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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 

 

 

Thursday, 31 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: 

• 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: 
 

• 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-lipoTm 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 

 
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  

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 
o 2 cluster Probes  

o 1 Pair of goggles  

o 2 Replacement fuses  

o 2 Keys 
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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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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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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: l 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: 

 

• The Strawberry low level laser system model ILO, and, 

• The Strawberry & Cream low level laser system model SC 
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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 

• 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 



Center for Devices and Radiological Health  January 31, 2013 
 

5 510(k) Summary or 510(k) Statement  Page 5-4 

 

 

� 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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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. 

 
 
 

 
 
 

_____________________________  
(Signature) 

 
Ian Cobley 
______________________________  

(Typed Name) 
 
 

January 31, 2013 
_____________________________  

(Date) 
 
 
_______________________________  
(Premarket Notification [510(k)] Number) 

 
*For a new submission, leave the 510(k) number blank. 
Must be signed 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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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. 

 

 

 
 

 



Center for Devices and Radiological Health  January 31, 2013 
 

8   Financial Certification or Disclosure Statement  Page 8.1 

 

 

 

 
 

 

 

 
 

 

 

 

8.   Financial Certification or Disclosure Statement 



Center for Devices and Radiological Health  January 31, 2013 
 

8   Financial Certification or Disclosure Statement  Page 8.2 

 

 

 

 
 

 

 

 
 

No clinical trial data is presented in this submission and hence no Financial 

Certification or Disclosure Statement is required.  
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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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9.5. 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 
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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 lbs. 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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11.1.2. Control Unit Overview 

 

 
Figure 11.1.2 a) - Strawberry Low Level Laser Control Unit 

 
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 

• Fuse 
• Digital PCB 
• Wires 

• Speaker 
• 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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Figure 11.1.6 c) 

 
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:  

 

 

 

 

 

 

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

 
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 cm2 for the entire treatment.  
 
The pads are placed twice on the abdomen in order to treat the 
full abdomen area. 
 

 Fig. 11.1.7 d) 
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Joules are defined as Watts multiplied by the time in seconds, so Joules (J) = Watts × time 
(sec). Total energy given in Watts is calculated over an area as joules per centimeter 
squared (J/cm2). 

  
  

  
 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 cm2 for one entire abdomen treatment.  

 
 
 

 
 
 
 
 
 Fig. 11.1.7 e). Strawberry paddle 
 
 

Energy emitted per abdomen treatment  is calculated as follows: 
 
Single i-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 cm2 

 
The energy that reaches the skin is therefore 1,728 /873.6 cm2= 1.98 J/cm2 
 
 
 
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 cm2 
 
The energy that reaches the skin is therefore 1,440 /675SqCm = 2.13 J/cm2. 
 
(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.f) 
 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. 

 
 
 

 
 

 

 
 
 
 

 
 

 
 
 

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

 
 
 
   

     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 1” x 1½”. 
 

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 

 
 

 
 
 

 
 

 

 
 

 
 

Fig. 11.1.10 a)  US Power 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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11.1.16. 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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Fig. 11.1.16 b) Laser Goggle Type Certificate 
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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. 11.1.16.c) Information supplied with goggles 

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 
 

 
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/Issue1) 

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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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 1amp 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 

 See 1.1 

        3.2 User Profile 

 See 1.4 

        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) 

 

 

 
 
 

 
 

    

Doc No: UF/01/V1 
Page: 2 of 4 

Date : 03/04/2012 

Usability File 

Strawberry 
Medical Device 
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Doc No: UF/01/V1 
Page: 3 of 4 
Date : 03/04/2012 

Usability File 

Strawberry 

Medical Device 
 

 
3.3.4  Hygiene 

3.4  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. 

3.7  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. 

3.8  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/01/V1 
Page: 4 of 4 
Date : 03/04/2012 

Usability File 

Strawberry 

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) Font size 8pt Arial at a 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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11.3. Systems Level Description 
 
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. 
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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.) 



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs

      



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs

     
 



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs
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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 lbs. 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. 

