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Litecure, LLC _ May 13, 2013
% Mr. Liang Lu

Quality and Regulatory Manager

250 Corporate Boulevard, Suite B

Newark, Delaware 19702

Re: K123014
Trade/Device Name: LiteCure Therapy System, Model LTS-1500
Regulation Number: 21 CFR 878.4810
Regulation Name: Laser surgical instrument for use in general and
plastic surgery and in dermatology
Regulatory Class: Class 1]
Product Code: PDZ, ILY
Dated: December 01, 2012
Received: February 22,2013

Dear Mr. Lu:
This letter corrects our substantially equivalent letter of March 29, 2013,

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments or 1o
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.
The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class I1 (Special Controls) or class lII (PMA),
it may be subject 10 additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register,
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Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801, medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); 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) 638 204! or (301) 796-710G or at its Internet address
htp://www.fda.gov/MedicalDevices/ResourcesforYow/lindustry/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
http://www.fda.gov/MedicalDevices/Safetv/ReportaProblem/default.itm 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/ResourcesforYou/Industry/default.htm,

Sincerely yours,

Mark N.Melkerson -S

Mark N. Melkerson

Acting Director

Division of Surgical Devices

Office of Device Evalvation

Center for Devices and
Radiological Health

Enclosure



K123014

Indications for Use

510 (k) Number (if known): K123014

Device Name: LiteCure Therapy System, Mode! L TS-1500
Indications for Use:

810 nm and 980nm wavelength:

LiteCure Therapy System, Mode! L TS-1500 is indicated for emitting energy in the infrared
Spectrum to provide topical heating for the purpose of elevating tissue temperature for
temporary relief of minor muscle and joint pain, muscle spasm, pain and stiffness
associated with arthritis and promoting refaxation of the muscle tissue and to temporarily
increase local blood circulation.

980nm wavelength:

LiteCure Therapy System, Model L TS-1500 is indicated for use for the temporary increase
of clear nail in patients with onychomycaosis (e.g., dermatophytes Trichephyton rubrum and
Tmentagrophytes, and/or yeasts Candida albicans, etc.).

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 Ogdati:

-

2013.03128/15:36:3% -04'00"

(Division Sign-Off) for MxM

Division of Surgical Devices

510(k) Number __K123014
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Litecure, LL.C Letter dated: March 29, 2013
% Liang Lu~

Quality and Regulatory Manager

250 Corporate Boulevard, Suite B

Newark, Delaware 19702

Re: K123014
Trade/Device Name: LiteCure Therapy System, Model LTS-1500
Regulation Number: 21 CFR 890.5500, 878.4810
Regulation Name: Infrared lamp, Laser surgical instrument for use in general and plastic
surgery and in dermatology
Regulatory Class: 11
Product Code: GEX
Dated: December 01, 2012
Received: February 22, 2013

Dear Liang Lu:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment 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).
Y ou may, therefore, market the device, subject to 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.

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/f CODRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. 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 http://www.fda.gov/cdrh/mdr/ 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/edrh/indusiry/support/index.htmi.

Sincerely yours,

R _
Mark N;f“ﬂél Kerson -5

Mark N. Melkerson

Acting Director

Division of Surgical Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



K123014

Indications for Use
510 (k) Number (if known): K123014
Device Name: LiteCure Therapy System, Model L TS-1 506
Indications for Use:
810 nm and 980nm wavelength:

LiteCure Therapy System, Model L TS-1500 is indicated for emitting energy in the infrared
Spectrum to provide topical heating for the purpose of elevating tissue temperature for
temporary relief of minor muscle and joint pain, muscle spasm, pain and stiffness
associated with arthritis and promoting relaxation of the muscle tissue and to temporarily
increase local blood circulation.

980nm wavelength:

LiteCure Therapy System, Model L TS-1500 is indicated for use for the temporary increase
of clear nail in patients with onychomycosis (e.g., dermatophytes Trichophyton rubrum and
Tmentagrophytes, and/or yeasts Candida albicans, etc.).

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 nggeglm
2013.03128[1526:3% -04'00"

(Division Sign-Off) for MxM

Division of Surgical Devices

510(k) Number K 123014
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Litecure, LLC Letter dated: March 29, 2013
% Liang Lu

Quality and Regulatory Manager

250 Corporate Boulevard, Suite B

Newark, Delaware 19702

Re: K123014
Trade/Device Name: LiteCure Therapy System, Maodel LTS-1500
Regulation Number: 21 CFR 890.5500, 878.4810
Regulation Name: Infrared lamp. Laser surgical instrument for use in gencral and plastic
surgery and in dermatology
Regulatory Class: 11
Product Code: GEX
Dated: December 01, 2012
Received: February 22, 2003

Dear Liang Lu:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced abave 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 enaciment 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).
Y ou may, therefore, market the device, subject 10 the general controls provisions of the AcL

The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulieratien.

If your device is classified (see above) into either class Il (Special Controls) or class 1 (PMA),
it may be subject to additional controls. LExisting major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDAs 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 stanites and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803}); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050,
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If you desire specific advice for your device on cur labeling regulation (21 CFR Part 801), please
g0 to http/iwww . fda.cow/AboutF DA/CentersOflices/CDRH/CDRHOfMices/ucm | 1 5809 .hun for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. 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), pleasc go to http:/Awww . fda.gav/cdrh/mdr/ for the CDRH’s Office of
Surveitlance 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

hiip:/Awww. [da.coviedrh/industry/support/index.himl.

Sincerely yours,

Mark NENTE|Kerson -S

Mark N. Melkerson

Acling Director

Division of Surgical Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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K123014

Indications for Use
510 (k) Number (if known): K123014
Device Name: LiteCure Therapy System, Model L TS-1500
Indications for Use: |
810 nm and 980nm wavelength:

LiteCure Therapy System, Model L TS-1500 is indicated for emitting energy in the infrared
Spectrum to provide topicail heating for the purpose of elevating tissue temperature for
temparary relief of minor muscle and joint pain, muscle spasm, pain and stiffness
associated with arthritis and promoting relaxation of the muscle tissue and to temporarity
increase local blood circulation.

980nm wavelength:

LiteCure Therapy System, Mode! L TS-1500 is indicated for use for the temporary increase
of clear nail in patients with onychomycosis (e.g., dermatophytes Trichophyton rubrum and
Tmentagrophytes, and/or yeasts Candida albicans, etc.).

Prescription Use X AND/QOR  Qver-The-Counter Use
(Part 21 CFR B01 Subpart D) {21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE |IF NEEDED)

Concurrence of CORH, Gffice of Device Evaluation (ODE)

Neil R Oﬁ_fg'ep)
2013,03128%15:26:31 -04'00"
(Division Sign-Off} for rom

Division of Surgical Devices

SEKK) Number  KI123014
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K Center fur Devices and Radiological |lealth
#Ia Document Conirl Center WO6OG-G609

10503 New Hampshite Avenue
Silver Spring, MD 20953-0002

December (2, 2012

LITECURE, LLC 510k Number: K123014

250C ate Blwd,
Sfliu::grpon e Product: LITECURE THERAPY SYSTEM MODEL

NEWARK, DELAWARE 19702

ATTN: LIANG LU
Extended Until: Bs/17/2013

Based on vour recent request, an extension of time has been granted for you 10 submit the additional informatien we
requested. ‘

If the additional information (Al) is not received by the "Extended Until" date shown above, your premarket
notification will be considered withdrawn (21 CFR 807.87()). If the submitter does submit a written request for an
extension. FDA will permit the 510(k) to remain on held for up to a maximum of 180 days from the daie of the Al

request.

If you have procedural questions, please contact the Division of Small Manufucturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-lree number (800)638-2041, or contact the 510k staffat
(3011796-5640.

Sincerely yvours,

Muarjoric Shulman

Director. 510(k) Program

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Iicalth

12



Jones, Ashlee *

From: Microsoft Qutlook

YT 'LIANGL@IL ITECURE.COM'

. oant: Wednesday, December 12, 2012 2:13 FM
Subject: Relayed: K123014 Extension Letter

Delivery to these recipients or groups is complete, but no delivery notification was sent
hy the destination server:

' LIANGL@LITECURE.COM' (LIANGLALITECURE.COM) <mailto:LIANGL@LITECURE.COM=

Subject: ¥K123014 Extension Lektter

13
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510(k) Extension Request for K123014

510k Number: K123014
Product: LiteCure Therapy System Model LTS-1500

U.S. Food and Drug Administration
Center for Devices and Radiological Heath

Document Mail Center - WO66-G609 FDA Chris ..

10903 New Hampshire Avenue - R

Silver Spring, MD  20993-0002 UEC 1 2 2012
Receiveq

C/O Office of Device Evaluation
Premarket Notification Section

We received FDA's additional information request about Premarket
Notification 510(k) review of our 510k.

We request for 180 days extension from the date of the additional information
request according to FDA's policy.

We would greatly appreciate the Food and Drug Administration carrying out
the above request immediate upon receipt of this communication,

LiteCure, LLC

(Signatur;;:“; E

-

(Typed Name)
AN 5 fpe
Date

/2 0f20r2
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Litecure, LLC

% Mr. M. Liang Lu

Quality and Regulatory Manager
250 Corporats Boulevard, Suite B
Newark, Delaware 19702

Re: K123014
Trade Name: Litecure Therapy System Model LTS-1500
Dated: September 10, 2012
Received: Septomber 27, 2012

Dear Mr, Lu:

We have reviewed your Section 510(k) prosnarket notification of Intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a lagally
mnarketed predicare dovice based solely on the information you provided. To complete the review
of your subinission, we raquire the following infermation:

2. Software

15



DEPARTMENT OF HEALTH & HUMAN SERVICES I'ublic Health Service

t'ood and Draug Admigismaton

10903 New Hampshire Avenug
Document Contro! Center — WOB6-GH0S
Silver Spring, MD 20993002

NOV 19 201

Litecure, L.I.C

% Mr. M. Liang Lu

Quality and Regulatory Manager
250 Corporate Boulcvard, Suite B
Newark, Delaware 19702

Re: KI23014
Trade Name: Litecure Therapy System Model LTS-1500
Dated: September 10, 2012
Received: September 27, 2012

Dear Mr. Lu:

We have reviewed your Section 510(k) premarkel notitication of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the review
of vour submission, we require the following information:

2. Software

16
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The deficiencies identified above represent the issues that we believe need to be resolved before
our review of vour 510(k) submission can be successfully completed. In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act (Act) for determining substantial equivalence of your
device.

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(1), and you have received a letter from FDA allowing vou to do
50. Il you market the device without conforming to these requirements, you will be in violation
of the Act. You may, however, distribute this device for investigational purposes to obtain
clinical data if nceded to establish substantial equivalence. Clinical investigations of this
device must be conducted in accordance with the investigational device exemption (TDE)
regulations (2] CFR 812).

if the information, or a request for an extension of time, is not received within 30 days. we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 510(k)(21 CFR 807.87(1)); therefore. all information previously submitted
must be resubmitted so that vour new 510(k) is complete. For guidance on 510(k) actions, please
see our guidance document entitled, “Guidance for Industry and FDA Stafl: [nteractive Review
for Medical Device Submissions: 510(k)s. Origital PMAs. PMA Supplements, Original BLAs,
and BLLA Supplements™ at www.fda.gov/cdrh/ode/guidance/1655. hunl.

If the submitter docs submit a wrilten request for an extension, FDA will permit the 510(k) 10
remain on hold for up to a maximum of 180 days from the date of the additional information
request.

The purpose of this document is to assist agency staff and the device industry in understanding
hew various FDA and industry actions that may be taken on 510(k)s should affect the review
clock for purposes of meeting the Medical Device User Fee and Modernization Act. You may
review this document at ‘
http:/fwww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Qverview/Medical Device
UserFeeandModemizationActMDUFMA/default. htm.,

17
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The requested information, or a request for an extension of time, should reference your above
510(k} number and should be submitted in duplicate to:

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

Silver Spring, MD 20993-0002

If you have any questions concerning the contents of the letter, please contact Kejing Chen.
Ph.D. at (301) 796-6390. If you need information or assistance concerning the IDE regulations,
please contact the Division of Small Manufacturers, International and Consumer Assistance at
its toll-free number (800) 638-2041 or at (301) 796-7100, or at its Internet address
http:/Awww.fda, gov/MedicalDevices/ResourcesforYou/Industrv/default htm,

Sincerely yours,

Neil R Ogden

Neil Ogden, M.S.
Chief, General Surgery Devices Branch Il
Division of Surgical Devices
Office of Device Evaluation
Center for Devices and
Radiological Health -

18
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Concurrence & Template History Page
[THIS PAGE IS INCLUDED IN IMAGE COPY ONLY]

Full Submission Number:

For Office of Compliance Contact Information:

htip://insideportlets.fda.gov:90 | O/portal/page? pageid=197.415881& dad=portal& schema=PORTAL&orgz=318

For Office of Surveillance and Biometrics Contact Information:

ntal& schema=PORTAL&org=423

Digital Signature Concurrence Table
Reviewer Sign-Off

Branch Chief Sign-Off

Division Sign-Off

Template Name: KI1{A) - SE after 1996

Template History:

Date of Update By Description of Update

7/27/09 Brandi Stuart Added Updates to Boiler Table

8/7/09 Brandi Stuart Updated HFZ Table

1/11/10 Diane Garcia Liability/Warranty sentence added at bottom of 1® page
10/4/11 M. McCabe Janicki Removed IFU sheet and placed in Forms

9/25/12 Edwena Jones Added digital signature format
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Payne, Melissa T*

N
Seom: Microsoft Outlock
. ‘liangl@litecure.com'
sent: Monday, October 01, 2012 10:32 AM
Subject: Relayed: K123014 Ack Letter/ E-Copy Attachment

Delivery to these recipients cr groups is complete, but no delivery notification was sent
by the destination server:

'liangl@litecure.com' {liangl@litecure.com) «mailto:liangl@litecure.coms

Subject: X123014 Ack Letter/ E-Copy Attachment
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Silver Spnng, MD 20993-0002

October Q1F, 2012

LITECURE, 1.LC 510k Number: K122014
%ﬂiﬂtfgrpomlg Blvd. Received: 9/27/2012
NEWARK, DELAWARE 19702 Praduct: LITECURE THERAPY SYSTEM MODEL

ATTN: LLANG LU

The Food and Drug Administration (FDA), Center for Devices and Radiolegical Health (CIDRH), has received
the Premarket Notification, {510(k)}, you submitted in accordance with Section 510(k) of the Federal Food.,
Drug. and Cosmetic Act{Act) for the above reflerenced product and for the above referenced 510(k) submitier.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique S10(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of vour
510(k) has been compteted or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

IPlease remember that all correspondence cencerning your submission MUST be sent to the Document Mail
Center {DMCQ) at the above letterhead address. Correspondence sent 10 any address other than the one above
will not be considered as part of your official 510(k} submissicn.

On September 27, 2007, the President signed an act reauthorizing medical device user fees Tor fiscal years 2008
- 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007, Please visit our website at

hitp:/fwww fda.poviMedicalDevices/Device Resulationand Guidance/Overview/MedicaiDeviceUserFeeandMaod
ernizationActMDUFMA/default.htm

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
thatl chooses to use a standard in the review of ANY new 510(k) needs 1o fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at

http/iwww.fda.gov/AboutF DA/ReportsManualsForms/Forms/default.him,

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(])), which cxpanded the current database
known as ClinicalTrials.gov to include mandatory registration and reparting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
{orm http:iwww tda gov/AboutF DA/RepertsManualsliorms/Forms/default.him accompany 3 10(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological




Product, and Device Applications/Submissions: Compliance with Section 402(j} of The Public Health Service Act,

Added By Title V11 of The Foed and Drug Administration Amendments Act of 2007

hitp:/Awww. fda.goviMedical Devices/DeviceRepulationandGuidance/tHlowtoMarket Y our Device/PremarketSubimissio

ns/PremarketNotifications | Ok/uem 134034 . htm. According to the drafi guidance, 510(k) submissicons that do not
cntain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Stafl’
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements™. This guidance can be found at
hitp://www.fda,sov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm08%3402 him.  Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staif entitled, "Format for Traditional and Abbreviated 510(k}s”. This guidance can be found at

hitp:/Awww . fda pov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/

ucmi84365.htm. Please refer to this guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you te provide an electronic copy of your submission. By deing
s0, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g.. 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,

lease visit our web site at )

up:Hwww. fida.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/ucm 1 34508.html. In addition, the 510(k) Program Video is now available for viewing on linc at
hup:/fwww.fda.soviMedicalDeviges/DeviceRegulationand Guidanee/HowloMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotilication5 } Ok/ucin07020 1 .htm .

Please ensure that whether you submit a 5$10(k} Summary as per 21 CFR 807.92, or a 514{k) Statement as per
21 CFR B07.93, it meets the content and format regulatory requirements.

Lastly. you should be familiar with the regulatory requirements for medical devices available at Device Advice
hitp://www fda.pov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status
5f your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their
aternet address http://www.fda. oov/Medical Devices/DeviceRepgulationandGuidance/detault.htm. [f you have
procedural questions, please contact the 510(k) Staff at (301)796-5641),

Sincerely,

510¢k) Staff
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510(k) Submission Package Checklist

Section Descriptions
N/A E-copy CD x 1
N/A Letter to FDA for this 510k
1 MDUFMA Cover Sheet
2 CDRH Premarket Review Submission Cover Sheet
3 510(k) Cover Letter
4 indications for Use Statement
5 510(k) Summary or 510(k} Statement
6 Truthful and Accuracy Statement
7 Class lll Summary and Certificaticn
3 Financial Certification or Disclosure Statement
9 Declarations of Conformity and Summary Reports (Abbreviated 510(k)s)
10 Executive Summary
11 Device Description
12 Substantial Equivalence Discussion
13 Proposed Labeling
14 Sterilization/Shelf Life
15 Biocompatibility
16 Software
17 Electromagnetic Compatibility/Electrical Safety
18 Performance Testing — Bench
19 Performance Testing — Animal
20 Performance Testing — Clinical
21 Kit Certification
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LITEC-URE .,

250 Corporate Blvd., Suite B,
Newark, Delaware 18702 USA

09/10/2012

U.S. Feod and Drug Administration

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

Silver Spring, MD 20993-0002

Dear Madam/Sir:

Sincerely,

Liang Lu

LiteCure, LLC

Phone: (302) 709-0408 Ext: 1540
Fax: (302} 709-3903

Email: liangl@litecure.com

FDA CDRH DMC
SEP 27 2017

Received
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Site: null Page 1 of 1

Form Approved. OME No. 0910-511. See Instructions for OMB Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES :
Po00 i DR A AATON rane pameoo e Tl
MEDICAL DEVICE USER FEE COVER SHEET o Y

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courler, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
hittp:/iwww.fda gowoe/mdufmalcoversheel. htmi

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and poslt office code) Liang Lu
2.1 E-MAIL ADDRESS
LITECURE LLC . _
260 Corporate Bivd., Suite B SRR N
e PE 1o 2.2 TELEPHONE NUMBER (include Area code)
Us 302-7080408 1540
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)

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 foliowing web site: hitp//www.fda.gov/oc/mdufma

Select an application type: 3.1 Select a center

[X] Premarket notification(510(k)); except for third party [X] CORH

[ 1 513(g) Request! for Information [1CBER

| ] Biologics License Application (BLA) 3.2 Select one of the tvpes below
[ ] Premarket Approval Application (PMA) [X] Original Application

[ ] Modular PMA Supplement Tvpes:

| ] Product Development Protocol (FDP) [ | Efficacy (BLA)

| | Premarkel Report (PMR) [ ] Panel Track (PMA, PMR, PDP)
[ ] Annual Fee for Periodic Reporting (APR) [ ] Real-Time (PMA, PMR, PDP)

| ] 30-Day Notice [1180-day (PMA, PMR, PDP)

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

[1YES, | mest the small business criteria and have submitted the required [X] NO, | am nol a small business

qualifying documents to FDA
4.1 If Yes, please enler 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?

[X] YES (Al 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 approvaliclearance 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
hitphwww fda.govicdrivmdufma 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 |s the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support
Including any affiliales conditions of use for a pediatric population

[ ] This biologics application is submitted under section 351 of the Public {1 The application is submitled by a state or federal

Health Service Act for a product licensed for further manufacturing use only goveme1 Ian;ye ity for a devies et & not to be distibuted

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE INA
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 premarkel approval application (PMA).

] YES [X] NO

PAPERWORK REDUCTION ACT STATEMENT

Public reporting burden for this collection of information s 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.

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, axcept as it pertains to comments on the burden estimate.]

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

(X tan 2012

Form FDA 3601 (01/2007)

“Close Window”" Print Cover sheet
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Site: null Page 1 of |

Form Appeored: ONB Na 0516-811. Soe Insrucuions for UM Stamemen

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOQD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER:
Write the Payment Identification number on your check,

A completed cover shee! must accompany each original zpplication or supplement subject to fees. If paymeant is sentby U.S. mall or
courier, please include a copy of this completed farm with payment. Payment and mailing instructions ¢an ba found at:
httaiivavw ida gevioc/mdufmaltcovarsheat html

1, COMPANY NAME AND ADDRESS (inciude name, street 2. CONTACT NAME
address, Gity state, ¢ountry, and post office code} Liang Lu
2.1 E-MAIL ADDRESS
LITECURE LLC , liangl@ltecure.com
250 Corporate Bl Suite B 22 TELEPHONE NUMBER (include Area cods)
us 302-7050408 1540
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE {(FAX) NUMEER (Include Arez code)

3. TYPE OF PREMARKET APFPLICATION (Select one of the following in each column; if you are unsure, please refer to the apglication
descriplions 2t the following web site: hitp:fiwww fda goviec/mdufma

Select an application type: 3.1 Select a center

£X) Premarket natification(510¢k)); except for third party (X) CORH

[ ] 513ig) Request for Information (]CBER

| } Biolegics License Application (BLA} 3.2 Select one of the types below
| ] Premacket Approval Application (PMA) [X] Original Application

[ 1 Modular PMA Supplgment Types:

| 1 Product Development Protocol (PDP) [ ] Efficacy {BLA)

| ) Premarkat Rapart (PMR) [1Panel Track (PMA, PMR. PGP)
| ] ~Annual Fee for Perodic Reporting (APR) [ ] Real-Time {PMA, PMR, FDP}

| 1 30-Day Notice [ ] 180-day {PMA, PMR, POP)

4. ARE YQU A SMALL BUSINESS? (See the instruciions for more information on determining this siatus)

| YES. | meet the smalt business criteria and have submiited 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. FDAWILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT IS DUE TO FOA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARFE DUE TQ FDA?

[X) YES (Al of our establishments have regislered and paid lhe fee, or this is our first device, and we will register and pay the fee vithin
30 ¢ays of FDA'S approvaliclearance of this device.)

[1 NO (If "NO," FDA will not accept your submission until you have paid all fees due 1 FDA. This submission will nct be processed; see
http-fiwww.fda.govicdrh/mdufme for additional infarmation}

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF 5O, CHECK THE
APPLICABLE EXCEPTION.

[ ] This application is the first PMA submilted by 2 qualified small business, []The sole purpose of the applicalion is to supporl
including ary affiliates conditions of use for a pediatric population

[1 The application 15 subrmttad by a state or federal
government enlity for a device that is not to be distributed
commercially

[ ] This biolegics application is submitted under section 351 of the Pubic
Heeallh Service Acl fer a product licensed for further manufaciuring use only

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FCOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If 50, the application is
subject to the fee that applies for an original premarket approval application {FMA).

