

LY -

SET TIME g Start O

() inch Loss Paddie ™\
k & o w i <«’j

Figure 12-20 Strawberry (left) and Strawberry and Cream (right) treatment mode
displays

Figure 12-21 i-Lipo treatment mode
display
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Figure 12-23 - I-lipo Abdomen treatment
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Center for Devices and Radiological Health January 31, 2013

12.4.11. Software

The Laser Lipo Ltd Strawberry low level laser system, Strawberry & Cream
low level laser system and the Chromogenex Technologies Ltd I-Lipo System
are based on the same FDA guidance document “Guidance for the Content of
Premarket Submissions for Software Contained in Medical Devices and
comply the following standards:

« ISO 13485
+ ISO 14971
« IEC 62304

- IEC 60601-1-1
- IEC 60601-1-2
+ IEC 60601-2-22

12 Substantial Equivalence Discussion Page 12.41
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13. Proposed Labeling
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13.1.Draft Labels Attached to the Device

13.1.1. Draft Physical labeling

European labeling is shown here which form the draft for US labeling.

LASER LIPO Ltd

MODEL NAME: Strawberry Inch Loss
POWER.: 100 - 240v~ 2.0-1.0A, 50/60Hz
LASER: Class 3B
SERIAL No.: SB2006812080
M pATE: 20/06/2012.
u MAMUFACTURE: Laser LipoLtd Heath House

dam Edenbridge
<Y/ NEEIL: KoL TN,
0120 strawberry-la ser.com
Tel.: 0044 B44 980 1820 MADE IN U.K

Descriptions will be added to EN 980 sysmbols e.g. “date of manufacture”,

III
.

“manufacturer”, “consult users manua

13 Proposed Labeling Page 13.2



Center for Devices and Radiological Health January 31, 2013

LASER LIGHT
AVOID EXPOSURE TO BEAM

CLASS 3B LASER PRODUCT

Manufactured by: Distributed by:

Laser Lipo Ltd
Heath House
Edenbridge
Kent. TN8 6ST.
United Kingdom.

strawberry-laser.com
2011-11

CLASS 3B LASER PRODUCT
VISIBLE LASER RADIATION

AVOID CLASS

EXPOSURE 3B LASER
TO BEAM PRODUCT

6 X 40mW A = 660nm A

LASER APERTURE

13 Proposed Labeling Page 13.3
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January 31, 2013

LASER RADIATION
AVOID DIRECT
EXPOSURE TO BEAM

SEMICONDUCTOR LASER 660 nm
MAXIMUM QUTPUT 40 mw

CLASS I LASER PRODUCT

New US-style warning labels will be developed.

13 Proposed Labeling
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13.1.2. Laser warning sign for treatment room door

Figure 13-1 - Strawberry Laser warning sign for treatment room door

13 Proposed Labeling Page 13.5
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13.1.3. Draft Labeling in Software

Strawberry and Cream touch-screen version

Figure
13-2 -

[36nw?4%]

—

 + O
SET TIME Start |
V)

O Inch Loss Paddle
O Diode {x—#}

Strawberry & Cream Display Set time mode

Select Language

VAIn e

Figure 13-3 - Strawberry & Cream Display Language settings mode

Language options and flags will be amended for the US product e.g. the
“Stars and Stripes” will replace the “Union Flag” above “English”.

13 Proposed Labeling Page 13.6



Center for Devices and Radiological Health January 31, 2013

()

Operation Support T. 0044 (0)344 980 1820
Technical Support T. 0044 (0)844 980 1820
Website Details www.strawberry-laser.com
Address Laser Lipo Lt

Hizath House
Grockbaim Hill
Edanbricks
Kand

TNS 687

Figure 13-4 - Strawberry & Cream Display Support mode

[ )

Oon (O orr

e it [[] ﬁ

Figure 13-5 - Strawberry & Cream Display Alarm settings mode

Contact details will be amended to US details and/or US distributors once
arrangements have been finalized.

13 Proposed Labeling Page 13.7
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13.2.Cardboard Presentation Box

Figure 13-6 — Packaging of the Strawberry unit

13 Proposed Labeling Page 13.8
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Figure 13-7 - Packaging of the Strawberry paddiles, probes and leads

Note: photograph is of European paddles showing position of laser warning
labels, but European rather than US labels.

13 Proposed Labeling Page 13.9
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13.3.Draft User Manual

User Manual

For the

- Strawberry low level faser system model ILC, and,
- Strawberry & Cream low level laser system model SC

"STRAWBERRY" Model "ASTRAWBERRY" & Cream Model

13 Proposed Labeling Page 13.10
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USER MANUAL INDEX
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1 Indications for Use

The Low level Laser model Strawberry and Strawberry and Cream can be used for body contouring by
the disruption of adipocyte cells within the fat layer for the release of fat and lipids from these cells for
non-invasive agsthetic use.

2 Contraindications
The Low level Laser madel Strawberry and Strawberry and Cream are contraindicated for use in the

vicinity of:

= pgpen wounds
+ metallicimplants
*  gctive implants, such as a "pacemaker” or "implanted defibrillator”

Further, the Low level Laser model Strawberry and Strawberry and Cream are contraindicated for
patients suffering from:

= pgpilepsy

# urinary infections

# diabetes

®  Cancer

* medical edema

# kidney problems

* guto immune disease

# gastric ulcers

# cardiovascular conditions, such as: thrombosis, phlebitis, hypertension, hypotension, heart
conditions)

+ any other infections, fever or disease

The Low level Laser model Strawberry and Strawberry and Cream are contraindicated for use when

pregnant.

The Low level Laser model Strawberry and Strawberry and Cream are contraindicated for minors (under
the age of 21).

13 Proposed Labeling Page 13.12
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3 Etﬂrage

The Low level Laser model Strawberry and Strawberry and Cream should be stored securely ina dry
place where they will not be exposed to extremes of temperature [less than S0°F or more than 20°F) for
prolonged periods.

4 Warnings
The only adverse warning is that gogegles must be worn throughout the duration of the treatment. As
long as protocols are followed there 15 no danger.

Exposure of a class 3b laser directly to the eye can cause damage to the retina. This is the only Warning.

The following Laser Warning Signs are included with the Low level Laser model Strawberry and
Strawberry and Cream:

LASER LIGHT
AVOID EXPOSURE TO BEAM

CLASS 3B LASER PRODUCT

LASER LaBHT
A EXFORIRE TO REAN

FRELINET R
MEEEM DUTPT (EERM S
PLUSE T LR S PRECIECT

An illuminated [LASER IN OPERATION) sign should be displayed
outside the reatment room whilst treatments are taking place.

LASER RADATION
AWCAD DIRECT
EXPOSURE TO BEAN

SEMICONDUCTOR LASER - BED pm
BLAORLRS DUTPLT dlim

CLASEHE LARER FRODLICT

13 Proposed Labeling Page 13.13
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5 Precautions

= Suitable protective eye-wear should be used at all times when the Low level Laser model
Strawberry and Strawberry and Cream is in use
o suitable pogples are supplied with the Low level Laser model Strawberry and Strawberry and

Cream

o Suitable "over-goggles"” are available for those who wear prescription glasses.

* Keep the spare key secure to prevent unauthorized use

= Remove the operating key and store securely when not in use

= Access to and viewing of the treatment area should be limited while the laser is in operation to
those wearing suitable protective eye-wear.

= Always check the device and leads for damage before use and if unsure consult a qualified
electrician.

6 Preparation

6.1 Receiving and Opening

Your

“STRAWBERRY”
Will arrive carefully & safely boxed.

PLEASE KEEP THE BOX

Your machine will need to be serviced and the packaging will keep the
machine safe during transport.

13 Proposed Labeling Page 13.14
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The "Strawberry" tm "Strawberry" & Cream" model low level laser system is
delivered in a cardboard box. A top tray contains the "paddles", "diodes",
"Leads" and other accessories while the main unit is securely packed
underneath.

Contents:

1 - Strawberry or Strawberry & Cream model low level laser system
unit.

1 - power lead

10 - paddles (9 standard and 1 end paddle)

2 - probes

10 - connecting leads

1 - long lead for first paddle

1 - longer lead to connect two sets of paddles
8 - short connecting leads

2 - Keys

2 - Replacement fuses

1 - pair of goggles

2 - Small straps

2 - Medium straps

1 - Large strap

1 - user manual

13 Proposed Labeling Page 13.15
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6.2 Assembling Your System

1. Umpack the contents of the cardboard box and check no items are missing

2. Lay the Velcro straps on a table

3. Lay out the laser paddles on the Veloo straps. Make sure the "end paddie” is the lastin line; it

has only one socket so i1s easy to identify.

4 Connect the long lead between the front larger socket on the left hand side of the base of the
unit and the first paddle
Connect the two sets of & paddies with the longer lead between paddies 5 and 6.

W

&. There is only one connection to the last paddle, paddie 10.

7. The two diodes connect with dual lead to one plug. This fits into the secomd, smaller
sockets on the left hand side of the base of the unit.

8 Comnnect the power lead between the rear of the base of the main unit and a suitable supply.

9 Insert the key into the lock at the rear of the base.

10. Give one final check that everything is securely connected and then if you are ready to power up
the system for use, turn on the power switch 2t the rear of the base.

7 Understanding Your System

7.1 Laser Theory

The term laser i derived from:
Light

A mplification by the

§ timulated

13 Proposed Labeling Page 13.16
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E mission of
R adiztion

The Low level Laser model Strawberry and Strawberry and Cream utilizes a semi-conductor diode to
produce a coherent light source at a wavelength of 66Dnm in the “paddles" which lay on the patient's
skin during treatment.