 



(b)(4) Trade Secret Process - Engineering Drawings



(b)(4) Trade Secret Process - Engineering Drawings
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11.4. Photographs of Exploded Assemblies  
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STRAWBERRY CLUSTER PROBE 
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(b)(4) Trade Secret Process - Engineering Drawings



(b)(4) Trade Secret Process - Engineering Drawings



(b)(4) Trade Secret Process - Engineering Drawings
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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 
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11.6.2. Treatment Forms 
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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 

• 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 
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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. 
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12.4. Detailed Comparison to Predicate Devices 

 

12.4.1. Control Unit 

 
 
 

 
Figure 12-1 - Strawberry & Cream Low Level Laser Control Unit 

 
Figure 12-2 - I-lipo Control Unit 
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Figure 12-3 - Strawberry & Cream Low Level Laser Control Unit back side 

 
Figure 12-4 - I-lipo Control Unit back side 
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Figure 12-5 - Strawberry & Cream Low Level Laser Control Unit underneath 

 
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 

 
Figure 12-11 – Strawberry/Strawberry and Cream 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 
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12.4.6. Straps

Figure 12-16 – Strawberry/Strawberry and Cream straps 

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 
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12.4.8. Display 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
  

Figure 12-19 - i-Lipo Display 

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

 

 
 
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 12-22 - Strawberry Abdomen treatment 

 

 
Figure 12-23 - I-lipo Abdomen treatment 
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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 
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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. 

 

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

“manufacturer”, “consult users manual”. 
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Manufactured by: Distributed by: 
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New US-style warning labels will be developed. 
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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 
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13.1.3. Draft Labeling in Software  

 

Strawberry and Cream touch-screen version 

 
Figure 

13-2 - 

Strawberry & Cream Display Set time mode 

 
 
 

 

 
 

 
 

 

 
 

 

 
 

 

 
 

 

 
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”. 
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Figure 13-4 - Strawberry & Cream Display Support mode 

 
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. 



Center for Devices and Radiological Health  January 31, 2013 
 

13 Proposed Labeling  Page 13.8 

 

13.2. Cardboard Presentation Box 

 

 
Figure 13-6 – Packaging of the Strawberry unit 
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Figure 13-7 - Packaging of the Strawberry paddles, probes and leads 

 

 
Note: photograph is of European paddles showing position of laser warning 

labels, but European rather than US labels. 
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13.3. Draft User Manual 

 

    



Center for Devices and Radiological Health  January 31, 2013 
 

13 Proposed Labeling  Page 13.11 

 

 

 

 



Center for Devices and Radiological Health  January 31, 2013 
 

13 Proposed Labeling  Page 13.12 

 

 



Center for Devices and Radiological Health  January 31, 2013 
 

13 Proposed Labeling  Page 13.13 

 

 



Center for Devices and Radiological Health  January 31, 2013 
 

13 Proposed Labeling  Page 13.14 

 

 

 

 

 

 
 

 

 

 
 

 

 



Center for Devices and Radiological Health  January 31, 2013 
 

13 Proposed Labeling  Page 13.15 

 

 

 

 
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 
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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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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]. 
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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: 
10°C to 30°C Non-condensing 
humidities below 75% RH 
 
Output tolerance of Laser Diodes 
 

Measurement of uncertainty 
 
Increase in measured quantities 

<±15% Stated Probe Label Output Power 
 

5% 
 
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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15.1. 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 





(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



Center for Devices and Radiological Health January 31, 2013

15 Biocompatibility Page 15.10

15.4. ISO 10993-1 Biocompatibility Assessment 

(b)(4) Trade Secret Process - BiocompatibilityTesting
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(b)(4) Trade Secret Process - BiocompatibilityTesting
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(b)(4) Trade Secret Process - BiocompatibilityTesting
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(b)(4) Trade Secret Process - BiocompatibilityTesting
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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.



Center for Devices and Radiological Health January 31, 2013

Section 16. Software Page 16.7

16.3. IEC 62304 Software Development Report 

 
 

Strawberry Laser & 

Strawberry & Cream 
 

 

Software Development Report 
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16.4.5. Verification and Validation Activities 
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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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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. 



  

  
      

 
 

  
 



    
    

       

 

    

    

  

       

              

      

            

                

      

           

          

     

         

     

                   
    

        

             

           

                 
                  

            

        

      

    

      

       

      

                 
            

                 



          

    

 

  

  

   
     

      
  

 
       

































 

 

 

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 I 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 I can be of further assistance. 
 
Yours Sincerely  
 
 
 
 
Ian Cobley 
Director. 
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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 

 

 

February 28, 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: 

• 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: 
 

• 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-lipoTm 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  
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 

o 2 cluster Probes  
o 1 Pair of goggles  
o 2 Replacement fuses  

o 2 Keys 
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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 
 



Laser Lipo Ltd. FDA 510(k) Submission K130341 

Laser Lipo Ltd. FDA 510(k) submission K130341 

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 
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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 
 

3 
 

 

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. 

 

Sincerely, 

 
 
Ian 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 
 
 
Ian B. Cobley 
Director. 
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