[1YES [XINO

PAPERVWORK REDUCTION ACT STATEMENT

Public reporting burden for this colleclion of information s estimaled 10 everage 18 minutes per response, including tha timea for raviewing
nstiuctions, searching existing data sources, gathering and maintaining the data needed, and completing and reviswing the collection of
information. Send comments regarding Ihis burden estimate or any other aspect of this colleclion o! infarmation, including suggestions far
reducing this burden, 1o the address below.

Depertment of Heallh and Human Services, Food and Diug Administration, Office of Chief Information Cfficer, 1350 Pizcard Drive, 4th
Floar Rockwille, MD 20850
[Please do NOT return this form to the above address, except as it partains to comments on the burden estimalte ]

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATICN
_ 11-Jun-2012

Feem BISA #5061 (00/2007)

"Close Wirklew”  Prinl Cover sheel
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OM8 No. 8010-0120
Expiration Date: August 31, 2010,
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OM3 Statement on page 5.

Date of Submissicn Mr FOA Submission Document Number {if known)
1/20]2

“aéCTION A TYPE OF SUBMISSIO
PMA PMA & HDE Supplement PDP 510(k) Maeting
E] Original Submission D Regular {180 day) D Original POP E Criginal Submission: ] Pre-510(K) Megting
D Premarket Repont D Special D Notice af Comgletion E ‘Fraditional D Pre-IDE Meeting
(] Modutar Submission | [_] Pznel Track (PMA ©nly) | L] Amendment to PDP [] speciar ] pre-Pma Meeting
D Amendment g 30-day Supplement D Abbreviated (Cemplete D Pra-PDP Maeting
[J report [C3 30-day Notice section |, Page 5 [_] Day 100 Meeting
() Report Amendment | [] i35-day Suppterent L] Additional Informatian [] Agreement Meeting
] Licensing Agreement | [] Real-time Review [ Third Pany ] petermination Meeting
[ amendment to PMA [ other (specity)
&HDE Supplement
D Other
IDE Humanitarian Cevice Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE} Cilass |l Designation
[ original Submission | [ Original Submission [[] original Susmissicn B {De quo_} [] s13¢9)
- " . 1 Original Submission
EI Amendment D Amendment [:] Additional Inforimation D Additional I . ther
D Supplement D Supplemant tional Information {describe submission):
[ report
D Report Amendment
Have you used or cited Standards in your submission? Eﬁ Yes E] No (i Yes, pinass complale Section |, Page 5)
SECTION B SUBMITTER, APPLICANT OR SPONSCR
Company / Institution Name Establishment Registration Number {if knowvn)
LitcCurc, L1.C - 306268867
Civision Name (if applicable) Phone Number (including area code) —

{ 302 )7090408 Ext 1540

Street Address FAX Number (ingiuding ares codg)

250 Comorate Blvd. Suite 3 { 302 )7093903

City State / Province ZIPfPoslal Code Country
Newark Delaware 19702 LISA
Conlact Name

Liang lu

Canlact Title Contact E-mail Address

Quality and Regulatory Manager Liangliglitecure.com

SECTIONC APPLICATION CORRESPONDENT (e.g:, consultant, if different from above)
Cempany / Institution Name

Division Name {if applicable) Phone Number {intiuging area cods)
( )
Street Address FAX Number (including aree code)
( )
City Slate { Province Z|P{Poslal Cede Country
Contact Kame
_.ntact Title Contact E-rnail Address
FORM FDA 3514 (9/07) PAGE 1 of § PAGES

3 9 PEC Grpghks (W13 H3-H4 EF



SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

[ withdrawal
1 additional or Expanded Indications
raques! for Extension
|_| Past-appraval Study Protocol
[:l Requesl for Applicant Hold
[:[Request for Removal of Applicant Hold
D Request to Remaove or Add Manufacturing Site

|:| Change in dasign. componen, or
specification:

|:| Software / Hardware
] color Additiva

D Material

D Specifications

] other (specify befow)

|:| Location change:
D Manufacturer
D Sterilizer
D Packager

D Process change:
D Manutacturing
[] stesitization
D Packaging
D Dther (specify hefow)

[:I Labeling change:
{] indications
El Insiructions
D Perfarmance
] shetf Lite
E:l Trade Name

D Response to FDA commrespondence:

D Other fspecity below

D Raport Submissicon:
D Annual or Periodic
D Post-approval Study
Adverse Reaction
[:] Device Defact
[:I Amendment

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

L___I Other Raeason (specify):

SECTION D2 REASON FOR APPLICATION - IDE

[:I New Device

" New Indication
. Addition of Instilution
|:| Expansion / Extension of Study
{_] IRB Ceriification
D Termination of Study
[:[ Withdrawal of Application
|:| Unanticipated Adverse Effect
D Natification of Emergency Use
|:| Campassionate Use Request
I:l Treatmeni IDE
|:| Continued Access

D Change in:
D Correspondent / Applicant
D Design / Davice
D Informed Consent
D Manufacturer
E] Manufaciuring Process
D Protocaol - Feasibility
D Protacal - Other
E] Sponsor

D Report submission:
Current Investigator
E:I Annual Progress Repert
(1 site waiver Repart

] Final

D Repose to FOA Latter Conceming:
Conditional Approwval
Deemed Approved
D Deficient Final Report
D Deficient Progress Report
D Deficient Investigator Repert
D Disapproval

D Request Extension of
Time (o Respond to FDA

D Request Meeting
[:I Request Hearing

‘D Other Reason {$pacify):

SECTION D3

New Device

REASON FOR SUBMISSION - 510(k)

[ additional or Expanded Indications

D Change in Technology

D Other Reason {specify).

FORM FDA 3514 {8/07)
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SECTIONE ADDITIONAL INFCRMATION ON 510{K) SUBMISSIONS :

Product codes of devices 10 which substantial equivalence is claimed Summary of, or statement concerning.
e sefely and effecliveness informalion
1LY 2| GEX 3 4
< 510 {x) summary atiached
- 8 7 8 [ 510 {K) statemen:
srmation on devices to which substantial equivalence is claimed {if knowr)

510tk) Nurmber Trade or Proprietary or Modal Name ] Manuiacturer
1] K1G3511 1| LiteCure Therapy System, Model L'ES-1500 1| LiteCure, LLC
2| KI110375 2| Blueshine's GOLI? scries 2| Blueshine s
3 3 3
4 4 4
5 5 5
L] 6 6

SECTION F PRCDUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual narie or classification
Infrared Lamp, Powered Laser Surgical Instrument

rrade or Proprietary or Madel Name for This Device Model Number
1| LiteCure Therapy System 1] L'TS-1500
2 2
3 K]
4 4
5 5
FDA document numbers of all pricr related submissions (ragardiess of autcoma)
1 2 k] [] 5 4]
7 B a 10 11 12
Data In¢luded in Submission

E Laberatory Testing [:l Animal Trials |:| Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Preduct Code C.F.R. Seclion {if applicable) Deavice Class
LY. GEX 390.5500
9901810 [ class1 B4 class 1

Classification Panet I:’ Class it |:| Undclassified

Physical Medicine
Ceneral and Plastic Surgery Devices

41

FORM FDA 3514 (9107} PAGE 3 of 6 PAGES



Indications (from fabefing)
%10nm and 980nm wavelength:
LiteCure Therapy System, Model L'ES-1500 is indicated for emitting energy in the infrured Spectrom to provide topical heating Tor the purpose of
elevaling tissue temperature for temporary relief of minor muscle and joint pain, muscle spusm. pain and stiffness associated with arthritis and
promoting relaxation of the muscle tissie and 10 temporarily increase local blond circulation,
nm wavelenght:
weCure Therapy System. Model LT8-1500 is indicated for use for the temporary  increase of clear nail in patients
with onychomyeosis {e.g.. dermatophytes “Irichophyion _nibrum and Tmentagrophytes. smdfor yeasts Candida albicans. ete.).

42
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FDA Document Number (if known}

Note: Submission of this infermation does not affect the nead {o submil a 2891
ar 2881a Device Establishment Registrafion form.

SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION
r Facility Establishment Identfier (FEI) Number

E Manufaciurer |:| Contract Sterlizer

Qriginal 3006268867
[ ] Add D Delete D Contracl Manutacturer D Repackager / Relabaler
Company { Institution Name Establishment Registration Number
LiteCure, LILC JOO62ORRHLT
Divisicn Name {if applicable) Phone Number {including area code)

{302 ) 7090408 Ext 1540

Street Address FAX Number {including area code;}

250 Carporate Blvd., Suiie B { 302 } 7093903

Cily Slate { Province ZIP{Posial Code Country
Newurk Delaware 19702 usa
Conlact Name Conlact Title Contach E-mail Address

Liang Lu Quality and Regulatory Mumger lianglilitecure, com

Facllity Establishment tdenlifier {FEI) Numbsar
[:] Criginzl [:I Manufacturer D Contract Slerilizer
D Add D Delete |:| Contract Manufatturer D Repackager / Relabeler
Company / Institut:on Name Establishment Ragistration Number
Division Name (if applicable) Phaone Number {including aroa coda)
( )
|~ Strect Address FAX Number (including srea cade)
( )
City State / Province ZIP{Postal Code Country
Contacd Name Contact Tifle Centad E-mail Address

. Facility Establishment Identifier {FEI} Number
D QOriginal |:| Manufacturer D Contract Sterilizer
|:| Add D Delete |:| Coniract Manufacturer |:| Repackager / Relabaler
Company / Institution Name Eslablishment Registration Rumber
Division Name {f applicable) Phene Number {including area code)
( }
Street Address FAY, Number (including area code)
{ )
City Slate / Province ZIP/Postal Code Country
tact Name Gantact Title Contact E-mail Address

FORM FDA 3514 (9/07) 43 PAGE 5 of 6 PAGES



SECTIONI UTILIZATION OF STANDARDS

Note: Complete this section if your apslicalion or submissian cites standards ar inciudes a "Declaration of Conformily lo 8 Recognized Standard”
slatement.
Standards Ne. Standards Standards Title Version Date
QOrganization
606311 IEC Medical clectrical equipment - Part T:General 2nd Edition 12/30/1988
1 requirements for safety (2nd Edition)
Standards No. Standards Standards Title Version Date
Organization
60601-1 IEC Medical electrical equipment - Pan t:General Amendment | /1371991
2 requirements for safety (Amendment 1)
Standards No. Standards Standards Title Version Date
Crganizaticn
60601-1 IEC Medical electrical equipment - Part 1:General Amendment 2 371995
3 reguirements for safety {(Amendment 2)
Standards No. Standards Standards Title Version Date
Qrganization
606001-1-2 IEC Medical electrical equipment - Part 1-2; General Edition 2 1/1/2001
4 requirements for basic safety and essential
performance - Collateral standard: Electromagnetic
compatihility - Requirements and tests
(Edition 2:2001)
Standards No. Standards Standards Title Version Date
Qrganization
60601-1-2 IEC Medical electrical cquipment - Part 1-2: General Amendment | 1/1/2004
5 requircments for basic safety and essential
perfonmance - Collateral standard: Electromagnetic
compatibility - Requirements and tests
(Amendment 1:2004)
Standards No, Standards Standards Title Varsion Date
Crganization
60601-2-22 IEC 1993, 2nd Edition, Medical electrical equipment - Ed. 2.0 117871995
] Part 2: Particular requirements for the safety of
diagnostic and therapeutic laser equipments
Standards No. Standards Standards Titde Version Gate
Organization
60825-1 1EC Ed. 2.0 {2007}, Salety of laser products - Part 1 Ed. 2.0 3/30/2007
7 Equipment classificztion, and requirements
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is cslimated to average 0.5 hour per response, ncluding the time for revicwing instructions, searching
existing data sources, gathering and maintaining the data needed, ond completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspeet of this collection of information, including suggestivas for reducing this buzden to:
Fouod and Brrug Adminisiration
CDRI (1H17-342)
- 9200 Corpoerate Blvd.
Rockville, M2 20830
A agency may wof condict or spansor, aud @ persen is nof reguired to respond ro, o collection of infornntion uniess it displays @ correnely valid OME convrol

FORM FDA 3514 (9/07)
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SECTICNI UTILIZATION OF STANDARDS

Note: Complete this section if your applicalion or submission cites standards or includes a *"Declaration of Conformity 1o a Racognized Standard”
stalemant.

Standards Ne. Standards Standards Title Version Date
QOrganization
10993-] (S0 Biological evaluation of medical devices - Part |: Edition 4 10/13/2009
1 Evaluation and testing within a risk management
process
Standards No. Standards Standards Title Wersion Date
QOrganization
10993-5 150 Biclogical evaluation of medical devices - Part 5: Edition 3 57202009
2 Tests for In Vitro cytotoxicity
Standards No. Standards Standards Title Version Date
Crganization
10993-10 150 Biological cvaluation of medical devices -~ Part 10: Edition 2 17172002
3 Tests for irritation and dezlayed-type hypersensitivity
Standards No. Standards Standards Titla Version Date

Crganization

4
Standards No. Standards Standards Title Version Date
Qrganization
5
Standards No. Standards Standards Title Version Date
QOrganization
8
Standards No. Standards Standards Tille Version Date
Crganization
7

Please include any additional standards to be cited on a separate page.

Fablic reporting burden for this collection of information is estimated 1o average 0.5 hour per response, including the time for revicwing instructions, scatching
existing dala sources, gathering and maintzining the data needed, and completing reviewing the gollection of information. Se¢nd comments regarding this burden
estimale er any other aspect of this collection of information, including suggestions for reducing this burden to)

Food and Drug Adminisiration
CDRI{TFE-342)

9200 Corporate Blvd.
Rockxille, MD 20850

A ageney may nof condiect or spansor, aid @ persen is nof required (o respond 1o, a collection of inforntatinn unless it displavs @ corrently valid OMEB control
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Section3 510(k) Cover Letter Y 1Y 30/

510(k) Notification

510{k) Notification Submitter:

LiteCure, LLC FDA CDRH DMC
250 Corporate Blvd., Suite B

Newark, Delaware USA 19702 SEP 27 2012
Official contact person authorized by the submitter: Received }/,12/

Liang Lu

LiteCure, LLC

250 Corporate Blvd., Suite B, Newark, Delaware 18702 USA

Phone: (302) 709-0408 Ext 1540 Fax: {302) 709-3903 Email: liangl@Ilitecure.com

Type of 510(k) submission: Traditional

Tradel/Device Name: LiteCure Therapy System, Model LTS-1500

Common Name of Device: Infrared Lamp, Powered Laser Surgical Instrument
Recommended classification regulation: 21 CFR 880.5500 and 21 CFR 890.4810
Class: ||

Panel; Physical Medicine, General and Plastic Surgery Devices

Product code: ILY, GEX

Basis for the Submission
The basis for the 510(k) Notification is based on the special 510(k}. The modification does not
affect the intended use of the device or alter the fundamental scientific technology of the device,

Design and Use of the Device

Question YES

rd
o

Is the device intended for prescription use (21 CFR 801 Subpart D)? * X

|s the device intended for over-the-counter use (21 CFR 807 Subpart C)? *

Does the device contain components derived from a tissue or other biologic
source

Is the device provided sterile

Is the device intended for single use

Is the device a reprocessed single use device

If yes, does this device type require reprocessed validation data?

Does the device contain a drug?

Does the device cantain a biologic?

Does the device use software? X

Does the submission include clinical information?

|3 xx%xxx » [

Is the device implanted?

*A device may be intended for both prescription and aver-the-counter use. If 50, the answer 1o both of these questions is yes.
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Indications for Use

510(k) Number (if known):
Device Name: LiteCure Therapy System, Model LTS-1500

Indications for Use:

810nm and 980nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicated for emitting energy in the infrared
Spectrum to provide topical heating for the purpose of elevating tissue temperature for
temporary relief of minor muscle and joint pain, muscle spasm, pain and stiffness associated
with arthritis and promoting relaxation of the muscle tissue and to temporarily increase local
blood circulation.

980nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicated for use for the temporary increase of
clear nail in patients with onychomycosis (e.g., dermatophytes Trichophyton rubrum and
Tmentagrophytes, and/or yeasts Candida albicans, etc)).

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)
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Premarket Notification 510(k) Statement

(As Required By 21 CFR 807.93)
1 certity that, in my capacity as Quality and Regulatory Manager of LitcCure,

LLC I will make available all information included in this premarket
notification on safety and effectiveness within 30 days of request by any
person if the device described in the premarket notification submission is
determined to be substantially equivalent. The information | agree to make
available will be a duplicate of the premarket notification submission,
including any adverse safcty and effectiveness information, but excluding all
patient identifiers, and trade secret and confidential commercial information,

as defined in 21 CFR 20.61.

(Sigﬁlure of Certifier)
AN L
(Typed Name)
G/r2/ze>
(Date)

NONE
*(Premarket Notification [510(k)] Number)
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Section6 Truthful and Accuracy Statement

Premarket Notification Truthful and Accurate Statement
[As Required by 21 CFR 807.87(k)]

| certify that, in my capacity as Quality and Regulatory Manager of LiteCure, LLC, |
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.

=

(Sigeattire)

Liang Lu

(Typed Name)

I/ r0/20/ -

(Date) /

AN

*(Premarket Notification [510(k}] Number)
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Section7 Class lll Summary and Certification

Premarket Notification Class lll Certification and Summarry

[As Required by 21 CFR 807.94]
{To be submitted when claiming equivalence to a Class lli device)

NOT APPLICABLE

54
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Section8 Financial Certification or Disclosure Statement

NOT APPLICABLE
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Section9 Declarations of Conformity and Summary Reports
(Abbreviated 510(k)s)

NOT APPLICABLE
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Section 11 Device Description

Device Description

LiteCure Therapy System, Model LTS-1500 is a compact medical laser system. The laser
light delivery system consists of a flexible optical fiber threaded through a lightweight
handpiece. Activation occurs when the operator enables the laser and presses the
foot/finger switch. Depending on laser system configuration, the foot/finger switch can
function as on/off switch. A touch-screen display panel allows the operator to adjust or set
laser output level. The laser can operate in continuous wave mode or controlled pulse
mode.

NOTE:

LTS-1500 treatment laser output has two wavelengths (810nm and 980nm). User can
choose the either dual wavelength (810nm& 980nm) or single wavelength (980nm) by
settings on touch screen display.

Intended Use
810nm and 980nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicated for emitting energy in the infrared
Spectrum to provide topical heating for the purpose of elevating tissue temperature for
temporary relief of minor muscle and joint pain, muscle spasm, pain and stiffness associated
with arthritis and promoting relaxation of the muscle tissue and to temporarily increase local
blood circulation.

980nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicated for use for the temporary increase
of clear nail in patients with onychomycosis (e.g., dermatophytes Trichophyton rubrum
and Tmentagrophytes, and/or yeasts Candida albicans, etc.).

Main Unit

Front View

Emergency
Power Off
Switch

Display and Touch
Screen

Display LED

Indicator

Non
Interlocked
- Protective
Housing
Label
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Section 11 Device Description

Model

LTS-1500

Laser type

Solid State laser {Class IV)

Treatment laser wavelength

810+/-10nm, 880+/-10nm

Aiming beam wavelength

650+/-15nm

Aiming beam power

3. 5mW+-1.0mW

Maximum output power

15W @ aperture of hand piece

Output port

Hand piece

Operating modes

Continuous Wave (CW)

Pulse Wave (50% duty cycle)
2, 10, 20, 100, 200, 500, 1000, 2500, 5000, 10000Hz

Audio warning signal level

45 to 60 dB

Cooling

Thermal Electrically Cooled with Forced Air

Weight

<30 Ibs

Dimensions

413mm(L)x264mm{W)x257mm(H)

Power requirement

100-240V~ 50/60Hz 400VA

Operation temperature

10Cto35 C

Storage temperature

20 Cto70°C

&5
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Section 11 Device Description

Rear View

Laéer Emission

Label
AR Ee——
B o -
e Ll E———— Y
EaEes————n ST
—— ave—

. pememf -]
| Key Switch —_— — AC Power Cord

eS— Reoeptacle

Foot Switch

Receptacle

Reserved USB Port
and Ethernet Port
Not In Use

DB9 Connector Port
Manufacturer Use ONLY

Finger Switch
Receptacle

Handpiece Fiber
Receptacle
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Section 11 Device Description

Warranty Seal Label

Interlock Receptacle

*CONFIDENTIAL*
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Section 11 Device Description

. Emergency Power Off Switch

This Emergency Power Off Switch shall stop the emission of laser output as fast as
possible to prevent danger to any person.

. Display LED Indicator

The LED provides a visual indication when the display is on.

. Handpiece Fiber Receptacle

The handpiece fiber receptacle permits the fiber insertion.

. Finger Switch Receptacle

The finger switch receptacle permits the finger switch connector insertion,
. Key Switch

This switch uses a key to prevent unauthorized unit operation. The key will not be
removable in the on position. It will be remavable in the off position.

. Safety Interlock

The unit will need a closed circuit to operate. This switch cuts off laser energy only. The
power to the internal circuitry and displays will remain on.

. Footswitch Receptacle

The footswitch receptacle permits the footswitch connector inserticn.
. AC Input Power Cord Receptacie

100-240 VAC/ 50-60Hz Power Cord connection.
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Section 11 Device Description

Accessories
Hand Piece

Hand Piece Handle with Finger Switch

Finger Switch
Connector

*CONFIDENTIAL*




§ection 11 Device Description

." -
Small Cone Small Ball Large Ball Large Cone J

*CONFIDENTIAL*
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Section 11 Devicg Description

Unit: mm
Hand Piece Handle + Finger Switch + Small Cone

Unit: mm

Hand Piece Handle + Finger Switch + Small Ball

*CONFIDENTIAL*



Section 11 Device Description

Unit: mm

Hand Piece Handle + Finger Switch + Large Ball

Unit: mm

Hand Piece Handle + Finger Switch + Large Cone




Section 11 Device Description

Foot Switch

Finger Switch

Power Cord
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Section 11 Device Description

Laser Safety Eyewear
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Section 11 Device Description
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Section 11 Device Description
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Section 11 Device Description

Warranty Seal Label

L.abels are positioned cn the underside of the laser device in such a way that any
attempt to open

IF SEAL
IS BROKEN

Optical Fiber Applicator Label

Laser Emissions Label

Emergency Laser Off Label

Finger/foot Switch Label

Remote Interlock Connector Label
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Section 11 Device Description

ETL Mark Label

EMERG 0 EUROPE
Malen straat 15
0086

2513 EH,The Hague
The Nethetfands
Phone- +31.70 345 BST0

Fax: +31.70.346.7290

Thig laser product complies with 21 CFR 1040,10 and
104011 except for deviatfons pursuant ia Laser Notice

No. 50, dated July 26, 2004

‘\11 Rrg

QD)

XAXKHXAK

Fuse Label

AC Power Input Label

ETL CLASSIFIED

GONFORMS 10
UL STD 606011

§ CERTIFIED TO
CANICSA STD
€22.2 No. 61.1

———-FaaL250v

100-240V~ 50/60Hz 400VA

Protective Earth {Ground) Label (Inside device)

Mains ON Label

Mains OFF Label
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510(k) SUMMARY JAR 205 il

Applicant

LiteCure, LLC
250 Corporate Blvd., Suitc B
Newark, Delaware 19702

Tel: 302-709-0408
Fax: 302-709-0400

Date

November 11, 2010

Correspondent

Liang Lu
Quality and Repulatory Manager

Device Name

LiteCure Therapy System, Model [LTS-1500

Classification

Infrared Lamp, 21 CFR 890.5500

Predicate:

» K070400, LC THERAPY, MODEL LCT-1000, LiteCure, LLC
»  K091497, K-LASER K-1200, MODEL 12 W, ELTECH, S.R.L.