7.2 How It Works

When the laser paddes are switched on, the [aser ght perstrates e skin and
creates a reachon, sea the diagram below:

“Strawberry”Penetration Depth

Eitdan=ie
(o= i L 5rm
Lasir
P o timilas
gt
Dz
A=~ Eh
Smm
HyoHCEsTTS T
[Tl e
mim =

The Lazer Beams have an soime penetraton of Ymm but
cartinue deaper up to 13mm butwith fitthe or no effect

Adipocyte Fal Calls

Adipoc Fat Cells After Adipocyie Fat Celle After
L a=er [reatment Laser Treatimant

Parem e Forwed o6 i it Gy e Fraw Wt e [ Fras Fate 2 dmote el oA
il g gy i ey Ny Briomi mrsm o s P, || e | i Dl [iacidbe] s b vima wrbule i s
e i i i Pl e iy ran s e
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7.3 Training

Dietails to be finalized:

Free training will be ovailable from Laser Lipo or its distributors in the United States, however details
have yet to be confirmed.

A tefephone suppart help line with a 1-800 number will also be provided.

7.4 Laser Warning Signs and Safety

LASER LIGHT
AVOID EXPOSURE TO BEAM

CLASS 3B LASER PRODUCT

LAEES LIGHT
AVCHT EXPOGURE Tey BEMA

T e P
m_ﬂ.ﬂ?ﬂ'] AELH din
C1A6T 30 LAREE FROCLET

An iluminated (LASER IN OPERATION] sign should be displayed
gutside the treatment room whilst treatments are taking place.

LASER RADIATION
AVOD DIRECT
% W’ EXPOSURE TO BEAM
N SEAMCONDUCTOR LASER €60 nm
AL BUTELT pr—

CLASS L LASER PRODIET

13 Proposed Labeling Page 13.18
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7.5 Laser Machine Symbols and Specification

oymibols | Labeds used on the Stewbermy machme.

January 31, 2013

]

Mamfachuner dofe represenizd as i -Mid

R Type BF appied parts — providee Degree of elsemieal protection
agninst  =lechic shock with salaled or fioabing appied parts

Caution — thens are epacific Warmings of precautions sesnrizted
Wil ihe deuica.

A
g

Consul Operatng Instmuctons

Technical Specificati

STEAWCCSREY UNIT

Fowar supply. 100 —240 i
Fowar conaum phon: ey G0V Ti-

e S ITSx 185X

515 mem W =ight 6 kdos M 515

mmem LD Display 2054 LCD

Bed Laser Probe 80nn J0mN Visibis

Ouiputiolenance of Leser Cioden
Mzasunement of uncaranty

linFeRasE in measared quanttes

“Wawlength
Fewer Durput
BOHD

Sear Divergencs
Lager Ciage
Lasing Medium

13 Proposed Labeling

<++75% Slaked Proba Labal DuEput Fowear
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8 Instructions for Use

8.1 Strawberry Low Level Laser System

Set up the system as described in section 6.2

2. Switch on the unit by using key and power switch, see section 5.2

3. The screen will show the default treatment time of 10 minutes. You may use the up and down
arrows on the front panel to alter this if desired.

4. The display "MENU>" indicates the menu can be accessed by the right arrow on the front panel.
Follow the on-screen instructions 1o adjust the sound setting and total time.

5. Two indicator lights show that the power is connected and the laser is ready for use.

6. Thereiza "STOP" button in the middie of the front panel which will stop the unit when pressed
at any time.

8.2 Strawberry and Cream Low Level Laser System
1. Satup the system as described in section 6.2
2. Switch on the unit by using key and power switch, see section 6.2
3. Adjust the treatment time using the touch screen, see below:

3

.
k16m145.

-’

SET TIME e Start O

o Inch Loss Paddle

(O pioce
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4. Adjust the alarm settings using the touch screen, see below:

o)

Oon () orr

e .ulllll[ﬂﬂﬂﬂ |

9 Maintenance

9.1 Laser Servicing and Life
The machine should be serviced every b months or if only used infrequently maybe serviced annually

Like any light emitting device, the light output from each laser diode will decrease with timefuse. It is
important to service the equipment regularly so that compensating adjustments can be made.

Machines are set when new to achieve the specified cutput using approximately 60% of the maximum

capacity; hence this utilization can be increased to compensate for the time-based reduction in light
output. Machine life is thus anticipated to be between 3 and 5 years.

Laser Lipe will fingfize service arrangements with their US distnbutors and include in the fina! manual.

9.2 Emor Messages
"CHECK PADDLE" on Strawberry ILO model LCD Screen only:

Turn off machine

Disconnect from power supply

Check all leads and connections to laser paddles and probes
Check laser paddles are connected in correct order
Reconnect to power supply

2ol B et o

Turn on machine

KMo light or messages on screen when unit is switched on:
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check power lead is fully inserted at socket on rear of machine

check powerlead is fully inserted and turned on at wall socket

chieck that the power switch is turned on, the "1" pasition

if the above does not resolve the problem, turn off and disconnect from power supply then

Fal L

check the fuses, see section 9.5.

9.3 Cleaning
We advise that after each use the paddles should be cleamed with a “sterile wipe”™ and that the
probes are sterilized.

9.4 Routine Maintenance
There are no consumables needed and no routine maintenance is required.
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9.5 Changing the Fuses

8,5.1 Eguipment Fuse

PULL out thie grey tuse holder from the

Then holding the fuse assembly, unscrew
fhe cap in an ani-clockwize direction

Thign pull ot i'g fusa, 24ov 1AMP

CMCE wou Nave repiaced he $LEe [Spanss sre sunpilied Wil ach NEw Machine) Re-assembie he
e oiger and Careily oush Back inlo the maching B2 carefud o7 e (WO CoDDEr [N, when puttng
it back tegether. Al e component prior 10 nssmting iL

9.5.2 Power Supply Fuse
The power supply fuse is located between the power switch and the power lead socket at the rear of the
base unit. Consult a gualified electrician if this fuse has blown.
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13.4. Training Materials
Laser Lipo Ltd will develop appropriate training materials for the United

States with their distributors based on developing the European materials
included as drafts in this section.
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Photography for Abdomen

You MUST photograph every client before the start of the
course and after the final treatment in order to show
your client their before and after images.

DO NOT PHOTOGRAPH CLIENT'S FACES.

You will need to
take 4 pictures.

Always make sure that the client has their hands on their head.

You will take the after pictures in the same way, at the end of the course.
Make sure the client is wearing the SAME underwear.

10 Minute Treatment For
Lower Abdomen

You must measure EVERY client BEFORE and AFTER every treatment.
Below are images on where you measure for the abdomen treatment.

You will measure 3 areas when treating the client’s lower abdomen.

You need to measure the Waist, Belly button & Hips
onthe client's abdomen.

13 Proposed Labeling Page 13.25



Center for Devices and Radiological Health January 31, 2013

10 Treatment for
Abdomen

Step 1:

Ensure the machine is connected correctly (refer to user
manual). All paddles should be placed on the abdomen strap
to cover the area to be treated. Place safety goggdles onto the
clients eyes and the technicians,

Step 2:

Place all of the 10 paddles on to the front of the clients
abdomen. Ensure the timer is set to 10 minutes, and press
start,

STRAWBERRY

LASER LIPO
EXERCISE
ROUTINE

Guidance by Jackie Wren — celebrity personal trainer
Thanks to Cindy Jackson
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Running Machines

Use directly post treatment

Use the running machine as instructed. For
30 minutes only under the supervision of
the technician.

For Cardio Vascular exercise you would
programme the treadmill to the ‘up-hill’
setting.

Power Plate Machines

These machines may seem very simple but they can be
very damagingto a person with existing injuries.
Itis VITAL that the client is made aware of any
contra-indications prior to them using this type of device.

The power plate will help to speed up the body's metabolic
rate and by doing so stimulate the body’s natural lymphatic
system. This in turn will stop the body from re-storing the fat
that has been released from the laser treatment.

A 30 minute session on a standard setting will suffice.
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13.5. Promotional Material

Promotional materials will be developed with US distribution partners based
on the style of European materials under Labeling Control to ensure they do
not exceed the scope of this 510[k].

Laser Lipo Ltd

Manufacture, Service and international training centre.

Tolegraph
newspaper

“lts given me my
confidencs back.”

The Sun
"I feel fantastic and
haven't been this size since
& kids.
negative is | can't fitin any of X
my oid clothes!®

GRAZIA

“The tape measure doesn’t lis
and we can confirm that you'll
lose Inches with laser lipa.”

Londan Lite Nawspaper
*I was amazed | fost two inches
ot each thigh and three inchas
of my stomach.*

RED magazine

“This & amazing.” Laser Lipo Ltd

Contact details:

s g “Heath House" Int. Tel. 0044 B449 BO18 20

1 still look like a tricep Crackham Hill UK Tel.: OB44 380 1820

™ . Edenbridge. Web.:  strawberry-lasercom

Daily Mail Kent, TNB 6ST Email:  sales@strawberry-laser,com
"With traditional liposuction, patients could ba laft with sagoy skin but lasers tightan UK.

the skin as they liquefy fal, so resulis are better. Patients can permanently lose inchas
from thighs, love handies, slomach, knees and even upper arms in one session with =
f1o pain o downtime.’ Follow us on Facebook & Twitter |} [E}

the fastest growing international beauty & aesthetic brand the fastest growing international beauly & aesthetic brand
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13.6. Web-site and Other Electronic Media Materials

Laser Lipo Ltd will develop the domain name that it has purchased
www.strawberry-laser.us. This will be a dedicated website to support the
Strawberry and Strawberry and Cream low level laser systems in the United
States, managed in partnership with its local distributors.

The website will be divided between information for potential users and
potential patients and will include appropriate descriptions of the products,
technologies, treatments and contact details.
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14. Sterilization and Shelf Life
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14.1.Sterilization

The Laser Lipo Ltd Strawberry and Strawberry & Cream is supplied non-
sterile and is not designed to be sterilized.
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14.2.Shelf Life

The Laser Lipo Ltd 'Strawberry' and 'Strawberry and Cream' low level laser
systems use solid state diodes for the generation of laser light. All such
diodes suffer degradation with time and use.

Having considered the length of use during treatment, number of treatments
per day, the manufacturer’s data on the laser diodes and Laser Lipo’s own
experience with products in the European Market, we conclude:

« if products are used intensively on a regular basis, best practice would
be to service the unit every 6 months

o counters are included to help the user make this determination
o it is anticipated that even intensively used devices will be within
specification, even if they are only serviced annually, but their

performance could be less than optimal

 however for the majority of products, where treatments are few, or
carried out infrequently, an annual service is recommended.

These servicing requirements are included in the user manual shipped with
every system. At each service, the output of the control unit is reset and the
output from the laser diodes measured, to ensure performance is still
capable, and within specification. Data can be reviewed in section 18.

All laser diodes have an operational life before they are required to be re-
calibrated or replaced, hence undertaking output measurements during a
routine service by a qualified technician is the industry norm.

Laser Lipo Ltd aims to ensure the 'Strawberry' Laser systems shall be
maintainable up to 5 years from the last manufacture, beyond this time
availability of components may become difficult.

A shelf-life has been determined for 5 years based on the laser diodes.
Annunciation of failure alarms: if the system was to fail for any reason the
system’s alarm would sound

System Failure Probability - We have not had any system failure on either
product.
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14.2.1. Laser Diode Manufacturer’s Specification

Environmental Variation Conditions —
Environmental Requirements:

10T to 30T Non-condensing
humidities below 75% RH

Output tolerance of Laser Diodes <+15% Stated Probe Label Output Power
Measurement of uncertainty 5%
Increase in measured quantities 0%. Diodes are the main source for potential

increases in measured quantities over time. Laser
diodes suffer negligible obvious degradation until they
fail.

660nn 40mW Visible Laser Probe

Wavelength 660nm +15 nm
Power Output 40mW

NOHD 120mm

Beam Divergence 9 x 20 degrees Typ
Laser Class 3B

Lasing Medium GaAlAs

Laser Beam profile and diode accuracy — Spread of 17 degrees, diffused.
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15. Biocompatibility
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15.1. Biocompatibility Summary

For the Laser Lipo Ltd ‘Strawberry’ and ‘Strawberry’ and Cream low level
laser systems, an assessment of biocompatibility was made following the
FDA recognized consensus standards ISO 14971 and ISO 10993-1 as
amplified the FDA “Blue Book Memo #G95-1" and other FDA guidance.

The goggles are the same model from the same manufacturer as the
predicate device the Chromogenex i-Lipo, K111501. The only difference is
that they are printed on the outside surface with the"“Strawberry-Laser” web
address.

Figure 15-1 - Goggles showing arm
printing

15 Biocompatibility Page 15.2



Center for Devices and Radiological Health

15.2.

Assessment of Subject Contact

(Repeated from section 11.4.3)

Part Name Details

Type of Subject
Contact

January 31, 2013

Material

enclosure see section | The clinician touches [ thermoplastic
for control 11.1.2 the display for a few [ elastomer
unit seconds
Strap see section | The straps are pulled | Nylon
11.1.15 taught around the
clients body and are
kept on for the
duration of the
treatment time
Paddle see section | Paddles are placed thermoplastic
11.1.7 against the selected elastomer
fatty area, pressed
against the skin and
held in place with
Velcro straps.
Probe see section | Probes are placed thermoplastic
11.1.8 against the selected elastomer
fatty area, pressed
against the skin.
Goggles see section | goggles are kept on Plastic: Nylon
11.1.16 the clients face for Lenses:
the duration of the Polycarbonate
treatment
LCD Display | see section | The clinician touches | LCM Module
11.4.2 the display for a few [ Model ATO70TN83
seconds V.1
by InnoLux
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15.4. ISO 10993-1 Biocompatibility Assessment
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16. Software
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16.2. FDA Software in Submissions Requirements

16.2.1. Compliance with IEC and FDA requirements

There are differences in approach and level of documentation required
between IEC 62304 and FDA’s “Software on Submissions” Guidance, and a
different method of classification (determining level of concern, explained
below in Section 16.2.2). Hence, Laser Lipo Limited include first the IEC
62304 Software Development Report (as reviewed by our Notified Body SGS
for the European CE Mark) as Section 16.3 and then additional items
identified by FDA in Section 16.4.

16.2.2. Explanatory Note on Software Level of Concern

Based on the determination that the software is a moderate level of concern,
the FDA Guidance for “software in submissions” has been compared against
the requirements of the FDA recognized consensus standard IEC 62304
“Medical Device Software, Software Life-cycle Processes” in section 9 and
the IEC 62304 Software Design Report is presented below, see section 16.3.

It may be noted that while the FDA Guidance on determining the level of
concern associated with software is hazard-based, the IEC 62304 Life-cycle
Standard is risk-based. Following the FDA hazard-based approach we agree
the software should be considered a moderate level of concern because
there is a hazard posed software control of laser light, however taking the
ISO 14971 risk-based approach of IEC 62304 we see the probability of this
hazard being realized as exceptionally low and hence conclude the software
level of concern as Class A.

We do not see the above as inconsistent but as demonstrating the difference
in taking a risk or hazard based approach.
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16.3. IEC 62304 Software Development Report

Strawberry Laser &
Strawberry & Cream

Software Development Report
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16.4.4. Software Designh Specification
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16.4.5. Verification and Validation Activities
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17. Electromagnetic Compatibility and Electrical Safety

SECTION 17 TABLE OF CONTENTS
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17.1.Electromagnetic Compatibility Test Report

17.1.1. Strawberry low level laser system
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17.1.2. Strawberry & Cream low level laser system
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17.2.Electrical Safety Test Report

17.2.1. Strawberry low level laser system
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17.2.2. Strawberry & Cream low level laser system
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17.2.3. Reference to Usability Report

A Usability Report has been conducted to IEC 60601-1-6:2008
and can be seen in section 11.2.

17 Electromagnetic Compatibility and Electrical Safety Page 17.481



Center for Devices and Radiological Health January 31, 2013

Section 18 page 1



Center for Devices and Radiological Health January 31, 2013

18 Performance Testinda - Bench Section 18 page 2



Center for Devices and Radiological Health January 31, 2013

Section 18 page 3



Center for Devices and Radiological Health January 31, 2013

Section 18 page 4



Center for Devices and Radiological Health January 31, 2013

Section 18 page 5



Center for Devices and Radiological Health January 31, 2013

Section 18 page 6



Center for Devices and Radiological Health January 31, 2013

18 Performance Testinda - Bench Section 18 page 7



Center for Devices and Radiological Health January 31, 2013

Section 18 page 8



Center for Devices and Radiological Health January 31, 2013
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19. Performance Testing — Animal
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No animal testing has been conducted with the Laser Lipo ‘Strawberry’ and
‘Strawberry’ and Cream low level laser systems.
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20. Performance Testing - Clinical
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21. Other
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Laser Lipo Ltd do not wish to present any further information at this time
and feel they have determined substantial equivalence of the ‘Strawberry’
and ‘Strawberry and Cream’ low level laser systems to the Chromogenex i-
Lipo system K111501 based on the information in the preceding sections.

21 Other Page 21-2



lE.':irlow, Lennx *

From:

Sent:

To:

Cc:

Subject:
Attachments:

Barlow, Lenny *

Friday, September 13, 2013 2:04 PM
‘lan@strawberry-laser.com’
DCClLetters

k130341 Correspondence

k130341 .pdf

(74]



ISVl
»* )

Food and Drug Administration

&

g C COVERSHEET MEMORANDUM Office of Device Evaluation &

Office of In Vitro Diagnostics and
Radiological Health

~ LT
From: *  Reviewer Name Sankar Basu
Subject: 510(k) Number K130341
To: The Record
Please list CTS decision code: SE - Substantially Equivalent

[[] Refused to Accept (Note: this is considered the first review cycle. See screening checklist.)

[] Hold (Additional information or Telephone Hold)

X Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.)

Please complete the following for a final clearance decision (i.e, SE, SE with Limitations, etc.) YES NO
Indications for Use Page (Atiach IFU) X
510(k) Summary or 510(k} Statement {Attach Sunwnary or Statement) X
Truthful and Accurate Statement (Must be pres;enr for a Finaf Decision) x
)= *he device Class lII? x
firm reference standards? (If yes, please attach Form 3654.) Pt
Is this a combination product? ‘ h e
Is this a reprocessed single use device? {See Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k}s
for Reprocessed Single-Use Medical Devices.) X ]
Is this device intended for pediatric use only? X
Is this a prescription device? {If both prescription & OTC, check both boxes.) X
Is clinical data necessary to support the review of this 510(k)? )4
For United States based ciinical studies only, did the application include a compleied Form FDA 3674, Certification with
Requirements of ClinicalTrials.gov Data Bank? {If study was conducted in the United States and Form FDA 3674 was not
included or was incomplete, then applicant must be contacted to obtain completed form.)
Does this device include an Animal Tissue Source? X
All Pediatric Patients age <= 21 X
Neonate/Newborn (Birth to 28 days) b
Infant (29 days to < 2 years) )4
Child (2 years to <12 years} X
Adolescent (12 years to <18 years) e
Transitional Adolescent A (18 years to <21 years); Special considerations are being given to this group, different from
’ s age >= 21 {different device design or tesating, different protocol procedures, etc.) X
isitional Adolescent B (18 years to <21 years); No special considerations compared to adults >= 21 years) X
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Dr. Sankar Basu, PHD

U.S. Food and Drug Administration

Center for Devices and Radiological Heath
Document Control Center - WO66-0609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002 A 4

Ref. K130341. DA CDRH DMC

MAR 07 2013

Received March 01, 2013
Dear Dr. Basu,

In reference to your email dated February 28, 2013 | can confirm that we have addressed the
following elements that were identified as missing or inconsistent within the Acceptance checklist
for Traditional 510(k)s.