Description

LiteCure Therapy System, Model LTS-1500 is a compact medical laser
system. The laser light delivery system consists of a flexible optical fiber
threaded through a lightweight handpiece, Activation occurs when the
operator enables the laser and presses the fool/finger switch. Depending on
laser system configuration, the fool/finger switch can function as onfoff
switch. A touch-screen display panel allows the operator to adjust or set
laser output level. The laser can operate in conlinuous wave mode or
controlled pulse mode.

Intended Use

LiteCure Therapy System, Model LTS-1500 is indicated for emitting
energy 1n the infrared Spectrum to provide topical heating for the purpose
of elevating tissue lemperature for temporary relief of minor muscle and
joint pain, muscle spasm, pain and stiffness associated with arthritis and
promoting relaxation of the muscle tissue and to temporarily increase local
blood circulation.

Contraindications

* Do not apply infrared light to abdominal or lurnbosacral points in
pregnant females.

s Do not apply infrared light to the epiphyseal lines in children.

» Do not apply infrared light to the thorax or over the pacemaker iself
in patients with pacemakers.

* Do not apply infrared light over the thyroid gland, ovaries and
testicles.

# Do not apply infrared light to patients who are taking drugs that have
heat or light sensitive contraindications, such as but not Limited to
cerfain types of steroids.
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Warning

Warning: Use carefully. May cause serious burns. Do not usc over
sensitive skin area or in the presence of poor circulation. The
unattended usc of this device by children or incapacitated persons may
be dangerous.

NEVER look directly into the distal end of the optical fiber connected
lo an active laser device, direct the {aser light directly into the eyes, or
direct the iaser heam at anything other than the area to be treated
WITH or WITHOUT the appropriate laser-emission protective
eyewear. Indirect or direct eye contact with the output beam or at
scattered laser light from any reflective surfaces from the laser will
cause serious damage, irreparable cormneal and/or retinal damage, and
possible blindness to one or both eyes.

DO NOT allow any reflective object to fall into or obstruct the path of
the laser enerpy produced by this device. Scattered or reflected lascr
encrgy can cause serious damage to eyes. The operator, all assistants,
and the paticat must remove all refiective objects (such as rings, metal
waichbands, and jewelry) prior to treatment with this device. Indirect
or dirccl eye contact with the output beam or at scattered laser light
from any reflective surfaces from the luser will cause sericus damage,
irreparable corneal and/for retinal damage, and possible blindness to
one or both eyes,

DO NOT remove protective eyewear until the operator returns the
laser device to Standby mode.

DO NOT use the System Controls or performance of procedures other
than those specified in this manual may result in hazardous radiation
cxposure.

DO NOT attempt to gain access Lo any intemal device component.
THERE ARE NO USER-SERVICEABLE COMPONENTS inside
this laser device. Doing so may cause serious and/or ireversible
tnjury.

AVQID THE USE of flammable solvents, anesthetics, oxidizing gases
such as nitrous oxide (N;O) and oxygen or endogenous gases. The
high temperatures produced in normal use of the laser equipment may
ignite some material, for example cotton or woal, when saturated with
oxygen. The solvents of adhesives and flammable solutions used for
cleaning and disinfecting should be allowed to evaporate before the
laser equipment is used.

FAILURE TO COMPLY with all safety instructions and warnings
may expose all participants to harmful levels of laser radiation andfor
dangerous levels of electrical current.

Cautions:

Never allow untrained personnel {0 operate this advice unless directly
supervised by a properly trained and experienced individual

The protective eyewcar supplied with this device has an optical
density rating >5 in the 350nm~2000nm (see specification sheet)
region. All personnel present during device operation must ware this
eyewenr. Contact LiteCure, LLC at 302-709-0408 to purchase
additional sets of protective eyewear for this device.

“O
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Caution | » Select a secure, properly equipped, and well-ventilated location in
continued which to install and operate the laser.

+ Place “Laser in use” signs al location entrances where people will use
the LitaCure, LLC. laser device.

»  Always put the laser in Standby mode or switch the device off prior to
adjusting or preparing, the wand or fiber optic.

¢ Never leave this device in the READY mode unatiended. See the
STANDBY to READY Mode in the Operations section of this
manual.

s Remove the key from the device’s key switch when not in use to
preven! unauthorized and/or unqualified use of the device as well as
inadvertent laser emissions,

¢ Turn the device off before relocating equipment in the same vicinity.

» Never press the foot/finger switch without first verifying the safe
orientation and proper positioning of the handpiece and distal end of
ihc optical fiber and ensuring compliance to all safety precautions.

¢ During any laser procedure, do not allow any nonessential personnel
into the treatment area.

* Never allow the untrained personnel to operate this device unless
directly supervised by a properly trained and experienced individual.

¢  ALWAYS clean the SMA fiber tip before inserting into the SMA
emission port. A dirty tip could result in damage to the unit.

* Federa! law (USA) restricts this device to sale by or on the order of a
physician.

Substantial | The LiteCure Therapy System, Mode! LTS-1500 is as safe and effective as
Equivalency | the predicate devices. The LiteCure Therapy System, Model LTS-1500 has
Information | the same intended uses and similar indications, technological

characteristics (such as wavelength, laser safety class, etc), and principles
of operation as its predicate device. The minor technological differences
between the LiteCure Therapy Systent, Model L'TS-1500 and its predicate
devices raise no new issues of safety or effectivencss. Thus, the LiteCure
Therapy System, Model LTS-1500 is substantially equivalent to the device
it was modified from, MODEL LCT-1000, and another predicate device,
K-LASER K-1200.

Technological
Characteristics

The device is subject to the following voluntary consensus standards:

» [EC 60601-]1 Medical Electrical Equipment - Part 1: General
Requirements for Safety, 1988; Amendment 1, 1991-11, Amendment
2, 1995 (2nd Edition); '

s [EC 60601-1-2 Medical Electrical Equipment - Part 1-2: General
Requirements for Safety - Collateral standard: Electromagnetic
Compatibility - Requirements and Tests (Edition 2:2001 with
Amendment 1:2004);

» [EC 60601-2-22 1995, 2nd Edition, "Medical electrical equipment -
Part 2: Particular requirements for the safety of diagnostic and
therapeutic laser equipment"

« [EC 60825-1 Ed. 2.0 (2007), Safety of laser products - Part 1:
Equipment classification, and requirements.
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,_/é DEPARTMENT OF HEALTH & HUMAN SERVICES Tublic Health Secvice

Faod and Drug Adininistration
10903 Wew Hamipshire Avenic

Document Control Room -W066-G609

Silver Spring, M2 20993-0002

liteCure, LI.C s
%% Mr. Liang Lu JEH 25 A
Quality and Regulatory Manager

250 Corporate Boulevard, Suite B

Newark, Delaware 19702

Re: K103511 :
Trade/Device Name: LiteCure Therapy System, Model LTS-1500
Regulation Number: 21 CFR 820.5500
Regulation Name: Infrared lamp
Regulatory Class: Class 11
Product Code: LY
Dated; December 28, 2010
Received: January 03, 2011

Dear Mr. Lu:

We have reviewed your Scction 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in intersiate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or 10
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not requirc approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general centrols 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 nol evaluate information related 10 contract liability
warranties. We remund you, however, that device labeling must be truthful and not misleading.

If your device is classified (sce above) into cither class 1T (Special Controls) or class Il (PMA), it

may be subject to additional controls. Existing major regulations affecting vour device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to $98. In addition, FDA may
pubhsh further announcements cunf.emmg your devme in the Federal Rcmster

Please be advised that FDA’s issuance of a substantial qquivalenc’e determination does not mean _
.that FDA has made a determination. that your device complies with other requirements of the Act
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or any Federal siatutes and repulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited 1o0: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse evenis) (21 CFR 803); good manufaciuring practice requirements as sel
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the clectronic
product radiation control provisions (Sections 331-542 of the Act); 21 CFR 1000-1050.

IF you desire specific advice for your device on our labeling-regulation (21 CFR Part 801), please
g0 to hup:ffwwy {da.cov/Abow DA/ CenersOlfices! CDRFVCDRHO Tices/uem 1 13809.hun for
the Center [or Devices and Radiological Hezlth’s {CDRH'sY Office of Compliance. Also, please
note the regulation entitied, *Misbranding by relerence to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting el adverse eveats under the MDR regulation (21
CFR Part 803), please go to

hitp/Ywww. fda.goviMedical Devices/Safely/ReportaProblem/defaulthtm Tor the CDRHs Gilice
of Surveillunee and Biometrics/Division of Postmarket Surveitlance.

You may oblain other gencral information on your responsibilities under the Act from the
Division of Small Manufacturers, Internationalt and Consumer Assistance at its 1oll-free number
(8003 638-2041 or {3013 796-7100 ar at i1s Internet address

hitp:Awww. Ida.gov/MedicalDevices/Resourcesfor Y oul/Industrv/defaul Uhitm. -

Simeerely yours,

_/‘l ﬂ;'

Mark N. Melkerson

Director

Division of Surgical, Ornthopedic
And Restorative Devices

Office of Pevice Evaluation

Center for Devices and
Radiological Flealth

Enclosure
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Indications for Use

510(k) Number (if known): KTO%'S' I
Device Name: LiteCure Therapy System, Model LTS-1500
Indications for Use:

LiteCure Therapy System, Mode! LTS-1500 is indicated for emitting energy in the infrared
Spectrum fo provide topical healing for the purpose of elevating tissue temperature for
temporary relief of minor muscle and jaint pain, muscle spasm, pain and stiffness associated
with arthrilis and promoting relaxation of the muscle tissue and to temporarily increase local
blood circulation.

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 Davice Evaluation (ODE)

(Division Sigi- O
Division of Surgival. Onhopedic,
and Restorative Devices

510(k) Number. K[03s 11
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510(k) SUMMARY FEB 2 3 %i
Title: Blueshine's GOLD series
Submitter: Blueshine srl via Querini, 27 30171, Mestre Venezia

Italy
Contact person Chiara Ricei CEQ  +390415055847
blueshine@blueshine.biz

Contact: Chiara Ricci
C.E.O.
Date Prepared: Dec. G1, 2011

Device Trade Name: DBlueshine's GOLD series

Common Name: Laser surgical instrument for use in general and plastic
surgery and in dermatology

Classification Instrument, surgical, powered, laser
Name: GEX
21 C.F.R 878.4810

Predicate Devices: « Quanta System S.p.A. Diode Medical Laser
Family (K072034)
- Osyris, Pharaon Lipo (K073617)
- Pinpointe, Pinpoinle Footlaser {K093547)

Summary of

Onychomycosis Abstraet: A 6-month follow-up study was conducted on

Clinical data 48 patients who received laser treatment for
onychomyecosis with Gold Series 980 Diode Laser
{BlucShine, Venice - [taly).
Objective To examine long-term cure and relapse rates
after treatment with a 2 millisecond-pulse 980 nm near-
infrared laser in onychomycosis.
Setting Two private practices in Padua and Venice, ltaly.
Subjects & Methods The study population comprised 48
patients (31 male & 17 female) aged 23 (o 79 years with a
clinical and mycological diagnosis of onychemycosis.
The Laser treatment consisted of 3 /4 sessions with 30
days interval. Each nail was treated with 2 alternating
passes of laser pulses to cover the full nail, one pass
applied vertically down each nail and the second applied
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horizontally using defocused hand piece with 3 mm spot
size.

The BlueShine Gold Series 980 Dicde Laser has proven
highly efficient against Onychomycosis. This protocel
gives excellent results on almost all the nails treated
and in a short time span.

The procedure i5 simple and quick with no noticeable
side effects and complications.

Despite the high success rate, our laser treatment is not
a definitive cure for onychomycosis. Therefore and
because it can recur, preventative maintenance
treatments might be recommended every 6 months.
The use of Blueshine Gold Series diode Laser on
patients affected by Onycemycosis with different
pathologies, has a significant, positive results.

On the 48 nails we found that, totally, 93,75 % have
improved at least for 1/3 of the nail plate and no one
was worse. 6,25 % were unchanged.

On the total elipible toenails (48) 45 presented some
improvement and, much more important, 37 of these
(77,09 showed complete clear nails, while just 8
presented middle or moderate clear.

First session % fungus
50-75 10{21%)

75-90 | 10 (21%)
=90 | 28 (58%)
Total | 48 (100%)

All nails are checked visuafly and classified as:
1. Unchanged means there were no result or the nail were
missed or < 1/3;
2. Middle cleared means that the improvement was 1/3 to

2/3,
3. completely claared means that the improvement was >
2/3.
Results
Unchanged 3 (6%)
Middle clear B (17%)
Complete clear 37 {(77%)
Total 48 (100%)

101



Intended Use /
Indications for Use:

kifol7¥
Pﬂjc 3"'{@

980nm Wavelengths

The Blueshine GOLD series , {and the fiber delivery
systems and accessories used to deliver laser energy), is
indicated for use in surgical applications requiring the
ablation, vaporization, excision, tncision, and
coagulation of soft tissue in medical specialties
including: gastroenterclogy, neurosurgery, general
surgery, genitourinary surgery (urclogy), thoracic
surgery, gynecology (GYN), pulmonology,
ophthalmology, orthopedics, otolaryngology (ENT) and
podiatry.

The Blueshine GOLI) series Laser is indicated for use in
the performance of specific surgical applications in
gastroenterology, neurosurgery, general surgery,
genitourinary surgery (urology), thoracic surgery,
gynecology (GYN), pulmonology, ophthalmology,
orthopedics, otolaryngology (ENT) and podiatry as
follows:

Gastioenterology

The ahlation, vaporization, excision, incision, and
coagulation of soft ussue in gastroenterclogy procedures.
Applications include: hemostasis of esophageal varices;
palliadon of malignant dysphagia; palliative ablaton of
obstructive neoplasms; hemosiasis of colenoscopy.

Ijeurosurgg;!

The ablarion, vaporizaton, excision, incision, and
coagutation of soft tissue in neurosurgery procedures.
Applications include: rwmors adjacent to the spinal cord;
wmors adjacent to the cortex,

encral
Treatment of varicose veins and varicosites associated with
superficial reflux of the greater saphenous vein. The
ablation, vaporization, excsion, incision, and coagulalion
of soft tissue in general surgery including endoscopic and
open procedures. Applications include: Laparoscopic:
appendectomy; cholecystectomy; bowel resection. Open:
mastectomy; reduction mammoplasty; breast biopsy; rectal
and anal hemorrhoidectomy; bowel resection; colectomy;
cholecystectomy; liver resection; condyloma;
thyroidectomy; thoracotomy,; cavernous hemangioma.

Genitonrinary (Urology)

‘The ablaton, vaporization, excision, incision, and
caagulation of soft tissue in genitourinary (urology)
procedures. Applications include: Transurethral:
transurethral incision of the prostate (1UIP}; bladder
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rumners; bladder neck incisions; urethral strictures; extetior
sphincterotomy. Laparoscopic lymphadenectomy. Open:
condyloma; cireumncision; benign and malignant lesions of
external genitalia

Thoracic Surgery
"I'he ablation, vaporizaton, excision, incision, and

congularion of soft tissue in thoracic surgery including
endoscopic and open procedures. Applications include;
pulmonary resection; coagulation of blebs and bullac;
adhesiolysis; pericardieciomy; mediastinal and thoracic
lesions and abnormalines; mediastingl lymph node
dissection; hermostasis; thoracoiomy.

Gvnceology (GYIN)

The ablation, vaperization, excision, incision, and
coagulation of soft dssue in gynecology (GYN}
procedures. Applications include: Laparoscopic
excision/lysis of adhesions; endometrial lesions, including
ablation of endometriosis; laparoscopic assisted
hysterecromy (LAVHY; laser uterosacral nerve ablation
{LUNAY; myomectomy; ovarian cysiectomy, ovarian
deilling; tubal fimbrioplasty; appendectomy. Open:
canization of the cervix, including cervical intraepithelial
neoplasia (CIN), vulvar and vaginal intraepithelial
neoplasia VIN, VAIN; condyloma acuminatz, including
cervical, genital, vulvar, perinenl, and Bowen's discase,
{Erythroplasia of Queyrat) and Bowenoid papulosa (BP)
lesions. Intrauterine: Fibreids/polyps/adhesions;
Resection of seprum.

Pulmenology

The abladon, vaporizadon, excision, incision, and
coagulation of soft tissue in pulmonolopy procedures.
Applications inchude: tracheal bronchial lesions.

Slph;halmglch

The ablation, vapotization, excision, incision, and
coagulation of soft tissue in ophthalmology procedures.
Applicadens include: Oculoplastics; cpen 1DCR; endo-
nasal DCR; mmor excision and biopsy; eyelid
reconstruction; blepharoplasty.

O:thopedics
‘The ablation, vaporization, excision, incision, and

coagulation of soft tissue in orthopedic surgery procedures.
Applications include: Open: Dissect and coagulate.

Oolaryngol EN

The ablation, vaporization, excision, incision, and
coagulation of soft tissue in otolaryngology procedures.
Applications include: MNasal/Sinus; turbinectomy and
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turbinate reduction/ablation; palypectorny of nose and
nasal passages; ethmoidectomy; meatal antrostomy;
Larynpgo-tracheal: removal of vocal cord/{old nodutes,
polyps and cysts;arytencidectamy; tracheal stenosis;
Orapharyngeal uvulopalatoplasty (LAUP, laser UTPP,
tonsilleccomy (including tonsillar eryptolysis, neoplasma)
and tonsil; hemi glossectomy; Head & Neck: tumor
resection on oral, subfacial and neck dssues;
patathyroidectomy; thyrotdectomy.

Podiatry

Podiatry (ablalion, vaporization, incision, excision, and
coagulation of soft tissuc) including: Matrixectomy
Periungual and subungual warts, Plantar warts, Neuromas.
The Gotd Series is indicated for use for the temporary
increase of clear nail in patients with enychomycosis (e.g.,
dermatophytes Trichophyton cubrom and T
mentagrophytes, and/or yeasts Candida albicans, cte.).

In addivon the Blueshine GOLID seres Laser is intended for
Lascr Assisted Lipolysis

The GOLD series Laser is designed with 4 major
subsystems: (1) an external structure; (2) power
electronics; {3) display with control electronics, which
centrola the power electronics, the user interface and
the laser source tempcerature via & thermostat board;
and {4) the laser system with an opto-mechanical block
composed of the laser source, the Peltier cooling system
with dissipater and fans, the fiber launching system,
the red diode aiming beam, and the power calibration
system. The external accessories include separate
optica! fibers and hand pieces for dental, dermataological
and surgical applications, or for endovascular
applications. The fiber is connected to the system
through an SMA 905 socket on the front panel. In
addition to the four subsystems, the Diode Laser Family
ingorporates several safety features, including a remote
interlock and a key switch..
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The Blueshine |aser was tested and conformed with the
following standards:
s |EC 60601-1-1 Ed 2.0 Medical electrical equipment — Part
1-1; General requiremments for safety -
Coliateral standard: Safety requirements for medical
electrical systems
s+ |EC B0601-1-2 Ed 2.1 Medical electrical equipment - Part
1-2: General requirements for safety -
Coliateral standard: Electromagnetic compatibility -
Requirements and tests
» |EC 60825-1{2003-2}: Safety of laser products — Part 1;
Equipment classification, requirements and user's guide

Substantial

> The Blugshine GOLD series Laser is as sale and
Equivalence:

effective as the predicate devices. The GOLD series
Laser has the same intended uses, and similar
indications far use, technological characteristics, and
principles of operation as the predicates. The minor
technological differences between the GOLD series Lascr
and its predicates raise no new issues of safety or
effoctiveness. Thus, the GOLD series Laser is
substantially equivalent.
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Public Health Service

Food and Drag Administration
10903 New Hampshire Avenue
Document Control Room —WO66-GE0Y

Silver Spring, MD 209533-0002

DEPARTMENT OF HEALTH & HUMAN SERVICES

FER 2 3 2012

Blueshine Srl
% Ms. Chiara Ricci

Via Querini, 27 - 30171
Mestre Venczia, ltaly
Re: KIHEO375
Trade/IYevice Name: Blueshine GOLD Series
Regulation Number: 21 CFR 878.4810 _
Regulation Name: Laser surgical instrument for usc in gencral and
‘ plastic surgery and in dermatology

Class Il

Regulatory Class:
Product Code: GEX
Dated; -February 23, 2012

Rgceivcd: February 23,2012

Dear Ms. Ricei:
We have reviewed vour Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior o May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA),

You may, therefore, market the device, subject to the general controls provisions of the Act. 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. Plcase note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misicading.

If your device is classified (see above) into either class II {Special Controls) or class 11 (PMA), 1t
may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
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or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); goed manufacturing practice requirements as set”
forth in the quality sysiems (QS) regulation (21 CFR Part 820); 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
go 1o http:/Awwow. fda poviAboutFD A/CentersQffices!CDRI/CDRHOfficesuem 115809 him for
the Center for Devices and Radiological Health’s (CDRH's) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference o premarkel notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), pleasc go to '

hitp:/fwww.fda gov/MedicalDevices/Safety/ReportaProblem/defauli.hitm for the CDRH'’s Office
of Surveillance and Biometrics/Division of Postmarker Surveillance. :

You may abtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-frec number
{800) 638-2041 or (301} 796-7100 or at its Internet address
htm:mev.fdanovfMedicalDevlcesfl{csourcesfur‘fouflndustryfdefault.htmt

Sincerely yours,

f/ Mark N. Melkerson
Director
Division of Surgical, Orthopedic
and Restorative Devices
(Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Indications for Use Statement

510(k) Number (f known) : K110375

S {Division SigntOff)
Device Name: Blueshine GOLD series Division of Surgical, Orhupedic,
' and Restorative Devices

Indications For Use: ’ ‘
.- 510(k) Number K[lo37s”
980 nm Wavelengths

The Blueshine GOLD series , (and the fiber delivery systems and uccessories used to
deliver laser encrgy), is indicated for use in surgical applications requiring the
ablation, vaporization, excision, incision, and coagulation of goft tissue in medical
specialties including: gastreenterology, neurosurgery, general surgery, genitourinary
surgery (urology), thoracic surgery, gynecology (GYN), pulmonology, ophthalmology,
orthopedics, otolaryngology (ENT) and podiatry.

. The Blueshine GOLD series Laser is indicated for use in the performance of specific
surgical applications in gastroenterology, neurosurgery, general surgery,
genitourinary surgery {urology), thoracic surgery, gynecology (GYN), pulmonology,
ophthalmology, orthopedics, otolaryngology (ENT) and podiatry as (ollows:

Gastroenterology _

"The ablation, vaporization, excision, incision, and coagulation of soft tissue in
gastroenterclogy procedures. Applications include: hemostasis of esophageal varices;
palliation of malignant dysphagia; palliative ablation of obstructive neoplasms;
hemostasis of colonoscopy.