A. Administrative
Section 7 a
Form 3454 Certification: Financial Interests and arrangements of clinical investigators has
been completed.

Section 7 b
Form 3674 Certification of compliance has been completed.

Section 9

The submission identifies prior submissions for the same device details of this can be
found within section 3 of our 510(k) Cover letter, and also in section 2 of our 510(k)
application CDRH Premarket Review Submission Cover Sheet within section (F)

Section 9 a
We have identified in Appendix A where we identified previous submission issues and how
these where resolved.

Please do let me know if | can be of further assistance.

Yours Sincerely

s A

_— =
lan Cobley

Director. \/Lq

... continuing to lead the market with innovation

Laser Lipo Ltd. “Heath House” Crockham Hill Edenbridge Kent. TN8 6ST. United Kingdom.

T. 0044 844 980 1820. W. strawberry-laser.com Co. Reg. No. 06308992. VAT Reg. No. 891 7315 01
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Center for Devices and Radiological Health

Laser Lipo Ltd

Heath House

Crockham Hill

Edenbridge

United Kingdom, TN8 65T
Telephone: +44 844 980 1820
e-mail: ian@strawberry-laser.com

Food and Drug Administration

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

Silver Spring

Maryland 20993-0002

United States of America

Ref: 510(k) Premarket Notification

Dear Document Control Clerk:

March 05, 2013

6

March 05, 2013.

Pursuant to the requirements of section 510 (k) of the Food, Drug and
Cosmetic Act, notification is made to manufacture and market the following

new medical device:

Classification Name:

Low Level laser system for aesthetic use

79 OLI

Classification Regulation:
21 CFR 878.5400

Common/Usual Name:

Low level laser system for aesthetic use
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Proprietary Name:
Laser Lipo Ltd will manufacture two devices:
o the Strawberry low level laser system model ILO, and,
the Strawberry & Cream low level laser system model SC

Establishment Registration Number:

The Strawberry low level laser system and Strawberry & Cream
low level laser system will be manufactured by:

Laser Lipo Ltd

Heath House

Crockham Hill

Edenbridge

Kent TN8 6ST

United Kingdom

Telephone: 011 44 844 980 1820

Fax: 011 44 844 980 1820

Establishment Registration Number: To be applied for following
clearance of this submission.

Classification:

The FDA has classified: Low level laser system for aesthetic use (79 OLI) as
a Class II medical device under 21 CFR 878.5400.

Performance Standards:

None established under 514, however FDA has published “Class II Special
Controls Guidance Document: Low Level Laser System for Aesthetic Use”.

The following international consensus standards, recognized by FDA, have
been complied with:

IEC 62304:2006 - software life-cycle

IEC 60601-1:2006 - electrical safety

IEC 60601-1-2:2007 - electromagnetic compatibility

IEC 60601-2-22:1996 - laser products

IEC 60825-1:2007 - laser products

ISO 14971:2009 - risk management

ISO 10993-1:2009 - biocompatibility
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The following additional standards have also been complied with, although
not recognized by the FDA:

ISO 13485: 2003 - quality management system

EN 980:2008 - European symbols
(explanatory text included in US labeling)

EN 1041:2008 - requirements for information
(supplemented by FDA guidance listed below)

The following Guidance notes have been used extensively in the preparation
of this submission:

e Class II Special Controls Guidance Document: Low Level
Laser System for Aesthetic Use

e Guidance for the Content of Premarket Submissions for
Software Contained in Medical Devices
Format for Traditional and Abbreviated 510(k)s
Laser Products - Conformance with IEC 60825-1 and IEC
60601-2-22

Labeling and Promotional Materials:

Draft labels, labeling (including the User Manual) and
promotional materials for the Laser Lipo Ltd Strawberry low level laser
system and Strawberry & Cream low level laser system are contained in
Section 13.

Substantial Equivalence:

The Laser Lipo Ltd Strawberry low level laser system and
Strawberry & Cream low level laser system is substantially equivalent in
design, use and materials to the:

Chromogenex Technologies Ltd I-Lipo System - K111501

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system is made of the similar materials as the
Chromogenex Technologies Ltd I-Lipo System - K111501.

The Laser Lipo Ltd Strawberry and Strawberry & Cream low level laser
systems has similar indications for use
The Low level Laser model Strawberry and Strawberry and Cream can
be used for the non-invasive aesthetic treatment for the temporary
reduction in waist circumference.

to the Chromogenex Technologies Ltd I-Lipo System.
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The Chromogenex Technologies Limited i-lipo™™ Low Level Laser
System is indicated for non-invasive aesthetic treatment for the
temporary reduction in circumference of the waist.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system is made of the same materials as the
Chromogenex Technologies Ltd I-Lipo System - K111501.

e thermoplastic control unit enclosure

o proprietary components and assemblies used within the unit

o thermoplastic paddles and probes

¢ nylon covered “velcro” fixed straps

e nylon/polycarbonate goggles

Both the Laser Lipo Ltd Strawberry low level laser system and Strawberry &

Cream low level laser system and the Chromogenex Technologies Ltd i-Lipo
System:

e use laser diodes
o of approximately 660 nm wavelength, and
o less than 50 mW output
incorporated into
o various laser diode cluster probes and paddies attached to the
subject with special straps
Strawberry 4 to 10 paddles with 6 diodes each
i-Lipo 4 paddles with 9 diodes each
o and two probes with one diode each
o have a similar control unit
o LCD subject display
o membrane key pad inputs
» incorporated into display as a touch screen for strawberry
and cream
o microprocessor controlled through software
o multi-range power supply (EU and US voltages and frequencies)
have a similar range of connecting cables
have the same two pairs of laser protection goggles
o different name printed on outside of frame

The Laser Lipo Ltd Strawberry low level laser system, Strawberry & Cream
low level laser system and the Chromogenex Technologies Ltd I-Lipo System
have the same use achieved through the same technology, are assembled
from similar components made from similar materials, have similar user
input and output interfaces and have similar features.

All systems use laser emitting diodes of the similar wavelengths and powers:
the Laser Lipo systems have the potential to use more paddles but with less
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diodes in each paddle. All systems have two cluster probes with a single
laser diode in each. In all systems the paddles and cluster probes are
secured to the subject with nylon encased rubber straps secured with
“velcro”.

All control units have plastic enclosures, discrete power supply,
microprocessor controlled electronics, controls, alarms and similar control
software.

Laser Lipo Ltd concluded that the Laser Lipo Ltd Strawberry low level laser
system and Strawberry & Cream low level laser system are substantially
equivalent to the Chromogenex Technologies Ltd I-Lipo System, K111501

For a demonstration of equivalence, please see Section 12.

Promotional Material giving details of the Laser Lipo Ltd Strawberry low level
laser system and Strawberry & Cream low level laser system and
Chromogenex Technologies Ltd I-Lipo System is compared in Section 12.

Previous Submission:

Laser Lipo Limited has previously submitted the Strawberry and Strawberry
& Cream Low Level Laser system under K122354 and PRE Submission
Q120359. The reasons that the Strawberry and Strawberry & Cream devices
were not considered being substantially equivalent to the predicate device
can be found in Appendix A - Administrative section with a summary of the
corrective action taken.

Description of Product:

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system consists of a control unit, various connection
leads up to 10 paddies, 2 cluster probes, various “Velcro” attachment straps
and other accessories. (A full list of system contents is included at the end of
this section.)

A paddle is a device containing six cold red laser emitting diodes which is
designed to be placed on the skin. The system can operate using 4, 6, 8 or
10 paddies that are connected to the control unit.

A probe is a device containing one cold red laser emitting diode which is
designed to be placed on the skin to treat specific smaller areas of fat,
where a usual flat paddle won't ergonomically fit.

The control unit is an electrically powered unit (100-240v, 50-60Hz auto-
ranging), enabled by a main switch and key switch. Once enabled it is

3 510(k) Cover Letter Page 3.6



Center for Devices and Radiological Health March 05, 2013

controlled using a button (Strawberry) or touch screen (Strawberry and
Cream) interface. The output of the diode (six per paddle) is limited to
40mW +/- 15% by a power limiting PCB from the central processing unit.

When the laser paddles are placed on the skin, the cold red laser beams
penetrate the skin just deep enough to reach the layers of fat. When the
light hits the fat cells, a rapid chain of events takes place. Firstly, pores form
on the cells causing them to spill out. The water, Glycerol and fatty acids
move into the interstitial space beneath the fatty layer in the skin. Then
further water, fatty acids and Glycerol spill out. The adipocyte cells are
therefore reduced in size.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system contain the same control electronics and
control software however the Strawberry and Cream has a menu driven
touch screen interface while the Strawberry model has a liquid crystal
display and (up, down, left, right and center/enter) push buttons. The
outputs and functionality of the Strawberry and Strawberry and Cream
models are identical, however displays, display drivers, interface electronics
and software and power supply transformed are different. Full details are
contained in Section 11.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system is shipped in dedicated packaging to prevent
damage and protected by a cardboard box.

The system as shipped contains:
o 1 low level laser system unit, either
= Strawberry model, or
« Strawberry & Cream model
o 1 user manual
o 1 power lead
Paddle leads, for example for a 10 paddle system
= 1 long paddle lead for connection to the device
» 8 paddle standard leads
» 1 long paddle lead
2 cluster Probes
1 Pair of goggles
2 Replacement fuses
2 Keys

o)

0000
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Variants of the system will be available with 4, 6, 8 and 10 paddies.

3 standard and 1 end 3 standard
5 standard and 1 end 5 standard
7 standard and 1 end 7 standard
9 standard and 1 end 8 standard and 1 long (to connect two groups of five paddles)

Table 1 - Variants

A full list of the proposed variants and a schematic drawing showing the key
design features are included in Section 11.

Engineering Drawings and Photographs of the Laser Lipo Ltd Strawberry low
level laser system and Strawberry & Cream low level laser system can be
found in Section 11.

Photographs, photo drawings and block diagrams showing the Laser Lipo Ltd
Strawberry low level laser system and Strawberry & Cream low level laser
system and the Chromogenex Technologies Ltd I-Lipo System are contained
in Section 11 and comparison to the predicate Chromogenex Technologies
Ltd I-Lipo System can be seen in Section 12.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system will be packaged in a cardboard box together
with all components (instructions booklet, cables, paddles), software and
accessories (diodes, goggles, fuse, straps and lead) within the scope of the
510(k). A shelf-life has been determined for 5 years based on the laser
diodes.

Electrical Safety and Electromagnetic Compatibility is demonstrated through
compliance with IEC 60601 part 1, part 1-2 and part 2-22 full test reports
from a third party laboratory are included in Section 17.

The Guidance also states that there should be compliance with the IEC
60601-1-4 standard. Laser Lipo Ltd believes that compliance with IEC
62304:2006 life-cycle standard achieves at least the same level of assurance
in the quality of the software used in the device.

A usability file detailing application of IEC 60601-1-6:2008 is contained in
Section 11.

Table 2 - Product Release Testing Summary

Gives the results of bench testing of the Laser Lipo Ltd Strawberry low level
laser system and Strawberry & Cream low level laser system which can be
seen in section 18 and is confirmed by clinical reports in section 20.
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Quantity

Sample
Standard

March 05, 2013

Capability,

Deviation

Laser diode power output: | 39.35 1140 0.81 2.47
Paddle Laser diode output
is set to 40mw +/-15%.
Probe Laser diode output | 40.02 40 0.72 3.49
is set to 40mw +/-15%.
EU portable appliance 100% pass 20
testing
Visual Inspection: 100% pass 20 100%
e external components, inspection
cables, outer casings
and the
e General condition of
all associated parts.
Assembly tests 100% pass 20 100%
inspection
Functionality tests 100% pass 20 100%
inspection

Table 2 - Product Release Testing Summary

Biocompatibility:

Biocompatibility assessment on the Laser Lipo Ltd Strawberry
low level laser system and Strawberry & Cream low level laser system have
been conducted following the ISO 10993-1 (FDA Recognized Consensus
Standard), Biological Evaluation of Medical Devices, Part 1: Evaluation and
Testing. Please see section 15.

Sterilization:

The Laser Lipo Ltd Strawberry low level laser system and
Strawberry & Cream low level laser system are supplied non-sterile.

Cleaning instructions are contained in the user manual included with each

system.

Safety and Effectiveness:
A summary of safety and effectiveness information (*510(k)

Summary” per 21 CFR 807.92) upon which an equivalence determination
has been made is included as Section 5.

Indications for Use Statement:
A single sheet statement of “indications for use” as required by
FDA for submissions after January 01, 1996, is included in Section 4.
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Truthful and Accurate Statement:

The premarket notification “truthful and accurate” statement
(per 21 CFR 807.87(k)), signed by the Group Director Ian Cobley of Laser
Lipo Ltd is included as Section 6.

E Copy Statement:
The E Copy provided within our submission is an exact duplicate
of the paper copy.

Owner:
This Pre-Market Notification is owned by Laser Lipo Ltd.
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Submitter:
This Pre-Market Notification is submitted by
Ian Cobley
Group Director
For and on behalf of: Laser Lipo Ltd

Contact Persons:
The address and telephone number for all correspondence is:

Ian Cobley
Laser Lipo Ltd
Heath House
Crockham Hill
Edenbridge
Kent TN8 6ST
United Kingdom

Tel: 011 44 844 980 1820
Mobile: 011 44 777 445 9611
Fax: 011 44 844 980 1820
e-mail: ian@strawberry-laser.com

As per your email dated March 4, 2013 please find a copy of our response to
the acceptance review notification, for K130341

If I can be of any further assistance, please do not hesitate to contact me.

Sincerely,
A
T L
Ian Cobley

Group Director
Laser Lipo Ltd
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#™r. Sankar Basu, PHD MAR
-.S. Food and Drug Administration .
Center for Devices and Radiological Heath =Ceive,
Document Control Center - WO66-0609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

March 01, 2013

Dear Dr. Basu,

In reference to your email dated February 28, 2013 | can confirm that we have addressed the
following elements that were identified as missing or inconsistent within the Acceptance checklist for
Traditional 510(k)s.

A. Administrative
Section 7 a
Form 3454 Certification: Financial Interests and arrangements of clinical investigators has
been completed.

"’
Section7b
Form 3674 Certification of compliance has been completed.
Section 9
The submission identifies prior submissions for the same device details of this can be found
within section 3 of our 510(k) Cover letter, and also in section 2 of our 510(k) application
CDRH Premarket Review Submission Cover Sheet within section (F)
Section 9 a
We have identified in Appendix A where we identified previous submission issues and how
these where resolved.
Please do let me know if | can be of further assistance.
Yours Sincerely
lan Cobley
Director.

... continuing to lead the market with innovation

Laser Lipo Ltd. “Heath House” Crockham Hill Edenbridge Kent. TN8 6ST. United Kingdom.
T. 0044 844 980 1820. W. strawberry-laser.com Co. Reg. No. 06308992. VAT Reg. No. 891 7315 01







Dr. Sankar Basu, PHD

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Control Center - WO66-0609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

March 01, 2013

Dear Dr. Basu,

In reference to your email dated February 28, 2013 | can confirm that we have addressed the
following elements that were identified as missing or inconsistent within the Acceptance checklist
for Traditional 510(Kk)s.

A. Administrative
Section 7 a
Form 3454 Certification: Financial Interests and arrangements of clinical investigators has
been completed.

Section 7 b
Form 3674 Certification of compliance has been completed.

Section 9

The submission identifies prior submissions for the same device details of this can be found
within section 3 of our 510(k) Cover letter, and also in section 2 of our 510(k) application
CDRH Premarket Review Submission Cover Sheet within section (F)

Section 9 a

We have identified in Appendix A where we identified previous submission issues and how
these where resolved.

Please do let me know if | can be of further assistance.

Yours Sincerely

i e

lan Cobley
Director.

... continuing to lead the market with innovation.

Laser Lipo Ltd. “Heath House” Crockham Hill Edenbridge Kent. TN8 6ST. United Kingdom.

T. 0044 844 980 1820. W. strawberry-laser.com Co. Reg. No. 06308992. VAT Reg. No. 891 7315 01
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Laser Lipo Ltd

Heath House

Crockham Hill

Edenbridge

United Kingdom, TN8 6ST
Telephone: +44 844 980 1820
e-mail: ian@strawberry-laser.com

Food and Drug Administration

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

Silver Spring

Maryland 20993-0002

United States of America

Ref: 510(k) Premarket Notification

Dear Document Control Clerk:

February 28, 2013

February 28, 2013.

Pursuant to the requirements of section 510 (k) of the Food, Drug and
Cosmetic Act, notification is made to manufacture and market the following

new medical device:

Classification Name:

Low Level laser system for aesthetic use

79 OLI

Classification Regulation:
21 CFR 878.5400

Common/Usual Name:

Low level laser system for aesthetic use

3 510(k) Cover Letter
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Proprietary Name:
Laser Lipo Ltd will manufacture two devices:
. the Strawberry low level laser system model ILO, and,
. the Strawberry & Cream low level laser system model SC

Establishment Registration Number:

The Strawberry low level laser system and Strawberry & Cream
low level laser system will be manufactured by:

Laser Lipo Ltd

Heath House

Crockham Hill

Edenbridge

Kent TN8 6ST

United Kingdom

Telephone: 011 44 844 980 1820

Fax: 011 44 844 980 1820

Establishment Registration Number: To be applied for following
clearance of this submission.

Classification:

The FDA has classified: Low level laser system for aesthetic use (79 OLI) as
a Class II medical device under 21 CFR 878.5400.

Performance Standards:

None established under 514, however FDA has published “Class II Special
Controls Guidance Document: Low Level Laser System for Aesthetic Use”.

The following international consensus standards, recognized by FDA, have
been complied with:

IEC 62304:2006 - software life-cycle

IEC 60601-1:2006 - electrical safety

IEC 60601-1-2:2007 - electromagnetic compatibility

IEC 60601-2-22:1996 - laser products

IEC 60825-1:2007 - laser products

ISO 14971:2009 - risk management

ISO 10993-1:2009 - biocompatibility
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The following additional standards have also been complied with, although
not recognized by the FDA:

ISO 13485: 2003 - quality management system

EN 980:2008 - European symbols
(explanatory text included in US labeling)

EN 1041:2008 - requirements for information
(supplemented by FDA guidance listed below)

The following Guidance notes have been used extensively in the preparation
of this submission:

e Class II Special Controls Guidance Document: Low Level
Laser System for Aesthetic Use

* Guidance for the Content of Premarket Submissions for
Software Contained in Medical Devices

« Format for Traditional and Abbreviated 510(k)s

* Laser Products - Conformance with IEC 60825-1 and IEC
60601-2-22

Labeling and Promotional Materials:

Draft labels, labeling (including the User Manual) and
promotional materials for the Laser Lipo Ltd Strawberry low level laser
system and Strawberry & Cream low level laser system are contained in
Section 13.

Substantial Equivalence:

The Laser Lipo Ltd Strawberry low level laser system and
Strawberry & Cream low level laser system is substantially equivalent in
design, use and materials to the:

Chromogenex Technologies Ltd I-Lipo System - K111501

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system is made of the similar materials as the
Chromogenex Technologies Ltd I-Lipo System - K111501.