Neurosurgery

The ablation, vaporization, excigion, incision, and coagulation of soft tissue in
neurosurgery procedures. Applications include: tumors adjacent to the spinal cord;
tumors adjacent to the cortex.

General Surgery

Trealment of varicose veins and varicosities associated with superficial reflux of the
greater saphenous vein. The ablation, vaporization, excision, incision, and
coagulation of sofl, tissue in general surgery including endoscopic and open procedures.
Applications include: Laparoscopic: appendectomy; cholecystectomy; bowel resection.
QOpen: mastectomy; reduction mammoplasty; breast biopsy; rectal and anal
hemorrhoidectomy; bowel resection; colectomy; cholecystectomy; liver rescetion;
condyloma; thyroidectomy; thoracotomy; cavernous hemangicma.

Genitourinary (Urology) _

The ablation, vaporization, excisign, incision, and coagulation of soft tissue in
genitourinary {urology) procedures. Applications include: Transurethral:
transurethral incision of the prostate (TUIP); bladder tumors; bladder neck incisions;
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urcthral strictures; exterior sphincterctomy. laparoscopic lymphadenectomy. Open:
condyloma; circumeision; benign and malignant lesions of external genitalia :

Thoracic Surgery

The ablation, vaporization, excision, incision, and coagulation of soft tissue 1n thoracic
surgery including endoscopic and open procedures. Applications include: pulmonary
resection; coagulation of blebs and bullae; adhesiolysis; pericardiectomy; mediastinal
and thoracic lesions and abnormalities; mediastinal lymph node dissection;
hemostasis; thoracotomy.

Gvnecology (GYN)

The ablation, vaporization, excision, incision, and coagulation of soft tissuein
gynecology (GYN) procedures. Applicaticns include: Laparoscopic excision/lysis of
adhesions: endometrial lesions, including ablation of endometriosis; laparoscopic
assisted hysterectomy (LAVH); laser uterosacral nerve ablation (LUNA);
myomectomy; cvarian cystectomy; ovarian drilling; tubal fimbrioplasty; -
appendectomy. Open: conization of the cervix, including cervical intraepithelial
neoplasia (CIN}, vulvar and vaginal intraepithelial neoplasia VIN, VAIN; condyloma
acuminata, including cervical, genital, vulvar, perineal, und Bowen's discase,
(Krythroplasia of Queyrat) and Bowenoid papulosa (BP) lesions. Intrauterine:.
Fibroids/polypsfadhesions; Resection of septum. '

Pulmonology )
The ablation, vaporization, excision, incision, and coagulation of soft tissue in
pulmonology procedures. Applications include: tracheal bronchial lesions.

Ophthalmology _

The ablation, vaporization, excision, incision, and coagulation of soft tissue in
ophthalmology procedures. Applications include: QOculoplastics; open DCR; endo-
nasal DCR; tumor excision and biopsy; eyelid reconstruction; blepharoplasty.

Orthopedics
The ablation, vaporization, exeision, incision, and coagulation of soft tissue in
orthupedic surgery procedures. Applications include: Open: Dissect and coagulate.

Otolaryngology (ENT)

The ablation, vaporization, cxcision, incision, and coagulation of soft tissue in
otolaryngolegy procedures. Applications include: Nasal/Sinus: turbinectomy and
turbinate reduction/ablation; polypectomy of nose and nasal passages; ethmoidectomy;
meatal antrostomy; Laryngo-tracheal: removal of vocal cord/fold nodules, polyps and
cysts;arytenoidectomy; tracheal stenosis; Oropharyngeal: uvulopalatoplasty (LAUP,
laser UTPP); tonsillectomy (including tonsillar cryptolysis, neoplasma) and tonsil;
hemi glossectomy; Head & Neck: tumor resection on oral subfacial and neck Lissues;

parathyroidectomy; thyrcidectomy. ; Ve 9 "M
i (Bivision Sign-Off)

Divisien of Surgical, Onhopedic,
and Restorative Devices

- 510(k) Number K (W0375~ 109



Podiatry

Podiatry (ablation, vaporization, incision, excision, and coagulation of soft tizsue)
including: Matrixectomy Periungual and subungual warts, Plantar warts, Neuromas.
The Gold Series is indicated for use for the temporary increase of clear nail in patients
with onychomycosis (e.g., dermatophytes Trichaphyton rubrum and T
mentagrophytes, and/or yeasts Candida albicans, ete.). -

In addition the Blueshine GOLD series Laser is intended for Laser Assisted Lipolysis

Prescription Use: _ X__ AND/OR Over-The-Counter Use: _
(Part 21 C.F.R. 801 Subpart 1)) (Part 21 C.F.R. 807 Subpart C)

(PLEASE DO NOT WRITE BELOW TH1S LINE - CONTINUE ON ANOTHER
PAGE IF NEEDED) oo

Concurrence of CDRH; Office of Device Evaluation (QDE)

Blueshine srl via Querini,27 30171, Mestre Venezia ltaly
Clontact person Chiara Ricei CEQ +390415055847 blueshine@blueshine.biz

YRC. ¢ f mx
(Division Sign-0OfT) '
Division of Surgicat, Orthopedic,
and Restorative Devices .

510(k) Number Kltoszs
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Gold Series — Blueshine srl http://www. blueshine. biz/products/diodes/gold-series/

Blueshine srl

English

Home

Company

Products

Applications

& News

Contact

Home > Products > Diodes > Gold Series

Gold Series

The Gold Series is a break down in the device laser technology. It’s extremely

versatile and joins the high power (25 w on the fibres’ tip) to a great security.

The Gold Series is an incredible machine, the only one with FDA certification

and authorized with 11 different functions.
Gold Series most common applications are:

* Liposution

* Podiatry

* Orthopaedic

* Dental Surgery
* General Surgery

* Endovascular

Vascular

Ophthalmology

Dermatology
ENT

1 of 2
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Gold Series — Blueshine srl htip: //www. blueshine. biz/products/diodes/mold-series/

+ Urology

* Gynaccology
Cold Series features are:

+ Different and muliiples applications

« "The use of fibres from 200 1o 1500 micron

+ Calibration door to check the power delivered

* Personmalized programs to make the machine more {riendly

* Different modes (continuous, continuous-pulsed and pulsed)
to manage the power in the best way

* Mintmal recovery time and painless

The Gold Scries is adaprable 1o many applications and every kind of patient

and let you combine the maximum efficiency to a complete safety.

T'he quality is certifted by CIL 0476, SO 13485:2004, 150 9001:2008

and FDA clearance for 11 applications.

'T'he Gold Series is available with different specifications:
808, 940, Y80, 532, B08-+532, 940+532, JR0+532, BOS+040, RUB-+980, 940+980

s Gold ]_,ipo
o Gold Podos
* Gold Smile

Related Items

¢ No Products or Application found

&2012 Blueshine s.rl.

via Querini, 27 Mestee VIENIEZTA - TTALY

tel +39 041 5055847 fax +39 041 962808 piva 03438870275
Panese Web Desigm
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Section13 Proposed Labeling

Please refer to the proposed labeling attached in this section.
LTS-1500 Labeling is comprised of the following

1) LTS-1500 Laser Device User Manual
2} Hand Piece Head User Manual
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Lasers for Life

USER MANUAL
LiteCure Therapy System

LTS-1500

250 Corporate Blvd. Suite B
Newark, Delaware 19702
Tel: 302-709-0408
Fax; 302-708-0409
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LiteCure, L.L.C.

1. CONVENTIONS USED

Various Warnings, Cautions, Recommendations and Notes are presented throughout this document.
Explanations and examples of cach follow.

1.1. Warning

Call the reader's attention to a specific or potential danger in advance. If ignored or compromised,
the: situation could result in the possibility of injury, death or other serious adverse reaction
associated with the use or misuse of the device

WARNING!

DO NOT direct the laser beam at anything other than the aree to ba treated.

1.2. Caution

Alert tha user to the possibility of a problem with the device associated with its use or misuse.
Such problems include device malfunction, device failure, damage to the device or damage to
other property.

CAUTION

DO NOT allow untrainad personnel 1o operate this device unless directly supervised by a properly
trained and experienced individual.

1.3. Recommendation

Offers guidance that may be worthy of acceptance or trial within a spacific area of LTS-1500
application and may serva to optimize overall utilization.

RECOMMENDATION

Designate al least one person at each facility that utilizes this device as laser safety supervisor,
responsible for providing training on all operating and safety procedures.

1.4. Note

Describe the conditions or exceptions that may apply to the subject matter presented.

NOTE

The optical fiber must be properly inserled and secured inlo the laser emission port before the
device's operational mode can change from standby to ready.

USER MANUAL LITECURE THERAPY SYSTEM Page 4 of 37
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LiteCure, L.L.C.

2. DEVICE DESCRIPTION

LiteCure Therapy System, Model LTS-1500 is a2 compact medica! laser system. The laser light delivery
systam consists of a flexible aptical fiber threaded through a lightweight handpiece. Activation oceurs
when the operator enables the laser and presses the footffinger switch. Depending on laser system
configuration, the foot/finger switch can function as on/off switch. A touch-screen display panel allows the
operatar to adjust or set laser autput level. The laser can operate in continuous wave mode or contralled
pulse mode.

Classification

According to the applicable standards, the LTS-1500 laser is classified as follows:
1. Class | Type B device according to EN/IEC 60601-1; +A1 +A2:1985

Class lla according to Council Direclive 93/42/EEC

Class Il according to CMDR SOR98-282

Class IV laser product according to IEC 60825-1

Degree of protection according to ENAEC 60601-1 + A1+AZ:1; diode laser unit; IPX 0
(enclosure not waterproaof); foot control: at least IPX5

oA W

6. Ordinary protection against ingress of water

7. Continuous operation

Regulatory Compliance

1. The LTS-1500 laser complies with 21 CFR Chapter 1, Subchapter J, as administered by the
Center for Devices and Radiolegical Health of the US Foed and Drug Administration (FDA).

2. The LTS-1500 laser is manufactured in compliance with the provisions of Council Directive
93/42/EEC concerning medica! device (MDD, EU) and CMDR SOR/98-282 {CAN}.
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indication for Use

LiteCure Therapy System, Model LTS-1500 is indicated for emitting energy in the infrared Spectrum to
provide topical heating for the purpose of elevating tissue temperature for temporary relief of minor
muscle and joint pain, muscle spasm, pain and stiffness associated with arthritis and promoting relaxation
of the muscle tissue and to temporarily increase local blood circulation,

810nm and 980nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicaled for emitting energy in the infrared Spectrum to
pravide topical heating for the purpose of elevating lissue temperature for temporary relief of minor
muscle and jaint pain, muscle spasm, pain and stiffness associated with arhritis and promoting relaxation
of the muscle tissue and to temporarily increase local blood circulation.

980nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicated for use for the temporary increase of clear nail
in patients with onychomycosis (e.g., dermatophytes Trichophyton rubrum and Tmeniagrophytes,
and/or yeasts Candida albicans, etc.}).

& Caution

Federal law (LUSA) restricts this device to sale by or on the order of a physician.

Contraindications

Do not apply infrared light to abdominal or tlurnbosacral points in pregnant females.

Do not apply infrared light to the epiphyseal lines in children.

Do not apply infrared light to the thorax or over the pacemaker itself in patients with pacemakers.
Ca not apply infrared light over the thyroid gland, ovaries and testicles.

Do not apply infrared light to patients who are taking drugs that have heat or light sensitive
contraindications, such as but not Limited to certain types of steroids.

A Warning

Use carefully. May cause serious burns. Do not use over sensitive skin area or in the presence of
poor circulation. The unattended use of this device by children or incapacilated persons may be
dangerous.

A Warning

NEVER look directly inio the distal end of the aptical fiber cannected to an active laser device,
direct the laser light directly into the eyes, or direct the laser beam at anything other than the area
to be trealed WITH or WITHOUT the appropriate laser-emission protective eyewear. Indirect or
direct eye contact with the output beam or at scattered laser light from any reflective surfaces from
the laser will cause serious damage, irreparable corneal and/or retinal damage, and possible
blindness to one or hoth eyes.

A Warning

DO NOT allow any reflective object io fall into or abstruct the path of the laser energy produced by
this device. The operator, ali assistants, and the patient must remove all reflective objects {such as
rings, metal watchbands, and jewelry) prior to treatment with this device. Indirect or direct eye
contact with the gutput beam or scattered laser light from any reflective surface fram the laser will
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LiteCure, L1.C.

cause serious, irreparable corneal and/ar retinal damage, and possible blindness to one or bath
ayes,

A Warning

DO NOT use the System Controls or performance of procedures other than those specified in this
manual mey result in hazardous radiation exposure.

A Warning

DO NOT remove prolective eyewear until the operator returns the laser device to Standby mode.

A Warnin g

DO NOT attempt to gain access to any internal companent. THERE ARE NC USER-
SERVICEABLE COMPONENTS inside this laser device. Doing 50 may cause serious andfor
irreversible injury.

A Warning

AVOID THE USE of flammable solvents, anesthetics, oxidizing gases such as nitrous oxide (N20)
and oxygen er endogenous gases. The high temperatures produced in normal use of the laser
equipment may ignite some material, for example cotton or waool, when saturated with oxygen. The
sclvents of adhesives and flammable solutions used for cleaning and disinfecting should be
allowed to evaporate before the laser equipment is used.

A Warning

FAILURE TO COMPLY with all safety instructions and warnings may expase all participants to
harmiul levels of laser radiation andfor dangerous levels of electrical current.

l A Caution

ALWAYS wear the protective eyewear supplied with this device, which is optically dense at the
wavelength of operation (see specification sheet). All personnel present during device operalion
must wear this eyewear. Contact LiteCure, LLC at 302-708-0408 to purchase additional sels of
pratective eyewear for this device.

A Caution

ALWAYS put the laser in Standby mode or turn the device OFF prior to adjusting or connecting /
disconnecting the hand piece or fiber optic.

A Caution

ALWAYS post Warning Signs for Class IV laser products.

/N caurion

ALWAYS post Warning Signs in the area of the laser beam to alert others.
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| A Caution

ALWAYS Turn the device OFF before lifling, maving or relocating the device.

A Caution

ALWAYS place “Laser In UUse” signs at location entrances where pecple will use the laser

A Caution

NEVER leave this device in the READY mode unattended. Reference the STANDBY and READY
Mode in the Operations section cf this manual.

A Caution

NEVER allow untrained perscnnel to operate this device unless directly supervised by a properly
irained and experienced individual.

A Caution

DO NOT leave key in devica's key switch when not in use. Prevent unautherized andfor
unqualified use of the device. This will also prevent inadvertent laser emissions,

A Caution

DO NOT allow any nonessential personnel into the treatment area during any laser procedure.

A Caution

DO NOT press the finger/ffoot switch without first verifying the safe orientation and proper
positioning of the hand piece and distal end of the optical fiber and ensuring compliance to all
safety precautions.

N cauron

If the laser fails to operate properly, please discontinue treatment and contact LiteCure, LLC al
302-709-0408.

Recommendations

1. Designate at least one persen (e.g. Laser Safety Supervisor) responsible for providing training
on all operating and safety proceduras at each facility that utilizes this device.

2. Individuals planning to use the laser systerm should attend laser crientation and education
sessions {0 achieve operational proficiency.

Q!@ Notice

133
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1. The key can only be inserted into and removed from the key switch when the key is in the
vertical (OFF) pasition.

2. Pushing the red mushroom shaped Emeargency Laser Off Switch down will terminate all
electrical power to the laser device’s microprocessor and laser-emitting components. Resetting the
switch restores power. To release the Emergency Laser Off Switch, the user must twist and rotate
in the direction indicated by the arrows, then release it as the swilch pops out, returning it lo its
noermal position.

134

USER MANUAL LITECURE THERAPRY SYSTEM Page 9 of 37



LiteCure, L.L.C.

3. MANUFACTURER’S DECLARATION ON
ELECTROMAGNETIC COMPATIBILITY

Guidance and Manufacturer's Declaration - Emissions

The LTS is intended for use in the electromagnetic environment specified below. The customer or
user of the LTS should ensure that it is used in such an environment.

Emissions Test Compliance Electromagnetic Environment - Guidance

RF Emissions Group 1 The LTS uses RF energy only for its internal function.

CISPR 11 Therefare, its RF emissions are very low and ara not
likely to cause any interference in nearby elecirenic
equipment.

RF Emissions Group 2 The LTS must emit Electromagnetic energy in arder

CISPR 11 to perform its intended function. Nearby electronic
equipment may he aftected.

RF Emissions ClassAorB A

CISPR 11

Harmanics ClassABCDor [ A

IEC 61000-3-2 NiA

Flicker Complies or N/A | Complies

IEC 61000-3-3

The LTS is suilable for use in all establishments,
including demestic, and those directly connecled to

the public low-voltage power supply network that
supplies buildings used for domestic purposes.

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

RF Emissions Complies The LTS is not suitahle for interconnaction with other
CISPR 141 equipment.
RF Emissions Comples The LTS is not suitable for interconnection with other
CISPR 15 equipment.

135
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Guidance and Manufacturer's Declaration — Immunity

The LTS is intended for use in the electromagnetic envirenment specified below. The customer or
user of the LTS should enstre that it is used in such an environment.

50/60Hz
Magnetic Field
ENAEC 61000-4-8

Immunity Test EN/IEC 60601 Compliance Electromagnetic
Test Level Level Environment -
Guidance
ESD +6kv Contact As specified Floors should be wood,
EN/EC 61000-4-2 +8KV Alr concrele or ceramic tile.
If loors are synthelic,
the r/h should be at least
30%
EFT +2kV Mains As specified Mains power qualily
EN/IEC 6100044 +1KV it05 should be that of a
typical commercial or
hospital environment.
Surge +1kV Difierential As specified Mains power qualily
EN/IEC &£1000-4-5 12KV Common should be thatof a
typical commercial or
hospital envirorment.
Voltage Dips/Cropout »95% Dip for As specified Mains power quality
ENAEC 61000-4-11 0.5 Cycle should be that of a
typical commercial or
60% Dip for hospital environment_ If
5 Cycles the user of the LTS
requires continued
30% Dip ior operation during power
25 Cycies mams interruptions, it is
recommended that the
>35% Dip for 35700 be powerad from
5 Seconds an uninterruptible power
supply or hatiery.
Power Frequency 3AIm As specified Power frequency

magnetic felds should
be that of a typical
commercial or hospital
environment,
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Suidance and Manufacturer's Declaration — Emissions

usar of the LTS should ensure that it is used in such an environment.

The LTS is intended for use in the eleciromagnetic environmen: specified below. The customer or

Immunity Test ENAEC 60601 Test Compliance
Level Level

Electromeagneatic
Environment -
Guidance

Conducted RF 3 vms (V1vVms
EN/IEC 61000-4-6 150 kHz to 80 MHz

Radiated RF Ivim (E1Wim
EN/IEC 81000-4-3 80MHz to 2.5 GHz?

Partalle and mobile
contmunications
equipment should be
separated fromthe LTS
by no less than the
distances
caleulatediistad below.

D={3.5V1)(Sart P}

D=(3.5/E11{Sqrt P)
20 to 800 MHz

D=(7FE1XSqri P)
800 MHz to 2.5 GHz

where F is the max
power in walls and D is
the recommended
separation distange in
meters.

Field strengths from
fixed transmitters, as
determined by an
electromagnetic site
survey, should be less
than the compliance
levels (V1 and £1).

Interference may occur
irt the vicinity of
equipment sontaining a
fransmitter.
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Recommended Separations Distances forthe LTS

The LTS is intended for use in the electromagnetic environment in which radiated disturbances
are controlled. The customer or user of the LTS can help prevent electromagnetic interference by
maintaining a minimum distance between portable and mobile RF Communications Equipment
and the LTS as recommended below, according to the maximum outpurt power of the
communications equipment.

Max Output Power

Separation {m)

Separation {r)

Separation {m)

(Watts) 150kHz to 80MHz 80 to 800MHz B800MHz to 2.5GHz
D={3.5/V1}{Sqrt P) D=(3.5/E1){Sqrt P} D=({7/E1)(Sqrt P)
0.01 1166 1166 2333
0.1 3689 .3689 7378
1 1.1666 1.1666 2.3333
10 3.6893 3.6893 7.3786
100 11.6666 11.6666 23.3333

1358
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4. ADDITIONAL SAFETY AND HANDLING CONSIDERATIONS

WIRELESS PHONE INTERFERENCE

A Caution

To ensure the operational safety of medical electrical equipment, the use of mobile
wireless cell phones in the vicinity of the [aser or similar hospital environments must be
prohibited.

FIRE AND EXPLOSION HAZARDS

Healthcare professionals should be aware of the following safety censiderations and potential fire
hazards when using the laser:

1. The laser beam can ignite most nanmetallic materials.
2. AUL-approved or equivalent fire extinguisher should be readily available

This laser unit is not intended for operalion in areas subject to explosion hazards such as
flammable materials, gases or substances. A fire or explesion could occur.

A Warning

The laser unit is not sultable for use In the presence of anesthetics that are flammable when in
contact with air, oxygen, protaxide or nitrogen monexide.

A Warning

AVOID THE USE of lammable solvents, anesthetics, oxidizing gases such as nilrous oxide
{N20) and oxygen or endogenacus gases. The high temperatures produced in normal use of the
laser equipment may ignrite some material, for example cotton or wool, when saturated with
oxygen. The solvents of adhesives and flammable solutions used for cleaning and disinfecting
should be allowed to evaporate before the laser equipment is used. Always be aware of the fire
risk caused by flammable gases in close proximity to an operating laser. If you accidentally spill
liguid on the unit, immediately stop treatment, disconnect the power supply cable and contact
your local distributor, authorized service center or LiteCure customer service for assistance.

A Warning

Never direct the laser beam toward paper, plastics or dark surfaces. These may catch fire or be
damaged due to the high temperaturas produced by the laser beam.

A Warning

DO NOT treat threugh clothing or bandages. Passible damage or ignition may oceur due to the
high temperalures produced by the laser beam.

5. DISPOSAL

If you plan to discontinue the use of LTS-1500 {aser and intended to dispose of it, make sure to
observe the application legal provisions. Please centact your local distributor, authorized service
center, or LiteCure customer service for the disposal of the LTS-1500 laser,
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6. GLOSSARY AND ABBREVIATIONS

Glossary

Term

Definition

CW, Continuous

Mode

Emission, or Continuous

Continuous laser emission

or Pulsed Mode

Fulse, Pulse Emission,

Pulsed laser emission (pulsed mode)

Duty Cycle Percentage of time in Pulsed Mode that laser
energy
is being generated during laser emission.
Frequency Number of laser pulses per second
Hertz Measuring unit for frequency

Remote Interiock

Safety device that stops laser radiation when
the door of the treatment room is opened

Joule Unit of measure for emitted energy
Waitt unit of measure for laser power
Stop End of treatment or freatment break
Abbreviations
Abbreviation Definition
cm? Square centimeter
Hz Hertz
S Second
w Watt
mwW Milliwatt (one thousandth of a Watt)
J Joule
nm Nanometer
i Volt
IR Infrared diode
Nominal Ocular Hazard Distance according to
NOHD EN 60825-1
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7. FEATURES

Emergency Laser Off Switch

This Emergency Laser Off Switch shall stop the emission of laser output as fast as possible
to prevent danger o any person.

Display and Touch Screen

The display shows the user operation interface.
Handpiece Fiber Receptacle

The hand piece fiber receptacle permits the fiber insertion.
Key Switch

This switch uses a key to prevent unauthorized unit operation. The key will not be removable
in the on position. It will be removable in the off position.

Front View

Emergency

P Off
Ss.f\;s; S = : Display and Touch

Screen

Display LED
Indicator

Non
Interlocked
Protective
Housing
Label
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Top View

Rear View

Laser Emission
Label

Key Switch

Foot Switch
Receptacle

DBS Connector Port
Manufacturer Use ONLY

Finger Switch
Receptacle

Handpiece Fiber
Receptacle

AC Power Cord
Receptacle

Reserved USB Port
and Ethemet Port
Not In Use
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Bottom View

Warranty Seal Label

Interlock Receptacle
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8. SYSTEM SET-UP

8.1. Receipt and Unpacking

Using LTS-1500 packing list, unpack the LTS-1500 and its accessories from the shipping carton.
Check for missing parts and inspect the unit carefully for damage, such as cracks, dents or bent
parts. If iterms are missing or any physical damage is apparent, please call LiteCure, LLC at 302-
709-0408 for assistance. Netify the carrier if the damage appears to be the result of a shipping
rmishap.

If Warranty Seal Label is not found an device or is broken, please do not aperate this device and
call LiteCure, LLC at 302-709-0408 immediately for assistance.

8.2. Usage Prerequisites

RECOMMENDATION

Individuals planning to use the laser system should attend Iaser arientation and educalion
sessions to achieve operational proficiency.

Every facility or institution utilizing this device is encouraged to adopt an ongoing training and
safety pragram.

8.3. Set-Up / Location

1. Select a secure, properly equipped, and well-ventilated location in which to install and operate
the laser device.

2. Ensure that the surface will properly support the entire davice.
3. Place within & feet of an available 100-240V electrical outlet

4. Ensure adequate airflow around the device. The laser device is air-cooled and designed for
use in a well-ventilated environment.

8.3.4.1. Select a flat hard surface (not a surface that will inhibit airflow through the bottom of
the device).

8.3.4.2. There must be a minimum 4" clearance around the rear of the device.
Locate and uncoil the AC power cord.
Plug the power cord into the AC input on the rear of the laser device.

5

¢]

7. Plug the male end of the AC power cord into a grounded electrical autlet.
8. Connect the fingerffoatswitch to the rear of the LTS-1500 laser device.

9.

Press down on the footswitch cover then release; the spring loaded cover will open
automatically.

CAUTION

Please do not remove the hand piece fiber from the emission port once it has been secured
unless the device is being packaged or transported to ancther location. Constant insertion and
removal of the hand piece fiber before and after every procedure will increase the chance of
emission port and fiber tip contamination. I the emission port or the fiber tip is contaminated then
the device might be damaged during beam emission.

The dust cap is installed by the manufacturer as a means to prevent dust and debris fram
contaminating the emission port during shipping and before device installation and is not intended
as the primary means to protect the emission port connector during normal use.
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We recommend the fellowing procedure;

accordance with the User Manual,
2. Use the device as required.

hand piece connected,

1. Before using the device for the first time, install and secure the hand piece fiber in

When done using the devige, power off in accordance with the User Manual and 'eave the
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9. OPERATION

9.1. Fiber Installations

Take off the fiber cap. Make sure the fiber tip is clean prior to inserting into the hand piece fiber
receplacle; secure by screwing the fiber locking collar onto the hand piece fiber receptacle.

9.2. Laser Safety Eyewear

ALWAYS wear the protective eyewear supplied with this device. All personnel present during
device operation must wear this eyewear.

Laser safety eyewear must also be resistant to physical damage or photo-bleaching resulting
{rom laser exposure.

All personnel whe are within the NOHD are considered to be within the controlled area and must
wear laser safety eyewear.

The NOHD and Beam Divergence for the LTS-1500 laser beams are:

Laser Hand Piece Style NOHD [meter) Beam Divergence
Small Cone 4.7m Full Angle (degree) 47
Large Cone 47 m Full Angle (degres) 47
Small Ball 9.5m Full Angle (degree) 12
Large Ball 37m Full Angle {degree) 3

MPE (W/cm2) =0.001514

In addition to providing the required laser safety eyewear, take the foliowing steps to secure the
{reatment room, or the controlled area:

1. Toalert personnel before they enter the controlled area, place the included Laser Safety Sign,
ar its equivatent, on the outside of the treatment room door when the laser is in use.

2. Close the treatment room door during operation of the laser. Or, optionally, the interlock Jack
can be connected to the treatment room door through an interloek circuit so that lzser emission is
automatically disabled when the treatment room door is opened.

A blocking barrier, screen, or curiain capable of blocking or filtering the laser beam could be placed
to create a controlled area inside a large treatment room. The barrier should be made of material
that can withstand the power of the treatment beam for the maximum exposure time, relative ta the
configuraticn of the controlled area and the Irealmeant parameters for the specific medical
application.

A Caution

ALWAYS wear the protective eyewear supplied with this device, which is optically dense at the
wavelength of operation {see specification sheet). All personnel present during device operation
must wear this eyewear. Contact LiteCure, LLC at 302-709-0408 to purchase additiona! sets of
protective eyewear for this device.
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9.3. Hand Piece

1. The hand piece is composed of hand piece handle and hand piece heads. The universal

screw design is perfect for making the different heads interchangeable.

Hand Piece Handle + Finger Switch

WARNING!

DO NOT use Hand Piece without Hand Piece Head or inadequately secured Hand Piece
Head on the Hand Piece Handle.

Doing so may cause serious and/or irreversible injury.
2. Exchange Hand Piece Head.

Small Cone Small Ball Large Ball Large Cone ; i
A Caution
Please read USER MANUAL HAND PIECE before using Hand Pieces. 1 4 7
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9.4. Emergency Laser Off Switch and Key

Make sure the Emergency Laser Off Swilch button pops out, otherwise rotate in the direction
indicated by the arrows, then release it as the switch paps oul. Insert key into the key-lock switch.

NOTE

The key can only be inserted into and removed from the key switch when it is in the vertical
{OFF) position.

Turn the key clockwise o the right one-quarter turn
1. The fan will start,

2. There will be an audible beep and the LCD panel will illuminate displaying the welcome (initial
DOWEr-on) screen.

9.5. Power On

The initiation of the power-on sequence shall be accompanied by audible alerts, and then the
Main Screen (below} presents.

~ LreCure,

Lasers for Life *

N

o= 1 PR

Dpefatian

¢ Press Operation button to enter StandbyM =3
+  Press Setup button to enter Setup Screen.
+ Press Power button to turn off the display.
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9.6. Setup
LCTS Setup
DFU“ (RN OH @m
(OMed.
[CJon @ow Atsention: Frgm Sutch
E]hup - mn: | btk
Hegh o oot o
i S
S = _1 Du 510

In Setup Screen, the software allows operators to change the Aiming Beam, Unit Volume and
Finger (Foot) Switch Override settings.

* Aiming Beam: Steady, Pulsed, Off
a. 3.5+-1.0mW

¢ Unit Volume: Tone (High, Med and Low)

a. 45-65dB at High
Unit Volume: Beep (High, Med and Low)
810nm wavelength: Off
Finger(Foot) Switch Override: On/Off
Press Save Changes button to save the selected settings
Press Cancel button to cancel the selected settings
Press Reset to Default button to reset the settings to the default settings.
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9.7. Standby Mode

5 e
o Conntl i \\\\“‘"""'/4 -

STANDBY

In Standby Mode, the software allows operators to change the laser power, laser modulation
frequency, laser emission timer, and energy reset in Standby mode.

Standby button is active
Modulation frequency display shows the selected modulation frequency
Aiming beam is inactive
Unit does not enter Ready Mode if finger/footswitch is closed — Create Error Message:

a. Operation Error, Foot/Finger switch is closed.

b. Produce audible beep — 3 times

Press Exit button can return to Standby Mode.
Unit does not enter Ready Mode if fiber is not inserted — Create Error Message:

a. Operation Error, Optic Fiber is not inserted.

b. Produce audible beep — 3 times

Press Exit button can return to Standby Mode.
Unit does not enter Ready Mode if safety interlock is not inserted — Create Error Message:

a. Operation Error, Interlock is not inserted.

b. Produce audible beep — 3 times

Press Exit button can return to Standby Mode.
Press the Power Setting Scale or the "+" / °-" button to set the laser power. The selected laser
power will be shown at the Power Setting Window. To scroll to the desired power value,
maintain pressure on the desired button. The laser power can be set from 0.5W to 15.0W
Press the Pulsed Rate "+"/ *-" button to set the laser modulation frequency. The selected
laser frequency will be shown at the Pulsed Rate Window. To scroll to the desired frequency
value, maintain pressure on the desired button. The laser frequency can be set from CW to
10000Hz

Note: The duty cycle in the Pulsed mode is 50%.
Press the Time “+" / “-" button to set the laser treatment time. The selected laser treatment
time will be shown at the Time Window. To scroll to the desired time value, maintain pressure
on the desired button
Press Energy Reset button to reset the energy monitor value to zero
Press Home button in the upper-left corner to return to Main Screen
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9.8. Ready Mode

The software has Ready Mode in which the laser will emit when the finger/footswitch is pressed.
The purpose of Ready Mode is to wait for user(s) lo press the finger/footswitch and start laser
emission. The software produces 6 secands delay (6 beeps) {0 warn the users during the
transiticn from STANDBY to READY Mode. During the transition, the Standby button changes ta
Ready buttan and flashes. Alter 8 beeps, the aiming beam emits from tha hand pieca if the
aiming setting is on.

In Ready Made, the software allows operaters to change the laser power level, laser modulation
frequency, laser emission timer, and energy reset in Standhy mede.,

« Ready button is active
Medulation frequency display shows the selected modulation frequency

+« Ajming beam emits from the hand piece if the aiming setting is cn.

+« Unit exit from Ready Mode if fiber is not inserted correctly — Create Error Message:

a. Operation Error, Optic Fiber is not inserted.
b. Produce audible beep — 3 limes
Press Exit button can return to Standby Made.

+ Unit exit from Ready Mode if safety interlock is not inserted / attached to back of unit — Creale
Error Message:

a. Qperation Error, Interlock i3 not inserted.
b. Produce audible beep — 3 times
Press Exit button can return to Standby Made.

+ Press the Power Setting Scale or the “+" / "-" button to set the laser power. The selected laser
power will be shown at the Power Setting Window. To scroll to the desired power value,
maintain pressure on the desired button. The laser power can be set from 0.5W to 15.0W

+ Press lhe Pulsed Rate “+"/ “-" button to set the laser modu!alion frequency. The selected
laser frequency will be shown at the Pulsed Rate Window. To scroll to the desired frequency
value, maintain pressure on the desired butten. The laser frequency can be set from CW to
10000Hz

Note: The duty eycle in tha Pulsed made is 50%.

+ Press the Time “+" / *-" button to set the laser treatment time. The selected laser treatment
time will be shown at the Time Window. To scroll to the desired time value, maintain pressure
on the desired button.

= Press Energy Reseat button to reset the energy monitor value to zero
Unit returns to Standby Mode from Ready Mode if leaving unit alone for more than 3 minutas,
Press Ready button to return to Standby Mode.

9.9. Emission Mode

The software monitors the laser output power in according to the parameter settings on the
display to ensure the power is within +/-20% of power setling. During emission, the software does
not allow users to change any settings on the display. The software displays the word EMISSION
on the display. The device produces beeps, steady audible tone, or no audible tone during
emission according lo the audible settings.

« During emission, the software does not allow users to change any setlings on the display
» The real laser output power is same as the power setting on the display within +/-20%
deviation when the laser modulation frequency is CW.
» The real laser output power is 50% cf the power setting on the display within +/-20%
deviation when the laser modulation frequency is not CW
s Unit exit from Emission Mode if fiber is not inserted — Create Error Message:
a. Operation Error, Optic Fiker is not inserted.

b. Produce audible beep — 3 times 1 5 1
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c. Laser beam is disabled
Press Exit button can return to Standby Mode.
+ Linit exit from Emission Mode if safety interlock is not inserted —~ Create Error Message:
a. Operation Error, Interlock is not inserted,
b. Produce audible beep ~ 3 times
¢. laser beam is disabled
Fress Exit buttan can return to Standby Mode.
+ Unit exit from Emission Mode if laser power exceeds +/-20% of power setting — Create
warning message;
a. Laser power is out of range
b. Unit to produce audible beep — 3 times
c. Nolaser beam from hand piece
Press Exit bution can return to Standby Mode.,
¢ Unit exit from Emission Mode if laser diode temperature is cverheating — Creats warning
message:
a. Laser temperature is out of range
b. Uit to produce audible beep — 3 times
c.  Laser beam is disabled.
Press Exit button can return to Standby Mede.

s« Laser emission is disabled when the timer counts down to zero if timer setting is not CW.
Laser emission continues until emission is interrupted by finger/foolswitch if timer setting is
CW.

+ |f laser emission is intefrupted during emission mode by fingerffootswitch operation, the laser
emission can be enabled again by fingerffootswiteh until the remaining time is over.
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10. SAFETY

This section provides a collection of safety guidelines and safety-related statements relevant to the
safe and effective operation of the LTS-1500 laser device. Additional statement and protocols
regarding safety appear elsewhere in this document. Use this laser device according to all printed
guidelines cautionary statements, and protocols.

10.1 Laser Safety Supervision

RECOMMENDATION

Designate at least one person (e.g. Laser Safety Supervisor) responsible for providing training on
all operating and safety procedures at each facility that utilizes this device.

Individuals planning to use the laser system should attend laser orientation and education
sessions to achieve operational proficiency.

1. Designate at least one person at each facility that utilizes this device as laser
safety supervisor, responsible for providing training on all operating safety
procedures.

10.2 Safety Devices

The following components have specific safety-related features. All individuals who use this laser
device should be familiar with the purpose and the operation of these components.

Emergency Laser Off Switch. This switch is located on the top of the LTS-1500 device. Push the
switch down to terminate all electrical power to the laser device's microprocessor and laser-
emitting components. Resetting the switch restores power. To reset the Emergency Laser Off
Switch, the user must twist and rotate in the direction indicated by the arrows, then release it as
the switch button pops out, returning it to its normal position.

A Caution

DO NOT leave key in device's key switch when not in use. Prevent unauthorized and/or
unqualified use of the device. This will also prevent inadvertent laser emissions.

1. Key Switch

« This switch is located on the rear panel of the LTS-1500 device. A key is
required to activate the laser system. The user inserts one of the supplied keys
into the key-switch and turns it 90 degree clockwise. When the key switch is in
this paosition, it cannot be removed.
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+ After powering OFF the device using the key switch (a 90-degree, counter-
clockwise turn), the user should remove the key and store it properly to prevent
unauthorized or unexpected laser system operation.

2. Safety Interlock

This safety interlock located at the bottom of the device. If the interlock is not inserted into the
connector jack, all electrical power to the controls and laser components is terminated. The
safety interlock MUST be inserted before the laser emission.

10.3 Safety Strategy

1. Three Minutes Unattended Protection

If the laser device is left in Ready mode and does not receive any input for three minutes, the
laser will switch back to Standby mode.

2. Internal Laser Energy Monitor

« This is an internal device that monitors the intensity of laser energy generated
whenever laser emission occurs. This monitor aborts laser emission if the laser
device is unable to maintain the laser energy output set by the user.

Laser Eye Protection

The protective laser eyewear has an optical density rating > 5.0 for 350nm~2000nm
(see specification sheet) laser emission. All personnel present during device
operation must wear this eyewear. Contact LiteCure, LLC at 302-709-0408 to
purchase additional sets of 350nm~2000nm (see specification sheet) protective
eyewear.

11. ACCESSORIES

11.1 Foot Switch

A single intensity footswitch comes with this laser device. The laser device treats the
footswitch as a simple on/off device. When Override function is off, pressing down the
footswitch produces 100% of the laser energy set by the operator. Fully releasing the pressed
footswitch stops laser emission. When Override function is on, pressing down the footswitch
one time produces 100% of the laser energy set by the operator, and pressing down again to
stop the laser emission.

When closed, the cover of the foot switch is designed to prevent inadvertent foot pedal
control surface depression. Always turn laser off when not in use.

When foot switch operation is desired, press down on the cover then release. The cover is
spring loaded and will open automatically.
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11.2 Finger Switch

A single intensity finger switch comes with the hand piece. The laser device treats the finger
switch as a simple on/off device. When Override function is off, pressing down the finger
switch produces 100% of the laser energy set by the operator. Fully releasing the pressed
finger switch stops laser emission. When Override function is on, pressing down the finger
switch one time produces 100% of the laser energy set by the operator, and pressing again
stops the laser emission.

11.3 Power Cord

11.4 Laser Safety Eyewear

A Caution

ALWAYS wear the protective eyewear supplied with this device, which is optically dense at
the wavelength of operation (see specification sheet). All personnel present during device

operation must wear this eyewear. Contact LiteCure, LLC at 302-709-0408 to purchase
additional sets of protective eyewear for this device.

A
All personnel who are within the NOHD are considered to be within the controlled area and

must wear laser safety eyewear. ALWAYS wear the protective eyewear supplied with this
device. All personnel present during device operation must wear this eyewear.
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12. SPECIFICATIONS
Mode! LTS-1500
Laser type Solid State laser (Class IV)

Treatment laser wavelength

810+/-10nm, 980+/-10nm

Aiming beam wavelength

650+/-15nm

Aiming beam power

3.5mW+/-1.0mwW

Maximum output power 15W @ aperture of hand piece
Output port Hand piece

Continuous Wave {CW)
Operating modes

Pulse Wave (50% duty cycle)

2, 10, 20, 100, 200, 500, 1000, 2500, 5000, 10000Hz

Audio warning signal level

45to 65 dB

Cooling Themmal Electrically Cooled with Forced Air
Weight <30 Ibs

Dimensions 413mm(L)x264mm({W)x257mm(H)

Power requirement 100-240V~ 50/60Hz 400VA

Operation temperature 10Cto35°C

Storage temperature 20°Cto70°C
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13. CLEANING

A Warning

Always turn off the system and unplug the power cord from the wall outlet before cleaning.

A Warning

Always use protective eyewear and gloves when cleaning and disinfecting any equipment.

Caution

DO NOT use Hand Piece Head until alcohol solution used in cleaning
procedure completely evaporates. Doing so may cause the laser to ignite
alcohol solutions or vapors.

LTS-1500 laser device uses solid-state laser technolagy. It is impartant to keep the unit and
aceessories free from dust. To clean the exiericr surfaces on the unit or accessories:

«  Wipe with a soft cloth moistened with isopropyl alcahol solution. Ensure the solution
is only 70% alcoho! or less. Solutions of more than 70% alcohel can cause product
damage.

14. MAINTENANCE AND CALIBRATION

Calibration Procedure
Regulatory agencies require that manufaclturers of US FDA CDRH Class Il and IV medical lasers
supply their customers with power calibration instructions.

Calibraticn must be performed by the LiteCure-certified Service Personnel. Guestions regarding
this procedure should be referred to your local LiteCure representative. Units are recommeanded
to be calibrated once a year.

DISCLAIMER WARNING

Calibraticn is a service procedure to be done only by LiteCure-certified Service Personnel.
Adjustment by anyene other than a certified LiteCure Service Personnel voids any existing
manufacturer's warranty on the instrument.

Laser Power Calibration
TO PERFORM LASER CALIBRATION TEST PROCEDURE: WEAR |LASER SAFETY GOGGLESs
WHEN PERFORMING THIS PROCEDURE

Equipment Needed: Certified traceable power meter with appropriate wavelength and power

measurement capabilities.

1. Turn off the laser,

2. Inspect and allach a LiteCure optical fiber, fool pedal and power cord as directed in the
manual, Pay special attention lo ensuring that both ends of the optical fiber are clean and
free of any dust, fluid or other contaminants.

3. Turnonthe LiteCure laser and enter standby made as instructed in the manual.
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4. Increase the power setting until the Digital and Analog Power Displays reach their maximum

setting in CW (CONTINUOUS MODE).

Place the laser in ready mode.

6. Using the aiming beam, direct the distal end of the fiber into the active area of the power
meter.

7. Enable the laser, fire the laser, and record the value in Watts from the power meler. Repeat

3 timas and taken an average.

The average shauld be within 20% of power setting.

S, If the resulls are outside the 20% range, ensure that: all of the light from the fiber is entering
the detector, the fiber is connected correctly, and the fiber is not damaged. Replace with a
new fiber if necessary and repeat.

10, If the resulls are still cutside the 20% range, discontinue this procedure and contact your
local LiteCure representative,

el

o

15. SOURCES FOR ADDITIONAL INFORMATION AND
ASSISTANCE ON LASER SAFETY

Center for Devices and Radiological Health
Office of Compliance

2098 Gaither Rd.

Rockvilie, MD 20850

Tel: 301-594-4654

Fax: 301-594-4672

hitp:ihvwew fda.govicdrhfindex hirnl

Laser Institute of America

12424 Research Parkway, Suite 125
Qrlando, FL 32826

Tel: 407 380 1553

Fax: 407 380 5588

tttp:Avrarw laserinstitute.orgf
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16. WARRANTY INFORMATION

16.1 Terms and Conditions

1. LTS-1500 laser device is warranted to be free from defects in materials and workmanship for a
pericd of 24 menths, starting from the date of initial shipmant. This warranty does not extend to
incidental or consaquential damages and to damage caused by negligent or improper handling in
use, storage, nor to products from which the criginal identificalion markings or labels have been
defaced, altered or remaved.

2. LiteCure, LLC reserves the rights of determining cause or existence of defect and the options

ta repair the products, which proves to be defective during the warranty peried. Products replaced
under warranty will be warranted only for the balance of the warranty pericd starting from the date
of the first shipment,

3. This warranty extends only 1o the original purchaser of the equipment from LiteCure, LLC. The
purchaser must notify LiteCure, LLC within 15 days of first detecting the defect and promptly return
the defective product befare expiration of the warranty period.

4. Products claimed by purchaser to be defective shall be returned to LiteCure, LLC with
transportation and insurance (if necessary) prepaid by purchaser. LileCure, LLC will return
repaired or replaced products to purchaser with FOB city destination within the Continental United
States. Transportation fees insurance (if necessary) beyond this limit wili be charged to purchaser.

16.2 Retfurn Procedure

Please review terms of purchase and date of shipment to determine validily of warranty claim.
Warranly claim should anly be made for products within terms of warranty policy.

1. Call LiteCure, LLC al 302-709-0408 and obtain 2 Return Material Autharizatiocn number (RMA)
and detailed return instructions. A form will be faxed and must be completed, signed and returned
to LiteCure, LLC For customers where distribulorship andior a representative is not available, all
claims should be addressed 1o

Service
LiteCure, LLC
250 Corporate Blvd. Suite-B
Newark, Delaware 19702
2. Be prepared to furnish:
+  Product Model number and Serial number
= Purchase and Shipment Date
+ Reascn for return
= Name of person and phone number at your organization for further communication.

3. Adhere to LiteCure, LLC’s complete return instructions for transporiation and packaging and
ship the product (freight and insurance prepaid) with proper documentation containing the RMA
number and the information specified above.