The Laser Lipo Ltd Strawberry and Strawberry & Cream low level laser
systems has similar indications for use
The Low level Laser model Strawberry and Strawberry and Cream can
be used for the non-invasive aesthetic treatment for the temporary
reduction in waist circumference.

to the Chromogenex Technologies Ltd I-Lipo System.
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The Chromogenex Technologies Limited i-lipo’™™ Low Level Laser
System is indicated for non-invasive aesthetic treatment for the
temporary reduction in circumference of the waist.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system is made of the same materials as the
Chromogenex Technologies Ltd I-Lipo System - K111501.

« thermoplastic control unit enclosure

o proprietary components and assemblies used within the unit

« thermoplastic paddles and probes

* nylon covered “velcro” fixed straps

* nylon/polycarbonate goggles

Both the Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system and the Chromogenex Technologies Ltd i-Lipo
System:
» use laser diodes
o of approximately 660 nm wavelength, and
o less than 50 mW output
incorporated into
o various laser diode cluster probes and paddles attached to the
subject with special straps
Strawberry 4 to 10 paddles with 6 diodes each
i-Lipo 4 paddles with 9 diodes each
o and two probes with one diode each
have a similar control unit
o LCD subject display
o membrane key pad inputs
* incorporated into display as a touch screen for strawberry
and cream
o microprocessor controlled through software
o multi-range power supply (EU and US voltages and frequencies)
have a similar range of connecting cables
have the same two pairs of laser protection goggles
o different name printed on outside of frame

The Laser Lipo Ltd Strawberry low level laser system, Strawberry & Cream
low level laser system and the Chromogenex Technologies Ltd I-Lipo System
have the same use achieved through the same technology, are assembled
from similar components made from similar materials, have similar user
input and output interfaces and have similar features.

All systems use laser emitting diodes of the similar wavelengths and powers:
the Laser Lipo systems have the potential to use more paddles but with less
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diodes in each paddle. All systems have two cluster probes with a single
laser diode in each. In all systems the paddles and cluster probes are
secured to the subject with nylon encased rubber straps secured with
“velcro”.

All control units have plastic enclosures, discrete power supply,
microprocessor controlled electronics, controls, alarms and similar control
software.

Laser Lipo Ltd concluded that the Laser Lipo Ltd Strawberry low level laser
system and Strawberry & Cream low level laser system are substantially
equivalent to the Chromogenex Technologies Ltd I-Lipo System, K111501

For a demonstration of equivalence, please see Section 12.

Promotional Material giving details of the Laser Lipo Ltd Strawberry low level
laser system and Strawberry & Cream low level laser system and
Chromogenex Technologies Ltd I-Lipo System is compared in Section 12.

Previous Submission:

Laser Lipo Limited have previously submitted the Strawberry and Strawberry
& Cream Low Level Laser system under K122354 and PRE Submission
Q120359. The reasons that the Strawberry and Strawberry & Cream devices
were not considered to be substantially equivalent to the predicate device
these can be found in Appendix A - Administrative section with a brief
summary of the corrective action taken.

Description of Product:

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system consists of a control unit, various connection
leads up to 10 paddles, 2 cluster probes, various “Velcro” attachment straps
and other accessories. (A full list of system contents is included at the end of
this section.)

A paddle is a device containing six cold red laser emitting diodes which is
designed to be placed on the skin. The system can operate using 4, 6, 8 or
10 paddles that are connected to the control unit.

A probe is a device containing one cold red laser emitting diode which is
designed to be placed on the skin to treat specific smaller areas of fat,
where a usual flat paddle won't ergonomically fit.

The control unit is an electrically powered unit (100-240v, 50-60Hz auto-
ranging), enabled by a main switch and key switch. Once enabled it is
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controlled using a button (Strawberry) or touch screen (Strawberry and
Cream) interface. The output of the diode (six per paddle) is limited to
40mW +/- 15% by a power limiting PCB from the central processing unit.

When the laser paddles are placed on the skin, the cold red laser beams
penetrate the skin just deep enough to reach the layers of fat. When the
light hits the fat cells, a rapid chain of events takes place. Firstly, pores form
on the cells causing them to spill out. The water, Glycerol and fatty acids
move into the interstitial space beneath the fatty layer in the skin. Then
further water, fatty acids and Glycerol spill out. The adipocyte cells are
therefore reduced in size.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system contain the same control electronics and
control software however the Strawberry and Cream has a menu driven
touch screen interface while the Strawberry model has a liquid crystal
display and (up, down, left, right and center/enter) push buttons. The
outputs and functionality of the Strawberry and Strawberry and Cream
models are identical, however displays, display drivers, interface electronics
and software and power supply transformed are different. Full details are
contained in Section 11.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system is shipped in dedicated packaging to prevent
damage and protected by a cardboard box.

The system as shipped contains:
o 1 low level laser system unit, either
» Strawberry model, or
» Strawberry & Cream model
1 user manual
1 power lead
o Paddle leads, for example for a 10 paddle system
*» 1 long paddle lead for connection to the device
» 8 paddle standard leads
*» 1 long paddle lead
2 cluster Probes
1 Pair of goggles
2 Replacement fuses
2 Keys

o O

O O O O
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Variants of the system will be available with 4, 6, 8 and 10 paddles.

3 standard and 1 end 3 standard
5 standard and 1 end 5 standard
7 standard and 1 end 7 standard
9 standard and 1 end 8 standard and 1 long (to connect two groups of five paddles)

Table 1 - Variants

A full list of the proposed variants and a schematic drawing showing the key
design features are included in Section 11.

Engineering Drawings and Photographs of the Laser Lipo Ltd Strawberry low
level laser system and Strawberry & Cream low level laser system can be
found in Section 11.

Photographs, photo drawings and block diagrams showing the Laser Lipo Ltd
Strawberry low level laser system and Strawberry & Cream low level laser
system and the Chromogenex Technologies Ltd I-Lipo System are contained
in Section 11 and comparison to the predicate Chromogenex Technologies
Ltd I-Lipo System can be seen in Section 12.

The Laser Lipo Ltd Strawberry low level laser system and Strawberry &
Cream low level laser system will be packaged in a cardboard box together
with all components (instructions booklet, cables, paddles), software and
accessories (diodes, goggles, fuse, straps and lead) within the scope of the
510(k). A shelf-life has been determined for 5 years based on the laser
diodes.

Electrical Safety and Electromagnetic Compatibility is demonstrated through
compliance with IEC 60601 part 1, part 1-2 and part 2-22 full test reports
from a third party laboratory are included in Section 17.

The Guidance also states that there should be compliance with the IEC
60601-1-4 standard. Laser Lipo Ltd believes that compliance with IEC
62304:2006 life-cycle standard achieves at least the same level of assurance
in the quality of the software used in the device.

A usability file detailing application of IEC 60601-1-6:2008 is contained in
Section 11.

Table 2 - Product Release Testing Summary

Gives the results of bench testing of the Laser Lipo Ltd Strawberry low level
laser system and Strawberry & Cream low level laser system which can be
seen in section 18 and is confirmed by clinical reports in section 20.
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Quantity

Sample
Standard
Deviation

February 28, 2013

Capability,
Cp

Laser diode power output:
Paddle Laser diode output
is set to 40mw +/-15%.

39.35

1140

0.81

2.47

Probe Laser diode output | 40.02 40 0.72 3.49
is set to 40mw +/-15%.
EU portable appliance 100% pass 20
testing
Visual Inspection: 100% pass 20 100%
o external components, inspection
cables, outer casings
and the
e General condition of
all associated parts.
Assembly tests 100% pass 20 100%
inspection
Functionality tests 100% pass 20 100%
inspection

Table 2 - Product Release Testing Summary

Biocompatibility:

Biocompatibility assessment on the Laser Lipo Ltd Strawberry
low level laser system and Strawberry & Cream low level laser system have
been conducted following the ISO 10993-1 (FDA Recognized Consensus
Standard), Biological Evaluation of Medical Devices, Part 1: Evaluation and
Testing. Please see section 15.

Sterilization:

The Laser Lipo Ltd Strawberry low level laser system and
Strawberry & Cream low level laser system are supplied non-sterile.

Cleaning instructions are contained in the user manual included with each

system.

Safety and Effectiveness:
A summary of safety and effectiveness information ("510(k)

Summary” per 21 CFR 807.92) upon which an equivalence determination

has been made is included as Section 5.

Indications for Use Statement:

A single sheet statement of “indications for use” as required by
FDA for submissions after January 01, 1996, is included in Section 4.

Truthful and Accurate Statement:

3 510(k) Cover Letter
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The premarket notification “truthful and accurate” statement
(per 21 CFR 807.87(k)), signed by the Group Director Ian Cobley of Laser
Lipo Ltd is included as Section 6.

E Copy Statement:
The E Copy provided within our submission is an exact duplicate
of the paper copy.

Owner:
This Pre-Market Notification is owned by Laser Lipo Ltd.
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Submitter:
This Pre-Market Notification is submitted by
Ian Cobley
Group Director
For and on behalf of: Laser Lipo Ltd

Contact Persons:
The address and telephone number for all correspondence is:

Ian Cobley
Laser Lipo Ltd
Heath House
Crockham Hill
Edenbridge
Kent TN8 6ST
United Kingdom

Tel: 011 44 844 980 1820
Mobile: 011 44 777 445 9611
Fax: 011 44 844 980 1820
e-mail: ian@strawberry-laser.com

As per your letter dated February 14, 2013 please find a replacement E copy
of our submission.

If I can be of any further assistance, please do not hesitate to contact me.

Sincerely,

Ian Cobley
Group Director
Laser Lipo Ltd
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Appendix A

A. Administrative section

9) Laser Lipo Ltd identified our prior submission K122354 within our new application
K130341 within 'Section 2 CDRH Pre Market Review Coversheet'.

a) The reasons that the Strawberry and Strawberry & Cream devices were not
considered to be substantially equivalent to the predicate device are
listed below with the action taken to address these issues.

i) The original application contained data in two studies using two
lymph probes for causing lymphatic drainage. The removal of these
lymphatic probes required new study data to be supplied.

A new study is contained within Section 20 Performance Testing -
Clinical within our new submission K130341.

ii) The previous submission did not include a cardiovascular exercise
program post-laser treatment.

This can be found Within the treatment protocol and the clinical
studies in Section 20 Performance Testing - Clinical in our
new submission K130341.

iii) The Indication for Use (IFU) statement submitted originally included
generic fat reduction and body contouring without specifying the
anatomical area.

The new submission clarifies that the IFU is for the temporary
reduction in waist circumference.

This is listed within K130341 in Section 4, Indications for

use statement.

iX) The labeling did not make it clear as to the number of laser paddles
(containing 6 laser diodes) should be used on each patient.

Direct comparisons between the Strawberry laser paddles and the
predicate laser paddles, including the number of paddles to be used
and the amount of energy provided is contained within Section 11
Device Description of K130341

Laser Lipo Ltd. FDA 510(k) submission K130341
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 9010-0120

Expiration Date: December 31, 2013.
See OMB Statement on page 5.

Date of Submission User Fee Payment ID Number

17 December 2012 | [ ENNIEEENERENEEE

SECTION A

FDA Submission Document Number (if known)

TYPE OF SUBMISSION

PMA
D Original Submission
D Premarket Report
|:| Modular Submission
[:l Amendment
D Report
] Report Amendment
] Licensing Agreement

PMA & HDE Supplement
] Regular (180 day)
D Special
] Panel Track (PMA Only)
D 30-day Supplement
] 30-day Notice
] 135-day Supplement
[] Real-time Review
[_] Amendment to PMA

&HDE Supplement

D Other

PDP
] Original PDP

D Notice of Completion
D Amendment to PDP

510(k) Meeting
X original Submission: [] Pre-510(K) Meeting
X Traditional [_] Pre-IDE Meeting

D Special D Pre-PMA Meeting

] Pre-PDP Meeting

] Day 100 Meeting

] Agreement Meeting
] Determination Meeting
] other (specify):

] Abbreviated (Complete
section |, Page 5)
|:| Additional Information
(] Third Party

IDE Humanitarian Device

Exemption (HDE)
D Original Submission
] Amendment
] Supplement
[:] Report
[:] Report Amendment

|:| Original Submission
D Amendment
] Supplement

Class Il Exemption Petition

] Original Submission
|:| Additional Information

Evaluation of Automatic Other Submission
Class Il Designation
(De Novo)
[ ] original Submission

[] Additional Information

L] 513(g)
L] other
(describe submission):

@ Yes

Have you used or cited Standards in your submission?

SECTIONB
Company / Institution Name
Laser Lipo Limited

D No
SUBMITTER, APPLICANT OR SPONSOR

(If Yes, please complete Section I, Page 5)

Establishment Registration Number (if known)
To be applied for following clearance of this 510[k]

Division Name (if applicable)

Phone Number (including area code)

011 44 844 980 1820

Street Address FAX Number (including area code)

Heath House, Crockham Hill 011 44 844 980 1820

City State / Province ZIP/Postal Code Country
Edenbridge Kent TN8 6ST U.K.
Contact Name

Ian Cobley

Contact Title Contact E-mail Address

Group Director

SECTIONC

ian@strawberry-laser.com

APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

Company / Institution Name

Establishment Registration Number (if known)

Division Name (if applicable)

Phone Number (including area code)

Street Address

FAX Number (including area code)

City

State / Province ZIP/Postal Code Country

Contact Name

Contact Title

Contact E-mail Address
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

D New Device

[] withdrawal

D Additional or Expanded Indications

D Request for Extension

D Post-approval Study Protocol

D Request for Applicant Hold

|:| Request for Removal of Applicant Hold

D Request to Remove or Add Manufacturing Site

D Change in design, component, or
specification:
|:| Software / Hardware
[] cColor Additive
[ Material
D Specifications
(] other (specify below)

D Location change:
D Manufacturer
D Sterilizer
D Packager

D Process change:
D Manufacturing
[] sterilization
D Packaging
[_] other (specify below)

D Response to FDA cormrespondence:

D Labeling change:
D Indications
D Instructions
D Performance
[] shelfLife
D Trade Name
(] other (specify below)

D Report Submission:
D Annual or Periodic
D Post-approval Study
D Adverse Reaction
D Device Defect
D Amendment

D Change in Ownership
D Change in Correspondent
D Change of Applicant Address

D Other Reason (specify):

D New Device

D New Indication

[_] Addition of Institution

D Expansion / Extension of Study
] IRB Certification

D Termination of Study

(] withdrawal of Application

D Unanticipated Adverse Effect
D Notification of Emergency Use
D Compassionate Use Request
D Treatment IDE

D Continued Access

D Change in:
D Correspondent / Applicant
D Design / Device
|:| Informed Consent
|:| Manufacturer
|:| Manufacturing Process
] Protocol - Feasibility
|:| Protocol - Other
D Sponsor

D Report submission:
D Current Investigator
D Annual Progress Report
D Site Waiver Report

] Final

SECTION D2 REASON FOR APPLICATION - IDE

D Repose to FDA Letter Concerning:
D Conditional Approval
D Deemed Approved
D Deficient Final Report
D Deficient Progress Report
D Deficient Investigator Report
D Disapproval

D Request Extension of
Time to Respond to FDA

D Request Meeting
D Request Hearing

D Other Reason (specify):

SECTION D3

El New Device

REASON FOR SUBMISSION - 510(k)

D Additional or Expanded Indications

D Change in Technology

D Other Reason (specify):
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SECTIONE ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed

Summary of, or statement concerning,

1| or1 2 3 4 safety and effectiveness information
X] 510 (k) summary attached
5 6 7 8 I:] 510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Model Name Manufacturer
1| k111501 1| 1-Lipo System ;| Chromogenex
Technologies Ltd
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6

SECTIONF PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification

Low Level laser system for aesthetic use

Trade or Proprietary or Model Name for This Device Model Number
1| Strawberry 11 ILO
2| Strawberry & Cream 2[ SC
3 3
4 4
5 5

FDA document numbers of all prior related submissions (regardless of outcome)

2

3 4

3
K122354
7

10

11

12

Data Included in Submission

X] Laboratory Testing |:| Animal Trials |:| Human Trials

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
C.F.R. Section (if applicable)

21 CFR 878.5400

SECTION G

Product Code
OLI

Classification Panel

General and plastic surgery devices

Device Class

[ ] class|1
D Class Il

X class i

[] Unclassified

Indications (from labeling)

The Low level Laser model Strawberry and Strawberry and Cream can be used for the
non-invasive temporary reduction in waist circumference by the disruption of adipocyte
cells within the fat layer for the release of fat and lipids from these cells for non-invasive
aesthetic use.
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Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

SECTIONH

g Original FDA Establishment Registration Number
nomna To be applied for following
[Jada  [Joetete | clearance of this 510[k]

FDA Document Number (if known)

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

D Contract Sterilizer
D Repackager / Relabeler

X[ Manufacturer
D Contract Manufacturer

Company / Institution Name

Laser Lipo Limited

Establishment Registration Number
To be applied for following clearance of this 510[k]

Division Name (if applicable)

Phone Number (including area code)

011 44 844 980 1820

Street Address

Heath House, Crockham Hill

FAX Number (including area code)

011 44 1732 866 231

City State / Province ZIP/Postal Code Country

Edenbridge Kent TN8 6ST U.K.

Contact Name Contact Title Contact E-mail Address

Ian Cobley Group Director ian@strawberry-
laser.com

FDA Establishment Registration Number

[] original

[ ] Add

[] Delete

D Contract Stenlizer
D Repackager / Relabeler

D Manufacturer
D Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

Street Address

FAX Number (including area code)

City

State / Province ZIP/Postal Code Country

Contact Name Contact Title

FDA Establishment Registration Number

[] original

[Jadd [ Delete

Contact E-mail Address

D Contract Stenlizer
D Repackager / Relabeler

D Manufacturer
D Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

( )

Street Address FAX Number (including area code)
City State / Province ZIP/Postal Code Country

Contact Name Contact Title
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard”
statement.
Standards No. Standards Standards Title Version Date
Organization
1 62304 IEC Medical Device Software, Software 2006
Life-cycle Processes
Standards No. Standards Standards Title Version Date
Organization
60601 IEC Medical Electrical Equipment, part 1 2006
2 General Requirements for Safety
Standards No. Standards Standards Title Version Date
Organization
60601 IEC Medical Electrical Equipment, parts 1-2 2007
General Requirements for safety
3 and essential performance,
Collateral standard,
Electromagnetic compatibility and
tests
Standards No. Standards Standards Title Version Date
Organization
60601 IEC Medical electrical equipment, parts 2-22 | 1996
N Particular Requirements for safety.
Specification for Diagnosis and
Therapeutic Laser Equipment.
Standards No. Standards Standards Title Version Date
Organization
60825 IEC Safety of laser products, part 1 2007
5 ] . p .
Equipment classification and
Requirements
Standards No. Standards Standards Title Version Date
Organization
s | 14971 ISO Application of Risk Management to 2009
Medical Devices
Standards No. Standards Standards Title Version Date
Organization
7 | 10993 ISO Biological evaluation of Medical part 1 2009
Devices, Evaluation and Testing
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information 1s estimated to average 0.5 hour per response, including the time for reviewing instructions, searching existing
data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden estimate or any
other aspect of this collection of information, including suggestions for reducing this burden to:
Department of Health and Human Services
Food and Drug Administration
Office of the Chief Information Officer
1350 Piccard Drive, Room 400.
Rockwille, MD 20850
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 control number.
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard”
statement.
Standards No. Standards Standards Title Version Date
Organization
13485 ISO Quality Management Systems, 2003
8 .
Requirements for Regulatory
Purposes
Standards No. Standards Standards Title Version Date
Organization
9
Standards No. Standards Standards Title Version Date
Organization
10
Standards No. Standards Standards Title Version Date
Organization
11
Standards No. Standards Standards Title Version Date
Organization
12
Standards No. Standards Standards Title Version Date
Organization
13
Standards No. Standards Standards Title Version Date
Organization
14
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching existing
data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden estimate or any
other aspect of this collection of information, including suggestions for reducing this burden to:
Department of Health and Human Services
Food and Drug Administration
Office of the Chief Information Officer
1350 Piccard Drive, Room 400.
Rockwille, MD 20850
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 control number-.
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Form Approved: OMB No. 0910-0396