4, LiteCure, LLC will advise the purchaser of its determination of warranty at the earliest possible
time. Providing complete information as requested will expedite the procedura.
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SAFETY AND HANDLING CONSIDERATIONS

A Warning

NEVER look directly into the distal end of the hand piece cennected te an active laser device. Never
direct the laser light directly into the eyes, or direct the laser beam at anything other than the area to
be treated. WITH or WITHOUT the appropriate laser-emission protective eyewear: indirect or direct
eye cantacl with the output beam or scattered laser light from any reflective surface will cause
serious irreparable corneal andfor retinal damage, and possible blindness t¢ ene or bath eyes.

A Warning

DO NOT allow any reflective abject to fall inta or obstruct the path of the laser energy produced by
this device. The operator, all assistants, and lhe patient must remove all reflective objects (such as
rings, metal watchbands, and jewelry) prior to treatment with this device. Indirect or direct eye
contact with the cutput beam or scatiered laser light fram any reflective surface from the laser will
cause serious, irreparable cormeal and/or retinal damage, and possible blindness o one or both
eyes.

A Warning

DO NOT remove protective eyewear until the operator returns the laser device to Standby mode.

A Warning

FAILURE TO COMPLY with all safety instructicns and warnings may expose all participants to
harmful levels of laser radiation and/er dangerous levels of electrical current,

A Warning

ALWAYS wear the protective eyewear (OD>5) supplied with this device, which is optically dense at
the wavelength of operatian. All personnel present during device operation must wear this eyewear.
Contact LiteCure, LLC at 302-709-0408 to purchase additional sets of protective eyewear for this
device.

A Warning

ALWAYS put the laser in Standhy mode or turn the device OFF prior to adjusting or connecting /
discannecling the hand piece or fiber optic.

A Warning

ALWAYS post Warning Signs for Class IV laser products.

A Warning

ALWAYS post Warning Signs in the area of the laser beam to alert others.

A Warning

ALWAYS Turn the device OFF before lifting, maving or relocaling the device.
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A Warning

ALWAYS place “Laser In Use" signs at location enlrances where pecple will use the laser.

A Warning

NEVER leave this device in the READY mode unattended.

A Warning

NEVER allow untrained parsonnel to operate this device unless diractly supervised by a properly
trained and experienced individual.

A Warning

DO NOT leave key in device's key switch when not in use. Prevents unauthorized andfor unqualified
personnel use of the device. This will also prevent inadvertent laser emissions. DO NOT allow any
nonessential personne! into the treatmenl area during any laser procedure.

A Warning

DO NOT press the footfinger switch without first verifying the safe corientation and proper positioning
of the hand piece and distal end of the optical fiber and ensuring compliance to all safety
precautions.

if the laser fails to operate properly, please discontinue treatment and contact LiteCure, LLC at 302-
709-0408.

A Wamfng

Public legal previsions may include special safety regulations for the protecticn of personnel against
laser radiation. Compliance with any special safety regulations is required.

A Warning

Using controls or settings or performing procedures cther than those specified in this Operator
Manual may result in hazardous radiation exposure.

A Waming

Da nol attempt to disassemble the laser unit. This will veid all warranties applicable to the unit and
may resutt in hazardous radiation expesure.
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FIRE AND EXPLOSION HAZARDS

Hezlthcare professionals should be aware of the following safety considerations and potential fire
hazards when using the laser:

1. The laser beam can ignite most nonmetallic materials.
2. A UL-approved or equivalent fire extinguisher should be readily available

This laser unit is not intended for operalion in areas subject to explosion hazards such as
flammable materials, gases or subslances. A fire or explosion could cccur.

A Warning

The laser unit is not suitable for use in the presence of anesthetics that are flammable when in
contact with air, oxygen, protexide or nitrogen monaoxide.

A Warn’ing

AVQID THE USE of flammable solvents, anesthetics, oxidizing gases such as nitrous oxide (N2Q)
and oxygen or andogenous gases. The high temperatures produced in normal use of the laser
equipment may ignite some material, for example cotton or weal, when saturated with oxygen. The
solvents of adhesives and flammable sclutians used far cleaning and disinfecting should be allowed
to evaporate before lhe laser equipment is used, Always be aware of the fire risk caused hy
flammable gases in close proximity to an cperating laser. If you accidentally spill liquid on the unit,
immediately stop treatment, disconnect the power supply cable and contact your local distributor,
authorized service center or LiteCure customer service for assistance.

A Warning

Never direct the laser beam toward paper, plastics or dark surfaces. These may catch fire or be
damaged due to the high temperatures produced by the laser beam.

A Warning

DO NOT treat through clothing or bandages. Fossible damage or ignition may occurr due to the
high temperatures produced by the laser beam.

PREPARATION OF PATIENT FOR LASER THERAPY TREATMENT

1. The area to be treated must be expased
2. The treatrment area should be clean and free of surface dirt or cils
3. Use rubbing alcohel for all instrument surfaces in contact with the patient

A Caution

DO NOT use Hand Piece Head until alcohol solution used in cleaning
procedure completely evaporates. Doing so may cause the [aser to ignite
alcohol solutions or vapors,
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HANDPIECE DESCRIPTIONS

1. The hand piece is composed of hand piece handle and hand piece heads. The universal screw
design is perfect for making the different heads interchangeable.

Hand Piece Handle + Finger Switch

WARNING!

DO NOT use Hand Piece without Hand Piece Head or inadequately secured Hand Piece Head
on the Hand Piece Handle.

Doing so may cause serious and/or irreversible injury,
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2. Exchange Hand Piece Head.

Small Cone

Large Ball

Page 5

Head T & _ Nominal Ocular Hazard
ype Spot Size (diameter) Distance (NOHD)
Small Cone 100 mm with 10cm from the patient skin | 4.7m
Small Ball 15mm 9.5m
LEII‘gB Ball 30mm 3’Tm
120mm with 8cm from the patient skin
Large Cone 140mm with 10cm from the patient skin A7m
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*

Hand Piece Handle + Finger Switch + Small Cone

This head is for general use and applications where fine control with no contact or soft tissue
manipulation during treatment is desired.

For Intended Use:

810nm and 980nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicated for emitting energy in the infrared Spectrum
to provide topical heating for the purpose of elevating tissue temperature for temporary relief of
minor muscle and joint pain, muscle spasm, pain and stiffness associated with arthritis and
promoting relaxation of the muscle tissue and to temporarily increase local blood circulation.

The Small Cone Head can be used at power settings up to 8W (810nm & 980nm), 10cm from the
skin of the patient.

For Intended Use:

980nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicated for use for the temporary increase of clear
nail in patients with onychomycosis (e.g., dermatophytes Trichophyton rubrum and
Tmentagrophytes, and/or yeasts Candida albicans, etc.).

The Small Cone Head can be used at power settings up to 15W (980nm), 10cm from the skin of
the patient.

Hand Piece Handle + Finger Switch + Small Ball

This head is for use in applications where contact and soft tissue manipulation during treatment are
desired. Examples of appropriate applications for the small ball are muscular or tissue injuries in
tight spaces or near sensitive areas. The small ball is not recommended for use over bone, open
wounds, non-intact skin or areas that would be sensitive to contact. This head should be
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perpendicular to the skin and not approaching at an angle. The area to be treated and a significant
surrounding margin should be covered evenly in a “painting” or “serpentine” motion.

=« The Small Ball can be used at power settings up to 8W (810nm & 980nm)

Hand Piece Handle + Finger Switch + Large Ball

This head is for use in applications where contact and soft tissue manipulation during treatment are
desired. Examples of appropriate applications for the large ball are muscular or deep soft tissue
injuries. The large ball is not recommended for use over bone, open wounds, non-intact skin or
areas that would be sensitive to contact. This head should be perpendicular to the skin and not
approaching at an angle. The area to be treated and a significant surrounding margin should be
covered evenly in a “painting” or "serpentine” motion.

= The Large Ball can be used al power settings up to 15W (810nm & 980nm)

Hand Piece Handle + Finger Switch + Large Cone

This head is for general use and applications where no contact or soft tissue manipulation during
treatment is desired.

+ The Large Cone Head can be used at power settings up to 12W (810nm & 980nm), 8cm from the
skin of the patient or power settings up to 15W (810nm & 980nm), 10cm from the skin of the
patient.

| WARNING!
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¥

ALWAYS turn the device power OFF by using the key switch before changing Hand Piece
Head.

Remove Hand Piece Head from Hand Piece Handle, and DO NOT touch the distal end of the Hand
Piece Handle.

Securely tighten the new Hand Piece Head to Hand Piece Handle.

WARNING!

DO NOT use Hand Piece without Hand Piece Head or inadequately secured Hand Piece Head
on the Hand Piece Handle.

Doing so may cause serious and/or irreversible injury.

WARNING!

Wear Laser Safety Eyewear provided with the laser before operating the laser device.
CAUTION

Please do not remove the hand piece fiber from the emission port once it has been secured unless
itis unavoidable. Repeated insertion and removal of the hand piece fiber before and after every
procedure will increase the chance of emission port and fiber tip contamination. If the emission port
or the fiber tip is contaminated then the device might be damaged during laser beam output
emission.

The dust cap is installed by the manufacturer as a means to prevent dust and debris from
contaminating the emission port during shipping and before device installation and is not intended
as the primary means to protect the emission port connector during nermal use.

We recommend the following procedure:

1. Before using the device for the first time, install and secure the hand piece fiber into the laser
emission port in accordance with the User Manual.

Use the device as required.

When done using the device, power off in accordance with the User Manual and leave the hand
piece connected.
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*

Bending Limits of the Hand Piece Cable:

Thea radiation transferred within the hand piece cable goes through a very small diameter glass rod
{an optical fiber). it can be damaqged if bent too sharply. The maximum permissible bending radius
of oplical fiber is 5 cm

Laser Hand Piece Troubleshooting:

If the any part of the hand piece assembly is overheating or producing smoke, then immediately
power off device and discontinue operation. And then call LiteCure, LLC at 302-709-0408
immediately for assistance.

HAND PIECE HEAD CLEANING AND DISINFECTION

A Warning

Always turm off the system and unplug the power cord frem the wall outlet before cleaning.

A Warning
Always use protective eyewear and gloves when cleaning and disinfecting any eguipment.

Caution

DO NOT use Hand Piece Head until alcohol solution used in cleaning
procedure completely evaporates. Doing so may cause the laser to ignite
alcohol solutions or vapors.

1. To clean the exterior surfaces on Hand Piece Head:

= Wipe with a soft cloth meistened with isoprepyl alcohol selution. Ensure the salution
is only 70% alcoho! or less. Solutions of more than 70% alcoha! can cause product
damage.

2. Toclean the Large Ball:
Always dampen the cloth and then clean.
+ Befare cleaning, turn off the system and unplug the power cord from the wall outlet.
« Avoid using gritty cloths.

3. Ifyou have access to an Ultrasenic Cleaner, it can be used to deep clean the Large Bail.

The following recipe is recommended:

Mix 90% isopropy! alcohot with warm water at the volume ratio of 60:40 and add one drop
of dish soap.

4. After cleaning the Hand Piece Head, wipe it with soft cloth. Then leave it on clean surface to dry.
To expedite drying time of the Hand Piece Head, putting 70% or less isopropyt alcohol inte the
Hand Piece Head and pouring it out will be helpful.

A Caution
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DO NOT use Hand Piece Head until alcohol solution used in cleaning
procedure completely evaporates. Doing so may cause the laser to ignite
alcohol solutions or vapors.

A Warning

DO NOT use anything to clean the lens inside the handpiece. Doing so may
damage the lens when laser emission. Using compressed air to remove the
dust, debris and hair is recommended.
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Section14 Sterilization & Shelf Life

Sterilization and shelf life is not applicable to our device and accessories.
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Form Approved: OMB No. 0810-0120; Expiration D:-;le.: 33110

Department of Health and Human Services
Food and Drug Administraticn

STANDARDS DATA REPORT FOR 510(K)S
{To be {filled in by applicant)

+ | This report and the Summary Report Table are to be completed by the applicant when submitting a 510{k} that references
a national or intemational standard. A separate report is required for each standard referenced in the 510{k).

TYPE OF 510(K) SUBMISSION
- [ Traditicnal B4 special ] abbreviated

STANDARD TITLE
IS0 10993-1:2009, Biological evaluation of medical devices - Pan |: Evaluation and testing within a risk management process

Fiease answer the following guestions - Yes No
I5 this StaNAArd rECOGNIZED BY FDA 2 oo e eeee ettt e e e et e eeeee s eeee et eeeere et ee et e eebtebane s eeee X O
Was a third party laboratory responsible for testing conformity of the device to this slandard identified
IURE BAOIKY? oo e e oo i O
Is 2 summary report ‘ describing the extent of conformance of the standard used included in the 0
BAOKD? oo eeiai e et ettt e e ob St e e e
If no, complete a summary report table. -
Does the test data for this device demonstrate conformity to the requirements of this standard as it
PEIAING 10 BiS QEViCO 7 s 1S 1 5 e e et e e e b AL s X O

€5 this standard include AcCePIANCE GIHEBMIAT .. it i s sras b e raar et e s es e satesnasss srnren ® O
If no, include the results of testing in the 510(x).
Does this standard include more than one option or selection of the standard? ... ]
If yes, report options selected in the summary report table.
Were there any deviations or adaplations made in thie use of the standard?.......cco e [ &
If yes, were deviations in accordance with the FDA supplemental information sheet {SIS) i SO 1 ]
Were deviations or adaptations made beyond what is specified in the FDA SIS? ..o n 4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the Standard? ... e e ] B4
If yes, report these exclusions in the summary report table.

s 6 ' . . . ' 7

Is there an FDA guidance that is associated with this standard? ... Ey [
If yes, was the guidance document foliowed in preparation of this S10K? ..o [ L

Title of guidance: FDA Bluebook Memorandum G%5-1 "Use of International Standard 150 10993, 'Bmlcglcai Evaluation of Medical
Devices Part 1: Evaluation and Testing'."

! The formatting convention for the title s: [SDOQ] [numeric identifier] certification body involved in conformance assessment 1o this
[title of standard] [date of publication) standard. The summary report includes Infcrmation on all standerds

z Authority [21 U.S.C. 360d), www.fda.goviedrh/stdspreg htmi utilized during the development of the device.

* hitp:twww.accessdala fda.goviscriptsiedrhieidocs/ciStandards/ ® The supplemental information sheet (315) is additional informatian
segrch.cfm which is necessary before FDA recogrlzes the standard. Found at

* The summary report should include: any adaplations used to adapt hitp:hwww sccessdata foa govfscriptsiodr/cidocs/iciStandards/search cim
Lo the device under review {for example, altamativa test mathads); ® The online search of CORH Guidance Documents can be found at
choices made when aptions or a selecticn of methads are described: www.fda.govicdrh/guidance. htm!

deviations from tha standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (3/107) Page 1 PSE Craphles, (00} 443- 1098 EF
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STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

(dves [ Mo [ nra

TYPE OF DEVIATION OR CPTION SELECTED?

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?Y

[dves [INe [ na

TYFE OF DEVIATION OR OPTION SELECTED®

DESCRIPTION

JUSTIFICATION

CTION NUMBER SECTION TITLE CONFORMANCE?

[C]Yes [ ne [ wm

TYPE OF DEVIATION OR OFTION SELECTED®

DESCRIPTION

JUSTIFICATION

* For comp'eteness list all sections of the standard and indicate whether conformance is met. If a section is not applicable {N/A) an
axplanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately juslified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of devizlion or oplion selecled,” *description” and “justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplermnental
infarmation sheet {S138), a deviation to adapt the standard to the device, or any adaplakon of a saction.

Paperwork Reduction Act Statement

Public reporting hurden for this collection of information is estimated to average | hour per response, including the
time for reviewing instructions, scarching 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:

Center for Devices and Radiologica! Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is kot reguired to respand te, a collection of informarion
unless it displays a currently valid OME control number.
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Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be fitied in by applicant)

This report and the Surmimary Report Table are to be completed by the applicant when submitting a 510(k) that references
a naticnal or international standard. A separate report is required for each slandard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
|:| Traditionai @ Special D Abbraviated

STANDARD TITLE '
1S0 103993-5:2009, Biolagical evalvation of medical devices - Pant 5 Tests for In Vitro cytotoxicity

Please answer the following questions Yes No
Is this standard recognized by FDA B e ettt ettt ettt e nt 1A n ettt ettt ent et en e srant v nenet e X CI
FDA Recﬂgnition number T, R Chmaatnmen n o e en s e £ e e e e e # 2.153

Was a third parly laboratory responsible for testing conformity of the device to this standard identified -
ENE STO(K)T.vrvvevorvvernsoeooveesressrssessess s e s s somsmsesesreseesseenssesessesenssesest s O

Is a summary repori ! describing the extent of conformance of the standard used included in the
ALK -.eeeveevevesss e eeene e eevcscemssesses S e R e R ]
If no, complete a summary report {able.

Does the test data for this device demonstrate conformity to the requirements of this standarﬁl as it

PEMAINS 10 TS AEVICE? .o et eeeee e e aerbaer e ceees e eere SRRSO U
Jes this standard inchide acceptance Critenid?.. ..o oo, S &J

If ho, include the results of testing in the 510(k).

Does this standard include more than one aption or selection of the standard? ... W X
If yes, report options selected in the summary report tabla.

Were there any deviations or adaptations made in the use of the standard?. ., R B B
If yes, were deviations in accordance with the FDA supplemental mformatlon sheet (SIS}"”-' ..................... O O
Were deviations or adaptations made beyond what is specified in the FDA SIS? ....oveeii v 0 =
If yes, report these deviations or adaptalions in the summary report table. =
Were there any exclusions Trom the standard ... e e e O X
If yes, repert these exclusions in the summary report table.

. & . . . . )

Is there an FDA guidance thatl is associated with this standard? ... e eneeens 4 O
If yes, was the guidance document followed in preparation of this 510K Z..........covveveievcmrei e [X] O

FDA Blucbook Memorandum G%3-1 "Use of International Stendard 18O 10993, 'Bictogical Evaluation of Medical

Devices Part |: Evaluation and Testing'.”

Title of guidance:

' The farmatting convention for the title is: [SDO] [rumeric dantifier] certification body involved in conformance assessment to this
[title of standard] (date of publication] standard. The summary report includes information on all standards
 Authority [21 U.5.C. 360d), www.lda. govicdrivstdsprog. himi ulilized during the development of the device.
* hitp/hwww.accessdata fda goviscripisiedih/cfdocsicfStendards/ ¥ The supplemental informaticn sheet (SIS} is additional information
search.cfm which is necessary before FDA recognizes the standard. Found al

+ The summary report should include: any adaptations used to adapt hltp:w.aocessdata.fda.govrscriptsﬁcdfhfcfdocsh;rsmndards.fsearch.cfm
to the device under review (for example, alternative test methods); The online search of CORH Guidance Documents can be found at
choices made when options or a salection of methads are dasgribed; www.fda.govicdrh/guidanca.html
deviations from tha standard; requirements not applicable to the
device; and the name address of the test laboratory o

o
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STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

[1ves Tl He []na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTICN TITLE CONFORMANCE?

[:IYes DNG D N/A

TYPE OF DEVIATICN OR OPTION SELECTED®

DESCRIPTION

JUSTIFIGATION

“TION NUMBER SECTIONTITLE CONFORMANCE?

(Jves [Ane O wm

TYPE OF DEVIATION OR OFTION SELECTED®

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. 'f a section is not applicable (N/A) an
explanation is needed under "justification.* Some standards includa options, 5o similar to deviations, the option chosen needs to be
described and adequately justified as apprapriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” "description” and "justification™ on the
report. More than one page may be necessary.

* Types of deviations can indude an exclusion of a section in the standard, a deviation brought oul by the FDA supplemenital
information sheet (S15), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining ihe data nesded, 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:

Center for Dievices and Radiological Health

1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct o sponsor, and a person is not required lo respand ta, a collection of information
uniess it displays a currently valid OMB contro! number.
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Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
; {To be filled in by applicant)

T This repert and the Summary Report Table are to be completed by the applicant when submitiing a 510(k} that references
a national or international standard, A separate report is required for each standard referenged in the 510(k).

TYPE OF 510{K} SUBMISSION
L1 Traditiona!

< special ] Avvreviated

STANDARD TITLE '
130 10993-10:2002, Biological evaluation of medical devices - Part 10: Tests for irritation and delayed-type hypersensitivity

Please answer the following questions Yas No

IS this standard reCOTMIZE BY FDA 27 .. ..o oo eoee s oess s esessssserar s s sess s st e et seesestee e senessemnesesseens B4 O

Was a third panty laboratery responsible for testing conformity of the device to this standard identified

1S STOK) oo st e ee s ee e oee oo e om0t oo e st oee O
Is a summary report * describing the extent of conformance of the standard used included in the
R 11 OO OT OO TT O
If no, complete a summary repor table.
Coes the test data for this device demonstrale conformity to the requirements of this standard as it -
PEMEINS 10 TS BEVIEET oo s oo e 2 .

585 this standard iNCIUAE ACCEPLANCE CIIIEIAT...v.....eveeseeereesseseereesseesesssseses e ssseesesssenseeseeesemt e seeeeare e B O
If no, include the results of testing in the 510{k).
Does this standard include maore than one option or selection of the standard? ... O [X]
If yes, report aptions selected in the summary report table.
WWere there any deviations or adaptations made in the use of the standard?.............cccviin i L =
If yes, were deviations in accordance with the FDA supplemental inforration sheet (S1S) i SRR K| 1
Were deviations or adaptations made beyond whal is specified in the FDASIS? ..., N =
If yes, repori these deviations or adaptations in the summary report table.
Were there any exclusions from the slandard ... bbb i1 54|
If yes, report these exclusions in the summary report table.

R [

Is there an FDA guidance that is associated with this StaNAard? .........ccoooeeeccevevvennrvosncceescrnrosnivereee. 24 il
If yes, was the guidance document followed in preparation of this 510K? ... veriev e e sveeieiee e 24 il

Title of guidance: FDA Bluebook Memaorandum (93-1 "Use of International Standard 1SO 10993, 'Biological Evaluaticn of Medical

i

Devices Part 1. Evaluation and Testing'.

! The formatting convendion for the title is: [SDO] [numeric identifier]
[title of standard] [date of publication]

7 Authority [21 U.8.C. 360d], wenw.fda.govicdrh/stdsprog. htmi

certification body involvad in conformance assessment to this
standard. The summary report includes information on all standards
utiiized during tha development of the device.

! hitp/Aww accassdata fda goviscriptsfedrhicfidocs/cfStandards/
search.ofm

1 The summary report should include: any adaptations used to adapt
to the device under review {for example, alternative test methods);
cheices made when options or a selection of methods are described;
deviations fram the standard; requirements not applicable ta the
device; and the nams address of the test laboratory or

® The supplemental information sheet (SIS} Is additional infarmation
which Is necessary before FDA recognizes Lhe standard, Found at
httpvrany. aceessdata. fda gov/scriptsiedrh/cfdocsiciStandards/search.cim

¢ The online search of CORH Guidance Documents can be found at
www . fda.govicdrhiguidance.himl
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CONFORMANCE WITH STANDARD SECTIONS®

SECTION NUMBER SECTION TITLE CONFORMANGE?

[ Ives Cna [C] N

TYPE OF DEVIATION QR OPTION SELECTED®

BESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE ' CONFORMANCE?
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TYPE OF DEVIATION QR QPTION SELECTED*

DESCRIPTION

JUSTIFICATION

TCTION NUMBER SECTION TITLE CONFORMANGE?
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* For completeness list all sections of the standard and indicale whether conformance is met. If a section s not applicable {N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device, Explanation of all devialions or description of options
selacted when fallowing a standard [s required under "type of deviation or option selecled,” *description” and *justifization” on the
repart, More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a daviation brought oul by the FDA supplemental
information sheet {515}, a deviation to adapt the standard to the device, or any adaptation of 2 section,

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated 1o average | hour per response, including the
time for reviewing instructions, searching exisling data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments reparding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, 10!

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20830

An agency may not conduct or sponsor, and g person is nat required to respond to, u collection of information
uniess it displays a currently valid OMB control number.
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Form Approved: OMB Ne. 0910-0120; Expiration Dale: 8/31/10

Deparment of Haalth and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR S510{K)S
(To be filled in by appliicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that referances
a naticnal or international standard. A separate report is required for each standard referenced in the 510(k).

TYFPE OF 510{K) SUBMISSICN
[ Traditional Special [] Abbreviated

STANDARD TITLE '
IEC 606011, Medical Electrical Equipment - Part 1: General Reqeirements for Safety, 1988; Amendment 1, 1991-11, Amendment 2, 1955

Please answer the following questions Yes No
Is this standard recognized by FDA R OOV = -
FDA Recugnit‘lon number 3 DT T P T T P T R P L O O N Py P U P P T U PR PRPT T T PE TUE T PR TR TSR I PO TP # 5_4

Was a third party laboratory responsible for testing conformity of the device to this standard identified

I BE 5 00KY P eevsveeverevemeeesceees e reeee s e e eees e st esmsesee s e eeseamssrenes e oo e et e e eees oo e e I O
Is a summary report * describing the extent of conformance of the standard used included in the

BAOLKYT vevvvereieesssieressessies s eesiess e st e ss s s bt as s es SRS b bt bt A bbb et et ¢ J

If no, complete a summary report table,

Dees the test data for this device demenstrate conformity to the requirements of this slandard as it
Pertains t0 this ABVICET ... .. i e i eer e e s e s e e e e e e s mar e et seesamabe e s e enmste et feeranbe et snenrerrantants

if no, include the results of testing in the 510(k).

Does this standard include more than one oplion or selection of the standard? ...,
If yes, report options selected in the summary repori table.

Were there any deviations or adaptations made in the use of the standard?.................
If yes, wera deviations in accordance with the FDA supplemental information sheet (SIS) .....................

Woere deviations or adaptations made beyond whal is specified in the FDA SIS? .o
If yes, report these deviations or adaptations in the sumrmary report table.

OO (oo d B X
® KB |IOK & O 0O

Were there any exclusions from the standard?. ... e et
If yes, report these exclusions in the summary report tahle.

E
Is there an FDA guidance that is associated with this standard? ... e, ] 4
If yes, was ithe guidance document followed in preparation of this 5T0K?.......o.oovoer oo, 1 ]
Title of guidance: N/A
' The formalting convention for the title is: [SDO] [rumeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report Includes information gn all standards
2 Authority [21 U.5.C, 360d], www.fda gowedri/stdsprog html utiflzed during the development of the device.
* hitp/Awww. accessdata fda goviscriptsiod i/ cfidocsicfStandards! % The supplemental information sheet {515} is additicnal Information
search.cfm which is necessary before FDA re_cognizes the standard. Found at
* The summary report shoud include: any adaptations used to adapt http;fw.acoessdata.fda.guwscnpl.s.'odrh!cfdocsfcfStandardsisearch.cfm
to the device undar review (for example, altemative tast methads); & The online search OfC[?RH Guldanca Dacuments ¢an be found at
cholces made when oplions or a selection of methods are described; www.fda.gov/cdrh/guidance. htm!
deviations from the standard; requirements not applicabls to the
I devica; and the name address of the test laboratary or
FORM FDA 3654 (9/07) Page 1 PSC Grghics (301) 443- (09 EF
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T W G SRl e s T R, S Y A e

{EXTENT/OF STANDARD CONFORMANGE S,
il

TANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE ' CONFORMANCE?

O ves [ ne D] ma

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SEGTION NUMBER SECTION TITLE CONFORMANCE?

[(Ives [1na []wn

TYPE OF DEVIATION OR OFTION SELECTED®

DESCRIPTION

JUSTIFICATION

mTITION NUMBER SECTION TITLE CONFORMANCE?

[dves [ No [ wa

TYPE OF DEVIATION OR OPTION SELEGTED*

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is mel. If a section is not applicable (N/A) an
explanation is needad under “jusiification.” Some standards include options, so similar lo deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject davice. Explanation of all deviations or description of options
selected when following a standard is required under ®type of deviation or option selected,” “descriplion” and “justification® on the
report. Mare than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, 2 deviation brought out by the FDA supplemental
information sheet {SI5), a deviation to adapt the standard to the device, or any adaptation of & section,

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 howr 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 callection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1330 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond fo, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (10/06) Page 2
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Farm Approved: CMB No. 0910-0120; Expiration Date: 8/31/10

Cepartment of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FCR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 310(k) that references
a national or internationai standard. A separate reporl is required for each standard referenced in the 510(k}.

TYPE GF 510(K) SUBMISSION
(] Traditional B special ] Abbreviated

STANDARD TITLE‘I
1EC 60601-1-2, Medical Electrical Equipment - Part 1-2: (General Reguiremenis for Safety - Collateral standard: Electromagnetic Compatibility -
Requirements and Tests (Edition 2:2001 with Amendment 1:2004)

Please answer the following questions Yes No
|5 this standard recogniZed BY FDA 22 ... e e ettt et e sasee et s s seaeas st st e s tnas s X il

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I ENE BAO(KYZ...orrvveoseer e oomreeeeesessmssssseesesoes e sessms s oesss oo rnes oo esserne s oo e [ L

Is a summary report * describing the extent of conformance of the standard used included in the

SADLKYT evvvtversevaees e covesetenssen s e st st s e s ae et et et et i e et et bs et se et re X O
If no, complete a summary report table,
Does the test data for this cevice demonsirate conformity to the requirements of this standard as it X 0
| pertains 1o this eVICERT ..o e e et
Jes this standard include acceptance CHEEMIAT ... e e e e e X L]
If no, include the results of testing in the 510(k).
Does this standard include more than one oplion or selection of the standard?..... ..o, O X
If yes, report options selecled in the summary report table,
Were there any deviations or adaptations made in the use of the standard?.........o i s L B4
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS}“’? ..................... | N}
Were deviaticns or adaptations made beyond what is specified in the FDA SIS? ..o, O ]
If yas, report these devialions or adaptations in the summary report table.
Were there any exclusions from the Slandand ... ... e e e re s ae s s e r s ] |
if yes, report these exclusions in the summary report table.
] 6 - N £y -
Is there an FDA guidance thal is associated with this standard? ... 0 B
If yes, was the guidance document followed in preparation of this ST0K?...vv e eeeeec e, U U
Title of guidance; N/A
! The formatling canvention for the tile is: [SDO] [numeric idantfiar] certification bady Involved in conformanca assessment to this
[tit'e of standarc] [data of publication] standard. The sumrnary report includes information on all stendards
2 Authonty [2% U.S.C. 360d), www.fda.govicdrh/stdsprog.html utilized during tha development of the devica.
T hitp:ihvww accassdata fda goviscripisiadhicfdocslefStandards! * The supplemental infarmation sheet (SI3) is additional information
search.clm which is necessary before FDUA recognizas the standard. Found at
+ The summary raport shaLld Include: any adaptations used ta adant nttp-fevww. accessdata fda, govfseriptsfedrb/cfdocs/cfStandardsfsearch.cfm
to the device under review {for example, altemative test methods); ® The oniing search of CORH Guidance Documents ¢an be found at
choices made when options or a selection of metheds are described; www.fda.gov/cdrh/guidance. himl

deviations from the standard; requirements not applicable to the
device;, and the name address of the test laboratory or

FORM FDA 3554 (9/07) Page 1 PSC Guighly; (301) 4431090 [T
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R b i I VLA TR E e L R et T e e TR
'EXTENT.OF, STANDARD CONFORMANCE
SUMMARY REPORT.TAB -
T B! SRS R fhahin B B o e T N E e ol T

STANDARD TITLE
U

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

(I ves [ o [ wm

TYPE OF DEVIATION OR OPTION SELECTED®

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTIONTITLE CONFORMANGCE?

|:|Yes |:|No DN;’A

TYPE OF DEVIATION CR OPTION SELECTED®

DESCRIPTION

JUSTIFICATION

"TCTION NUMBER SECTION TITLE CONFORMANCE?

[]ves [Jne [ wma

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For compleleness list all sections of the standard and indicale whelher confermance is mel. If a section is not applicable (NFA) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all devialions or description of options
selected when following a standard is required under “type of deviation or option selected,” "description” and “justification” on the
reporl. More than one page may be necessary.

* Types of daeviations can include an exclusian of a section in the standard, a deviation brought cut by the FDA supplemental
information sheet (S15), a deviation lo adap! the standard 1o the devica, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estitated to average 1 hour 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:

Center for Devices and Radiological Health

1350 Piccard Drive
Rockville, MD» 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless i displays a currently valid OMBE control number.

FORM FDA 3654 (10/05) Page 2
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Form Approved: OMEB No. 0910-0120; Expiration Data: 8/34/10

Depariment 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 to be completed by the applicant when submitting a 510{k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510{K) SUBMISSION
1 Traditional B special [ abbreviated

STANDARD TITLE
IRC 68601-2-22 (1995), 2™ Edition, "Medical electrical equipment - Part 2: Particular requircinents for the safety of diapnostic and therapeutic Jaser
equipment"” 11/8/1995

Flease answer the following questions Yes No
Is this standard recognized BY FDA 2 ..o ittt sttt ] =
Was a third party laboratory responsible for testing conformity of the device to this standard identified
I ENE BA0(K) P vreeees e cmeromeeeeeeeesoeeeseeses e eees oeseseseesoe e sere e eeee oo e e ees s seee e sesesssereseenssesmrerens I O
Is a summary report * describing the extent of conformance of the standard used included in the
SAO(KNT o vvvrrrseeerrsnens eeesscesiessssssessseebssseess a8 e ek oot ee A bR Sts 88 it e bet e he e eee oot O
if no, complete a summary report table,
Does the test data far this device demonstrate conformity to the reguirements of this standard as it -
PEFEAINS 10 thiS AEVIGET . .otiis e e e et e e e et e e et s e oo bb et a et et et e ee e et et a e L
Jes this standard inclide acceptance Criteria?. . ..o e e X |
If no, include the results of tasting in the 510{k).
Does this standard include more than one option or selection of the standard?............ccoi e, O ]
If yes, report options selected in the summary report table.
Were there any deviations or adaptations rmade in the use of the standard?...........ccccooeeirieiie. Ll B4
If yes, were deviations in accordance with the FDA supplemental information sheet (S8} 57 ...coo.vecrcenn. | ]
Were devialions or adaptations made beyend what is specified inthe FDA SIS? ..o, 1 5
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard . o e e e s s ] [
If yes, report these exclusions in the summary report table.
- s 3 v s .
Is there an FDA guidance that is associated with this standard? ... 4 ]
If yes, was the guidance document followed in preparation of this S10K 7. ., [ L]
Title of quidance: Guidance for Industry and FDA Staff - Laser Products - Conformance with JEC 60825-1 and 1IEC §0601-2-22;
g " Guidance for Industry and FDA Staff (Laser Notice No. 50)
' The formatting convention for the title is: [SDO) [numeric identifier) certification body involved in conformance assessment to this
[title of standard] {date of publicaticn) standard. The summary raport includes information on all sterdards
2 Authority (21 U.5.C. 360d). www.fda.gowcdrh/stdsprog.htmi utilized during the development of tha device,
* hitp:/hwww accassdata fda gowscriptsicdriveidocs/cfStandard st * The supplemental information sheet (SIS} is additiopa! infermation
search.cim which is necessary before FDA recognizes the standard. Found at
* The summary raport should include: any adaptations used to adept hltp:w.amessdata.fda.govf:‘:lcnptsfcdrhfcfdm{chtandardsfsaarch.cfm
to the device under review {for example, atemative test methods); * Tha guling search of CDRH Guidance Documents can be found et
¢hoices made when oplions or a selection of methods are described; www.fda.govicdrh/guidance. html

deviations from the standard; requirements not applicable to the

FORM FDA 3654 [91’07} Page 1 PSC Uenplci (3053 a0)- 1oe EF
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device, and the name address of the test laboratory or
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SEXTENT/ORSTANDARD CONEORMANCE

TANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS®
SECTION NUMBER SECTION TITLE CONFORMANCE?

Oves N0 [ wa

TYPE OF DEVIATION OR OPTION SELECTED®

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Odves T ne ] Nia

TYPE OF DEVIATION OR OPTION SELECTEDR*

DESCRIPTIOM

JUSTIFICATION

TTCTION NUMBER SECTION TITLE CONFORMANCE?

Oves e O na

TYPE OF DEVIATION CR OPTICN SELECTED™

DESCRIPTION

JUSTIFIGATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable {N/A) an
explanation is needed under "juslification.” Some standards include oplicns, so similar to deviations, the option chasen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description cf oplions
selected when following a standard is required under “type of deviation or oplion selected,” "description” and "juslification” on the
report. More than one page may be necessary,

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemenial
information sheet (SIS), a devialion to adapt the standard to the device, or any adaptation of a section.

Puperwork Reduction Act Statement

Public reporting burden {or this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gatheritg and maintaining the data needed, and
campleting and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggzestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may nol conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB cortrol number,

FORM FDA 3654 (10/06) Page 3
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Form Approved: OMB No. 0910-0120, Expiralion Date: 82410

Depariment of Health and Human Services
Food and Crug Administration

STANDARDS DATA REPORT FOR 310(K)S

{To be filled in by applicant)
This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a naticnal or international standard. A separate repor is required for each standard referenced in the 510{k).
TYPE OF 510(K) SUBMISSION .
D Traditional X Special |:| Abbreviated
STANDARD TITLE '
IEC 60825-1 124, 2.0 (2007), Safety of laser products - Part 1: Equipment classification, and requirements. 3/30/2007
Please answer flve following questions Yas No
IS this standard recognized BY FDA 22 ... eecrcsie e sttt eess e st sesess s e anrsnsrcsan st ss s s = O
FDA Recﬂgnitiﬂn number 3 —— s i B P 2
Was a third party Iabnratory responsm!e for testmg conformlty of the device to this standard identified
in the 510(k)7... e oo ettt e et e oot oo [
Is a summary report * describing the extent of conformance of the standard used included in the
BADK)D . evreveeeeesnessscesas evsssessssnss s ses s seb s s bbb S 58Sttt 1 oo ee oo oo L3
If no, complete a summary report table.
Does the test data for this device demonstrate confermity to the requirements of this standard as it
PEAINS 10 18 HEVICE T .1 it creiiiiei et s es ermis seer b ees st e e eir e s e e e st saat e smeb ee s e e e it s sbeea bt s sss sranerarereneerens ( [
1es this standard include acceptance CHIEMAT. ... oo s s e st s ] 1
If no, include the results of testing in the 510{k).
Does this standard include more than one option or selection of the standard? ..o, O]
If yes, report options selected in the sernmary report table,
\Were there any deviations or adaptations made in the use of the standard?......cocoveee e { &
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)*? . ..oovvveveeene, ] ]
Were deviations or adaptations made beyond what is specified inthe FDA SIS? ..., M 5
If yes, report these devialions or adaplations in the summary report table,
Were there any exclusions from the standard?. ... e e e OJ [
I yes, report these exclusions in the stmimary repart table.
- 6 - r r "
Is there an FDA guidance thatis associated with this standard? ... B4 |
If yes, was the guidance document followed in preparation of this S10k? ... Bd L]
Title of auidance: Guidance for industry and FDA Staff - Laser Products - Conformance with IEC 60825-1 and IEC 60601-2-22:
9 " Guidance for Indusiry and FDA Staff { Laser Notice No. 50)
' The fermatting convention for the titke is: [SOO] [numeric ientifier] certification body invelved in conformance assessment to this
[titla of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.5.C. 360d], www.fda goviedrhistdsgrog.himl Wtilized during the development of the device.
* hitp:itwww.accessdata fda gov/soriptsicdrhicidocs/cfiStandards/ & The supplemental infarmation sheet {(315) is additional information
saarch.cim which is recessary before FDA recognizes the standard. Found at
* The summary report shauld incluce: any adaptations used to adapt -hllprw.accessdala.fda.gov.’s_cnplsicdrhfcfdomfcfsmndartls.fsean:!'l.cfrn
to the device under review (fﬂr examp]al altermative test rnelhods}. * Tha online search of CDRH Guidance Documents ¢an be found at
choices made when opticns or a selection of mathods are described; www.fda.govicdrh/guidance.htmi
deviations from the standard; requirements not applicable to the
device; and the name addrass of the test labaratary or
FORM FDA 3654 ‘9[07} Page 1 F3C Graphicy: [301) 41 j090  EF
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TTANDAR

CONFORMANCE WITH STANDARD SECTICNS*

SECTION NUMBER, SECTION TITLE CONFORMANCE?

[ ves [One [[] wia

TYPE OF DEVIATION OR OPTICN SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Ovyes Owe []nm

TYPE OF DEVIATION OR GPTION SELECTED*

DESCRIPTICN

JUSTIFICATION

“TCTION NUMBER SECTION TITLE CONFORIMANCET

Clves M e

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* Far completeness list all sections of the slandard and indicate whelher conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justificalion.” Some stzndards include options, so similar to deviations, the option chosen needs 1o be
described and adequalely justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation cor option selecled,” “description” and “justification” on the
report. More than ene page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (S15), a deviaticn to adapt the standard ta the device, or 2ny adaptation of a section.

I'aperwork Reduction Act Statement

Fublic reporting burden for this collection of information is estimated to average 1 hour 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:

Center for Devices and Radiological Health
13530 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a colfection of information
unless it displays a currently valid OMB control number,

FORM FDA 3654 {10/06) Page 2
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Interték

Page 18 of 69

Report No.: 100169008B0X-003

IEC 60601+ Am. 1 &2

Clause | Reguirement + Test Result - Remark Verdict
45.7g No shut-off valve between a pressure-relief device NIA
and the parts intended to be protected
45.7h Minimum number of cycles of operatien: 100.000 NiA
43 BIQCOMPATIBILITY -
Parts of equipment and accessories intended to | yandplece is not to come in contact N/A
come into contact with biological tissues, cells or | yith patient skin
body fluids are evaluated In accordance with
150 10993-1
49 INTERRUPTION OF THE FOWER SUPPLY -
491 Tnermal cut-outs and over-current releases with | No such automatic resetting thermal cut- | N/A
automatic resetting not used if they may cause a |15
safety hazard
48.2 |r1lerrup1i0n and restoration Of power Si.lppl‘y‘ does Disconnaction Only inten-upts intended Pass
not resylt in a safety hazard other than interruptien | function
of intended function
493 Means are provided for removal of mechanical No such constraints N/A
constraints on patient in case of a supply malns
failure
51 PROTECTION AGAINST HAZARDOUS QUTPUT —_
51.4 Equipment fumishing both fow-intensity and high- Equipment requires several steps to Pass
intensity cutputs provided with means minimizing energize laser output. User must
possibility of a high intensity oulput being selected actively select desired power, and
accidentally changing power settings requires an
action for each level changed.
52 ABNCREMAL OPERATION AND FAULT CONDITIONS —_
52.1 Equipment is so designed and manufactured that | (see appended table 52) Pass
even in single faull condition nc safety hazard as
described under 52 4 exists (see 3.1 and Cl. 13)
The safely of equipment incorporating Nat part of this evaluation N/A
programmable slactranic systems is checked by
applying IEC 601-1-4
52.5.2 Failura of thermostats presenis no safety hazards | (ses appended table 52) Pass
52.5.3 Shert-circuiling of either part of double insulation g such parts N/A
presents no safety hazard
52855 Impairment of cooling: temperatures not exceading
1.7 times the values of Clause 42 minus 17.5°C (see appenced table 52) Pass
52.5.6 Locking of moving parts presents no safety hazard | Ne such moving parts NFA
92.5.7 Interruplion and short-circuiting of motor Ne such parts N/A
capacitors presents no safety hazard
52.5.8° |Duration of motors locked rotor test in compliance |Ng such parts N/A
with Cl. 52.5.3 P
52.5.9 Failure of one component at a time presents no {see appended table 52) Pass

salety hazard
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m Page 6 0f 17 Report No.; 100169008B0X-005
I=C 60825-1
Clause Requiremnent + Test Result - Remark Verdict
4 ENGINEERING SPECIFICATIONS
General remarks e
Modificatian No modification NA
4.2 Protective housing ,J..ryi_:..z‘{i
421 General Pass
422 Service Tod! Required Pass
4.2.3 Remaovable laser system Not a Removable Laser System MNIA
4.3 Accass panels and safety interlocks
4.3.4 Access panels of protective housing
Product Class .....eismcmnnme et | Class 4 Laser
Accessible emission during removal of access No access panel
[ 131
The removal of the panel gives access to laser NIA
radiation levels designated by “X” in the table
Accessible emissions after removal ... NiA
4.3.2 Deliberate override mechanism Nene provided N/A
4.4 Remote interlock connector Open-circLit style interlogk provided Pass
4.5 Manual reset Device requires entering ‘ready’ Pass
mode which entails a deliberate
action and 7-second delay
456 Key control Key control for mains provided Pass
4.7 Laser radiation emission warning
471 Class 3R {A<400 nm; A>700 nm), 3B and 4 Pass
4.7.2 Audible or visible waming Audible and visible provided Pass
473 Operelional control and laser aperture Radiation waming indicator within 2m| Pass
of entire product
474 Laser emission distributed through mare than cne | Single cutput N/A
output
48 Through Multiple switch mechanisms provided | Pass
for stopping emisslon
49 Controls Access ta conlrols does not reguire Pass
exposure to laser radiation
4.10 Viewing optics MNone

a} Human access to laser radiakion in excess of

Class 1M prevented when the shutter is cpened or

attenuation varied

446





































Section19

Performance Testing — Animal

458



Section19 Performance Testing — Animal

NONE

191
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Section20

Performance Testing — Clinical

460




Section20 Performance Testing — Clinical

NONE

461

20/1




Section21
Kit Certification

462




Section21 Kit Certification

NONE

463
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* x x COMMUNICATION RESULT REPORT { APR. 2.2013 G:47AM ) x =x =x

FAX HEADER 1:
FAX HEADER 2:
TRANSMITTED/STCRED APR. 2. 2013 9:43aM
’ ¢ MODE OFTICN ADDRESS RESULT FAGE
4140 MEMCORY TX BWTEK 0x 373
T emsep_eem mmmon. T ooooooooeeoeeoee-
E-3] ROMRNEWeRT LINE Faio £-3) R8%FacsimiLe connEction
.’,‘er"%
i-f _/ DEPARTMENT QOF HEALTH A HUMAN SERVICHES Pukila Health Sorvico
‘b% Fouxd ind Deng Adminlaration
. 10903 New Hompahire Avenus
LDoecumant Conusl Cenwr — WOSsE-GGDP
Eilver Spring, MDD 265930002
Litecure, LLC Letter dated: March 29, 2013
% Liang Lu

Craanlity and Regulatory Manager
250 Corporate Boulevard, Suitc B
Newark, Delawnre 19702

Re: K123014 -
Trade/Device Name: LiteCure Therapy System, Model LTS-1500
Regutation Number: 21 CFR 890.5500, 878.4810
Raegulation NMame: Infrored lamp, Laser surgical instrument for use in genetal and plastic
surgcery and in dermatology
Regulatory Class: [
Product Code: GEX
Dated: Decomber 01, 2012
Recgived: February 22, 2013

Drear Liong Lu:

We httve reviewed your Scction 510(k) preinarket notification of intent to market the device
referenced abave and have determined the device is substantinlly squivalent (for the indications
for use stutend in the enclosure) to legally marketod predicate devlices merketed in interstate
commerce prior to May 28, 1976, the enacoment date of the Medical Device Amendments, or to
devices that have been reelassified in accordance with the provisions of the Federal Faad, Divug,
and Costnotic Act (Act) that do not require approval of a premarlcet approval application (FaA).
A ou maay, therefore, market the device, subject to the general controls provisione of the Act.
The general controlz provisions of the Act include requirements for nnnual registration, listing of

deavicas, good manufacturing practice, labeling. and prohibitions againgt misbranding and
adulteration.