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Expiration Date: August 31, 2012

Food and Drug Administration

CERTIFICATION: FINANCIAL INTERESTS AND
ARRANGEMENTS OF CLINICAL INVESTIGATORS

TO BE COMPLETED BY APPLICANT

With respect to all covered clinical studies (or specific clinical studies listed below (if appropriate)) submitted in
support of this application, | certify to one of the statements below as appropriate. | understand that this
certification is made in compliance with 21 CFR part 54 and that for the purposes of this statement, a clinical
investigator includes the spouse and each dependent child of the investigator as defined in 21 CFR 54.2(d).

I Please mark the applicable checkbox. I

(1) As the sponsor of the submitted studies, | certify that | have not entered into any financial arrangement
with the listed clinical investigators (enter names of clinical investigators below or attach list of names to
this form) whereby the value of compensation to the investigator could be affected by the outcome of the
study as defined in 21 CFR 54.2(a). | also certify that each listed clinical investigator required to disclose
to the sponsor whether the investigator had a proprietary interest in this product or a significant equity in
the sponsor as defined in 21 CFR 54.2(b) did not disclose any such interests. | further certify that no
listed investigator was the recipient of significant payments of other sorts as defined in 21 CFR 54.2(f).

Clinical Investigators

[] (2) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that based on information obtained from the sponsor or from participating clinical
investigators, the listed clinical investigators (attach list of names to this form) did not participate in any
financial arrangement with the sponsor of a covered study whereby the value of compensation to the
investigator for conducting the study could be affected by the outcome of the study (as defined in 21
CFR 54.2(a)); had no proprietary interest in this product or significant equity interest in the sponsor of
the covered study (as defined in 21 CFR 54.2(b)); and was not the recipient of significant payments of
other sorts (as defined in 21 CFR 54.2(f)).

[] (3) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that | have acted with due diligence to obtain from the listed clinical investigators
(attach list of names) or from the sponsor the information required under 54.4 and it was not possible to
do so. The reason why this information could not be obtained is attached.

NAME TITLE
\ A Calw€V D s RscIOR

FIRM/ORGANIZATION

LAaSeR L Po LTD
SIGNATU DATE (mm/ad/yyyy)

— &C_\ 28 /02/ 2013

Paperwork Reduction Act Statement

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of " -

x ? : 3 ) X 2 Department of Health and Human Services
information unless 1t displays a currently valid OMB control number. Public reporting burden for this Baod ind Deus Adiniuitcition
collection of information is estimated to average | hour per response, including time for reviewing 2 TS il

5 s ‘ : e < Office of Chief Information Officer
instructions, searching existing data sources, gathering and maintaining the necessary data, and 1350 Piccard Drive, 420A

. . . 22 oCi /e, 4/
completing and reviewing the collection of information. Send comments regarding this burden estimate 2
DI S A : Rockville, MD 20850

or any other aspect of this collection of information to the address to the nght:

FORM FDA 3454 (10/09)
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See OMB Statement on Reverse. Form Approved: OMBE No. 0910-0616, Expiration Date: 2-28-2015

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

|r=_l-) A Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

(For submission with an application/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520(m), or §10(k) of the
Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.)

SPONSOR / APPLICANT / SUBMITTER INFORMATION

1 NAME OF SPONSOR/APPLICANT/SUBMITTER 2. DATE OF THE APPLICATION/SUBMISSION
WHICH THIS CERTIFICATION ACCOMPANIES
A SE & Lt =YD Amrsday 51, Zod
3. ADDRESS (Number, Street, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBERS
HEATU wooSE , Crotkhan Hit, Ed2nbAdye. i
KEmT:, TNB 63T, O.«, (Tel) OO44 8 & T¥O /BZo

(Fax)

PRODUCT INFORMATION
5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s)
FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s)
(Attach extra pages as necessary)

STaawpe e )

STRAWMBEAAY and CREAM Sc

APPLICATION / SUBMISSION INFORMATION
6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

[]inD [] NDA [] ANDA []BLA ] pma [] HOE B s1o) [ PoP (] other

7. INCLUDE IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/OTHER NUMBER (If number previously assigned)

KIS30D 4!

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

CERTIFICATION STATEMENT / INFORMATION
9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation)
[] A 1 cerlify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial.
m B. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.
|:| C. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, apply to one or more of the clinical trials referenced in the application/submission which this certification accompanies and that
those requirements have been met.
10. IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S)."
UNDER 42 U.S.C. § 282(j)(1)(A)(i). SECTION 402(j)(1)(A)()) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary)

NCT Number(s):
The undersigned declares, to the best of her/his knowledge, that this is an accurate, true, and complete submission of information. | understand that the
failure to submit the certification required by 42 U.S.C. § 282(j)(5)(B), section 402(j)(5)(B) of the Public Health Service Act, and the knowing submission

of a false certification under such section are prohibited acts under 21 U.S.C. § 331, section 301 of the Federal Food, Drug, and Cosmetic Act.
Warning: A willfully and knowingly false statement is a criminal offense, U.S. Code, fitle 18, section 1001.

11. SIGNATURE OF SRStSom/APPLICANT/ SSSMITIER-E N 12. NAME AND TITLE OF THE PERSON WHO SIGNED IN NO. 11

(Name) (A co8CE&y
o ke Tl

g (Title) .- LT bt

13. ADDRESS (Number, Street, State, and ZIP Code) (of person identified 14. TELEPHONE AND FAX NUMBERS 15. DATE OF

in Nos. 11 and 12) (Include Area Code) CERTIFICATION
HEATK Hous €&, CROCKMANM Hiky, (Tel) ©O g0 132
Ehc-” ag;'bqe . V‘EMT .._\.98 ‘s.‘._- U"‘C ............... *“‘“‘f q 3 ls z‘/O‘{zo‘;
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Laser Lipo Ltd JUL 29 2013
Heath House
Crockham Hill
Edenbridge
United Kingdom, TN8 65T
Telephone: +44 844 980 1820
e-mail: ian@strawberry-laser.com

July 26, 2013

Food and Drug Administration

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

Silver Spring

Maryland 20993-0002

United States of America

Ref: Additional Information - K130341/S1

Dear Document Control Clerk:

In reference to our ongoing application for a 510k we would like to provide
additional information to our application K130341/S1

Additional information comprises of our study protocol.
E Copy Statement:

The E Copy provided within our submission is an exact duplicate of the paper
copy.

Owner:

This Additional Information - K130341/S1 is owned by Laser
Lipo Ltd.
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Submitter:

This Additional Information is submitted by
Ian Cobley

Group Director

For and on behalf of: Laser Lipo Ltd

Contact Persons:

The address and telephone number for all correspondence is:

Ian Cobley
Laser Lipo Ltd
Heath House
Crockham Hill
Edenbridge
Kent TN8 6ST
United Kingdom

Tel: 011 44 844 980 1820
Mobile: 011 44 777 445 9611
e-mail: ian@strawberry-laser.com

Please find enclosed our E copy submission, along with one paper copy.

If I can be of any further assistance, please do not hesitate to contact me.

Ian Coble
Group Director

Laser Lipo Ltd
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Laser Lipo Ltd

Heath House

Crockham Hill

Edenbridge

United Kingdom, TN8 6ST
Telephone: +44 844 980 1820
e-mail: ian@strawberry-laser.com

July 26, 2013

Food and Drug Administration

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

Silver Spring

Maryland 20993-0002

United States of America

Ref: Additional Information - K130341/S1

Dear Document Control Clerk:

In reference to our ongoing application for a 510k we would like to provide
additional information to our application K130341/S1

Additional information comprises of our study protocol.
E Copy Statement:

The E Copy provided within our submission is an exact duplicate of the paper
copy.

Owner:

This Additional Information - K130341/S1 is owned by Laser
Lipo Ltd.



Center for Devices and Radiological Health July 26, 2013

Submitter:

This Additional Information is submitted by
lan Cobley

Group Director

For and on behalf of: Laser Lipo Ltd

Contact Persons:

The address and telephone number for all correspondence is:

lan Cobley
Laser Lipo Ltd
Heath House
Crockham Hill
Edenbridge
Kent TN8 6ST
United Kingdom

Tel: 011 44 844 980 1820
Mobile: 011 44 777 445 9611
e-mail: ian@strawberry-laser.com

Please find enclosed our E copy submission, along with one paper copy.

If | can be of any further assistance, please do not hesitate to contact me.

Sincerely,

lan Cobley
Group Director

Laser Lipo Ltd



Dr Sankar Basu, Ph.D

Senior Physicist

Food and Drug Administration

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

Silver Spring

Maryland 20993-0002

Re: Response for K130341/S1

26th July 2013.

Dear Dr Basu

Yours sincerely

lan B. Cobley
Director.

... continuing to lead the market with innovation.






















































