If your device is classified (see abeve) inta either class 11 (Specin? Controls} or class 11 (PMA),
it may be subject to additicnal controls. Existing major regulations affecting your device can be
tound in the Code of Federal Regulations, Title 21, Parts 800 10 898, Jo addition, FDA may
publish further announceuents coneermning your device b the Federnl Register,

Flease be advised that FDA s issuance of a substantial equivalence determinatdon docs not mean
thot FDA has made o detennipation that your devics complies with other raquirements of the Act
or any Federal statutes and regulations administered by other Federnl agencies. Yoo must
comply with all the Act’s requircments, including, but rot limited to: registration and listing (21
CFR Purt 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR B03): good meanufacturing practice requirements as set
forth in the quality systems (Q3S) regulation (21 CFR Part §20); and if applicable, the clectronic
preduct radiation control provisions (Sections 531-542 of the #Act); 21 CFR 1000-1050,
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Food and Drug Administration
Office of Device Evaluation &
Cifice of In Vitro Diagnostics

COVER SHEET MEMORANDUNM

**NOTE: This form is OPTIONAL for holds, and REQUIRED for final decisions***

From: Reviewer Name Kejing Chen
Subject:  510(k} Number K123014
To: The Record

Please list CTS decision code ___SE

O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
httprifercom. fda . goweRogmReg/Files/C DRHIICDRBPremarketNotification510kProgrami) 5631/Screening%20Checklist%207 %2
02%:2007.doc )

O Hold {Additional Information or Telephone Hold),

X Fina! Decision @ SE with Limitations, NSE (select code below), Withdrawn, etc.).

Mot Substantially Equivalent (NSE} Codes

O NO NSE for lack of predicate

0O NI NSE for new intended use

O NG NSE for new technology that raises new questions of safety and effectiveness

O NU NSE for new mtended use-AND new technology raising new questicns of safety and
effectiveness

[ NP NSE for lack of perdformance data

O NS NSE no respense

O ML NSE for lack of performance data AND no response

0 NM NSE pre-amendment device call for PMAs (515i)

O NC NSE post-amendment device requires PMAs

O NH NSE for new molecular entity requires PMA

0O TR NSE for transitional device

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.):

Indications for Use Page * Aftach IFU
swm Summary /510(k) Statement + Attach Summary
Truthful and Accurate Statement. r Must be praseat for a Final Decision

Is the device Class 17

If yes, does firm include Class Il Summary? f Must be present for a Final Decision

Coes firm reterence standards? X
{If yes, please attach form from http:{www fda goviopacom/morechoices/fdaforms/FDA-
3554 pdf}

Is thls a combmahon product? X
{Please specify category . see
htlp fieroom fda. govle RaomRealFiles/CORHI/CDRHPramarkstNaotification510kProgram/d 413/COM

BINATION%20PRODUCTY%20ALGORITHM%20(REVISED%Z03-12-03) DCC

Is this a reprocessed single use device? h ‘ vox
{Guidance for Industry and FDA Staff - MDUFMA - Validalion Data in 510{k)s for
Reprocessed Single-Use Medical Devices, htip./iwww fda gov/cdrh/ode/guidance/ 1216 html)

Is this device intended for pedualnc use only7 1_ X
- - - ]

Is this a prescription device? (If both presr.:r\ptlon & OTC check both b boxes.) X

Did the application include a completed FORM FOA 3674, Certification with Réqﬁiréﬁ‘iéﬁfs of T

ClinicalTrials.gov Data Bank? e R

Is clinical data necessary 0 support the review of this 510(k)7 ‘ E

Rev. 9720712 — added digital concurrence 1able



For United States-based clinical studies enly. Did the application include a completed FORM
FDA 3674, Certification with Requirements of ClinicalTriais.gov Dala Bark? {If study was
congucted in the United States, and FORM FDA 3674 was not included or incomplete, then
applicant must be cenlacted to obtain completed form )

Does this device include an_Anir-nal Tissue Source? B - ’ 1 X
All Pediatric Patients age<=21 T X
Neonate/Newborn (Birth to 28 dajr'_s)“ T T T . I" X
Infant {29 days -< 2 years old) t COX
Ch|ldm(£ \}grs--t: 12 years old) - | . T‘ X_

Adolescent (12years < teyearsol) T [ X
Transitional Adolescent A (18 - <21 years old) Spemal considerations are being gwen to this X
group, different from adults age 2 21 (different device design ar testing, different protocol :
procedures, etc.) ' ,

-Transitional Adolescent B {18 -<= 21; No special considerations compared to adults => 21 years : X
old) ,

‘ Nanc;e-c-r;caggy T ) 'H_ T L)?
Mobie pgpleaton X
MR Conditional | Tox

Device Contains 'B_at.te::ym' T T T o S * X

.Companlon Dlag,_rlo_snc: ; : X _
Is this device subject to the Tracking Regulation? (Medlcal Device Tracking Contact OC. | : X -

Guidance, http:/fiwww.fda. gow/edrh/comelguidances/ 169.himl) )

Regulation Number Class* Procduct Coda

___21CFR 8754810, 21 CFR 890.5500___1I GEX

{*If unciassified, see 510(k) Staff)
Additional Product Codes:_ ILY

Digital Signature Concurrence Table

I -
Reviewer Sign-Off ' Dl hgned by Fejing Chen
4 DA xS, oell S Government, ou = HHS,
KeJ I n g C h e n\ ourFOA, ourPecple cnvKepng Chen,
0.9 2342 19200000, 500 1, 1w 20005 31656
+ [aLe: 2013.01.27 09:59.06 0900

Branch Chicf Sign-Off
5 Neil R Og denm

A
2013.03128l1:3'53:42 -04'00"

Division Sign-Oft
Mark N. Melkerson S\
2013.03.2¢ 09 23: 50 =04'00




Naeeerli, Jesse *

m: Garcia, Diane
sent: Tuesday, February 26, 2013 10:25 AM
To: X Napperf, Jesse *
Subject: RE: K123014/51 ECOPY HOLD LETTER W/ ATTACHMENT
Jesse
What did you find out?
Diane

From: CORH-eCopyinfo

Sent: Monday, February 25, 2013 4:06 PM

To: Napperli, Jesse *

Subject: FW; K123014/S1 ECOPY HOLD LETTER W/ ATTACHMENT

Hi Jesse :
Will you double check this cover sheet and send me a pdf of it so that we can
show the firm that it was missing the signature.

Thanks
ane

-

From: Leon Lu [mailto:llanal@litecure.com]

Sent: Monday, February 25, 2013 2:27 PM

To: Napperli, Jesse *; Alien, Samie Niver

Cc: DCCletters; Leon Lu

Subject: RE: K123014/S1 ECOPY HOLD LETTER W/ ATTACHMENT

Hello




Leon

»**Dlaase consider the enviroment before printing this email™****

From: Napperli, Jesse * [ ; N rli@fda.hhs.qov]
Sent: Monday, February 25, 2013 1:39 PM
To: teon Lu

€c: DCCletters
bject: K123014/S1 ECOPY HOLD LETTER W/ ATTACHMENT



NaEEerli, Jesse *

A
m: Garcia, Diane
wnt; Tuesday, February 26, 2013 1119 AM
To: Napperli, Jesse *
Subject: RE: K123014/51

From: Napperli, Jesse *

Sent: Tuesday, February 26, 2013 11:15 AM
To: Garcia, Diane

Subject: K123014/51

Hello Diane,

-Jesse

10



NaEEtarIi. Jesse *

; m; Garcia, Diane
-t Tuesday, February 26, 2013 11:30 AM
To: Napperli, Jesse *
Subject: RE: K123014/51

Thanks Jesse.
Diane

Diane Garcea

Pudlic Health-Advisor
510(%) StafF
POS/ODE/CORH/FDA
F07-796-6559

From: Napperli, Jesse *

Sent: Tuesday, February 26, 2013 11:28 AM
To: Garcia, Diane

Subject: RE: K123014/S1

From: Garcia, Diane

Sent: Tuesday, February 26, 2013 11:19 AM
To: Napperli, Jesse *

Subject: RE: K123014/51

—m —— e ——— e g

From: Napperli, Jesse *
Sent: Tuesday, February 26, 2013 11:15 AM
To: Garcia, Diane

Subject: K123014/51

Hello Diane,

-Jesse 4 1
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E.': A Food and Drug Administration

3 ( Office of Device Evaluation &

® Office af In Vitro Diagnostics
. wm - COVER SHEET MEMORANDUM

. o ! f |
From: Reviewer Name , k( J ! ‘(’7,. CA@_ i
Subject: 510(k) Number Q\ P 3) 0 l t{”

To: The Record

Flease list CTS decision code /& Z—

[ Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
htto:/feroom. fda.govieRoomRea/Files/CDRH3I/CORHPremarketNotification5 ] OkProgram/Q_5631/Screening%20Checklist%207%
- 202% 2007 doc )
O ddld (Additionai Informatian or Telephone Hald).
O Final Decision (SE, SE with Limitations, NSE (select code below}), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

1 NO NSE for lack of predicate

o NI NSE for new intended use

0 NQ NSE for new technology that raises new questions of safety and effectiveness
O NP " NSE for lack of performance data

g NM NSE requires PMA :

I NS NSE no response

O NH MSE for angther reason

Please complete the following far a final clearance decision (i.e., SE, SE with Limitations, etc.):

Indications for Use Page _ Aftach iFU

510(k} Summary /510(k) Statement | Attach Summary :

Truthful and Accurate Statement. : i Must be present for a Final Decisfon ! [~

Is the device Class 7 : 3

If yes, does firm include Class Il Summary? " Must be present for a Final Decision | -

Does firm reference standards? :

(If yes, please attach form from hitp:#www.fda gov/opacom/morechoices/fdaforms/F DA- ' L/
3654.pdf) . '

Is this a combination product? i ' L
(Please specify category __ |, 588 I
http:/feroom. fda.qovieRoomRea/Files/CDRHI/CDRHPremarketNotificationg10kProgram/0 413b/CO i .
MBINATION%20PRODUCT%20ALGORITHM% 20{REVISED%203-12-03), DOC i J

Is this a reprocessed single use device? R
{Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for ! (S

_ Reprocessed Single-Use _Meggq!_ggvicgg._httg'.mvww.fda.gowcdrh.'odefguidanceﬁ216.htm1) '
' 115 this device intended for pediatric use only? ;

s this a prescription device? (If both prescription & OTC, check both boxes.) "/i ﬁ;

Did the application include a completed FORM FDA 3674, Certification with Requirements of \/" “

ClinicalTrials.gov Data Bank? ~___ _ = . _ ..

Is clinical data necessary to support the review of this 510(k)? ' .,/

For United States-based clinical studies only: Did the application include a completed FORM . ’

. EDA 3674, Certificalion with Requirements of ClinicalTrials.gov Data Bank? (If study was ; L
‘ conducted in the United States, and FORM FDA 3674 was not included or incomplete, then : *
applicant must be contacted to obtain completed form.) . | Ve

Does this device include an Animal Tissue Source? § L e

- PR mm—. = b R R ¢ P b ———— _ = im m e o —e e - a mim - o ——hr -

All Pediatric Patients age<=21 =| e

Rev. 5/12/11 : . 2 U



'."

Neonate/Newborn (Birth to 28 days) :

e
Infant {28 days -< 2 years old}) ‘ S
Chlld (2 years -< 12 years old) L
Adolescent (12 years - -< 18 years old)
Transitional Adolescent A(18-<21 years old) Special considerations are being given to this )
group, different from adults age = 21 (different device design or testing, different protocel '
procedures etc.)
Transuhdnal Adolescent B (18 -<= 21 No speolal con5|deral|ons c:ornpared to adults => 21 years )
old} o 7 o u/
Nanotechnology ‘ - .
Is this device subjeol to the Tracking Regulauon'? (Medlcal Device Tracldng  Contact OC. | . .

Guidance, http:/iwww.fda.govicdrhicomp/guidance/169.html) : ! ; A/
Regulation Number Class* Product Code
L1 -
2 (PR 8§90 487> v GEX
: " ("I unclassified, see 510(k) Staff) Ey N
Additional Product Codes: Z
Review: Wnﬂﬂfoé £ : G'C D&{ ‘r[/fljd, fz -
"{Branch Chief) (Branch Code) {Date)
Final Review:
(Division Director) - (Date}




.-

510(k) “SUBSTANTIAL EQUIVALENCE”

DECIS[ON—MAK[NG PROCESS
Mew Device is Compared D R
Marketed Device *
Descriptive Information  Does New Device Have Sgme NO Do the Differences Altes the niended bot Substantmlly
about New or Markered Indcation StatementT™——— " Therapeutic/Diagnostidicte. Effect YES  Equivaiess Dettrmipaion
Device Requesicd es Needed {in Deciding, May Consxier Impact o
l YES Safiry and Effectivensss)™*
New Device Has Same Intended NO
Usc and May be ~Substantially Equivalent™ . ————
. - New Device Has O
@ @ New lntcuded Use
Droes New Device Have Same
- Tectmological Charscterisics, NO Could the Now
c.g. Design, Materials, ete? ——" Characteristics Do the New Characteristics
YES Affect Safety or——* Raise New Types of Sefety YES O
@ l . EMectiyencss? or Effectiveness Questions? 1
—
NO Are the Descriptive HO )
Characteristics Preciss Enough NO
to Ensurc Equiveicnee? @
NO
Arc Performance Data Do Accepted Scicatibe
Availablc ;0 Asses Equivalence? YES Mettids Exist for  ——— .
Asscesing Effects of NO
the New Characteristics?
YES
YES
I | |
Performmess Are Porformance Daa A.\"Hﬂﬂ_hl: NO
Data Required To Assess Effects of New . — )
. Charnoteristics? *¥*
YES
GO v D,
 J
—  prriommance Data Demonsimie - ' Performence Data Demonsirate |
Equivgleneo? ) O < Equivalenes?
YES - : YES . NO
NO
. =gubstntialty Equivalent” @
To

To @ . i Detcrination

* SIMWWWWNMW FDAmqu:sB T

warketed end “predicate” @:&Ammdmhmmdmﬁindp@:-ﬂménms)m & ynclear,
- Tmamummymedmmwwmmmummmmnmmmﬂ
s mﬂum&sxmm‘snmmcmﬁaﬁﬁmmi@ém : :

S22
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C— DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Cevice Evaluaiion
W Building 68

Silver Spring, MD 20993

Premarket Notification [510(k)] Review

Traditional
K123014
Date: November &, 2012
To: The Record Office: ODE
From: Kejing Chen, Ph.D., Biomedical Engineer Division: DSORD/GSDB

510(k) Holder: Litecure, LLC
Device Name: Litecure
Contact: Mr. Liang Lu

250 Corporate Blvd.

Suite B

Newark, Delaware 19702
Phone: 302-709-0408 ext 1540
Fax: 302-709-3903

Email: liangl@litecure.com

. Purpose

23



Il. Administrative Requirements

Indica:t'ions for Use page ('Iﬁ—dicgé if: Prescription orBTC}

Truthful and Accuracy Statement
510(k) Statement
Standards Form

. Device Description

Is the device life-supporting or life sustaining? X
Is the device an implant {implanted longer than 30 days)? X
Doas the device design use software? T X
"I;tﬁe device sterile? X
Ft'r;e device re:sable {not repracessed single use)? o X
Are “"cleaning” instructions included for the end user? i

IV. Indications for Use

Company indications for use
K123014 | Litecure 810 nm and 980 nm wavelength:
(subject) LiteCure Therapy System, Model LTS-1500 is indicated for

emitting energy in the infrared Specirum to provide topical heating
for the purpase of elevation tissue temperature for temporary relief
of minor muscle and joint pain, muscle spasm, pain and stiffness
associated with arthritis and promoting retaxation of the muscle
tissue and to temporarily increase local blood circulation.

980 nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicated for use for
the temporary increase of clear nail in patients with onychomycosis
(e.g., dermatophytes Trichophyton rubrum and Tmentagrophytes,
and/or yeasts Candida albicans, etc).

K103511 | Litecure LiteCure Therapy System, Model LTS-1500 is indicated for
emitting energy in the infrared Spectrum to provide topical heating
far the purpose of elevating tissue temperature far temporary relief
of minor muscle and joint pain, muscle spasm, pain and stiffness
associated with arthritis and promoting relaxation of the muscle




| tissue and to temporarily increase local blood circulation.
K110375 | Blueshine General indications
Podiatry
Pecdiatry (ablation, vaparization, incision, excision, and coagulation
of soft tissue) including: Matrixectomy Periungual and subungual
warts, Plantar warts, Neuromas.
The Gold Series is indicated for use for the temporary increase of
clear nail in patients with onychomycosis (e.g., dermatophytes
Trichophyton rubrum and Tmentagrophytes, and/or yeasts
Candida albicans, etc).

The device is proposed for prescription use.

The proposed indications are the same as those when K103511 and K110375 are
combined.

V. Predicate Device Comparison

VI. Labeling

VI, Sterilization/Shelf Life/Reuse

(0)(4) Trade Secret Process - Productspecs I}

V. Biocompatibility '

iX. Software

Version:

Level of Concern:

25



Yes | No

Software description: X

' Devi_ce Hézard Analysns

Scftware Requiremenf; Sﬁeciﬂéétions: X

Architecture Design Chart:

Design Specifications

Traceability Analysis/Matrix: Pox
Development:
Verification & Validation Testing: X

Revision level history:

Unresolved anomalies:

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

The sponsor declared conformance to the following standards:

IEC 60601-1
IEC 60601-1-2
IEC €60601-2-22
IEC 608251
1SO 109931
ISO 10993-5
ISO 10993-10

X|. Performance Testing — Bench

Xll. Performance Testing — Animal

N/A

Xlll. Performance Testing — Clinical

N/A



XiV. Substantial Equivalence Discussion

Yes No
1. Is Product A Device 1 X If NO = Stop, see 510(k) staff
2. Is Device Subject To 510(k)? X . If NO = Stop, see 510(k) staff
3. Same Indication Statement? ' X fYES=GoTo5
4. Do Differences Aller The Effect Or Raise New If YES = Stop NSE a
lssues of Safety Or Effectiveness?
5. Same Technolcgical Characteristics? FYES=GoTo7
6. Could The New Characleristics Affect Safety Cr l{YES=CoTo8
Effectiveness?
7. Descriptive Characteristics Precise Enough? IfNC = Go To 10
If YES = Stop SE
8. New Types Of Safety Qr Effectiveness Questions? if YES = Stop NSE
9, Accepted Scientific Methods Exist:? If NQ = Stop NSE
10. Performance Data Avaiiable? If NO = Request Data
11. Data Demonstrate Equivalence? Final Decision:

MNote: See hitp:fercom.fda.gocv/eRoomReqg/Files/{CDRHI/CDRHPremarkeiNofification
510kProgram/0_4147/FLOWCHART 510K DECISICN.PDF for Flowchart to assist in decision-

making process. Please complete the following table and answer the corresponding questions.
“Yes" responses to questions 4, 6, 8. and 11, and every "no” response requires an explanation.

1.

Explain why not a device:

It is a device.

Explain why not subject to 510(k):

It is subject to 510(k).

Explain hew the new indication differs from the predicate device's indication:

Please refer to Section IV,

Explain why there is or is not a new effect or safety or effectiveness issue:

Describe the new technological characteristics.

(0)(4) Trade Secret Process - ProductSpees |
Explain how new characteristics could or could not affect safely or effectiveness:

Explain how descriptive characteristics are not precise enough:

27




8. Explain new types of safety or effectiveness question(s} raised or why the question(s) are
not new:

9.  Explain why existing scientific methods can nol be used:
10. Explain what performance data is needed.

11. Explain how the performance data demonstrates that the device is or is not substantially
equivalent:

XVI. Contact History

VI ecommendation

| recommend that this submission be placed on hald pending receipt of the
response to the above questions,

Regulation Number: 21 CFR 880.5500, 21 CFR 880.4810
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Response to K123014, LiteCure Therapy System Model LTS-1500

Kejing Chen, Ph.D.

10903 New Hampshire Avenue W066-2566
Silver Spring, Maryland 20993-0002
Phone: (301) 796-6390

U.S. Food and Drug Administration m

Center for Devices and Radiological Heath FDA C DRH DMC
Document Mail Center WO66-G609

10903 New Hampshire Avenue FEB 22 2013

Received .. j

Silver Spring, MD 20993-0002
December 1, 2012

FDA 510(k): K123014, LiteCure Therapy System Model LTS-1500

Page 1 of 3
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Risk Analysis LTS-1500
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Risk Assessment Summary of Device Modifications
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Doc. Title: Software Requirements Specification for
LiteCure Therapy System Model LTS-1500

Software Requirements Specification (SRS)
For
LiteCure Therapy System Model LTS-1500

Page 1 of 11

































LTS-1500
Laser Architecture Design Chart


















Doc. Title: Software Design Specification for

LiteCure Th Syst
LiteCURE , teCure Therapy System

Lasers for Life Model LTS-1500

Software Design Specification (SDS)
For
LiteCure Therapy System Model LTS-1500

Page 1 of 20




























































SOFTWARE TRACEABILITY MATRIX LTS-1500 Laser (Confidential)
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SOFTWARE TRACEABILITY MATRIX LTS-1500 Laser (Confidential
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SAFETY AND HANDLING CONSIDERATIONS

A Warning

NEVER look directly into the distal end of the hand piece connected to an active laser device. Never
direct the laser light directly into the eyes, or direct the laser beam at anything other than the area to
be treated. WITH or WITHOUT the appropriate laser-emission protective eyewear: indirect or direct
eye contact with the output beam or scattered laser light from any reflective surface will cause
serious irreparable corneal and/or retinal damage, and possible blindness to one or both eyes.

A Warning

DO NOT allow any reflective object to fall into or obstruct the path of the laser energy produced by
this device. The operator, all assistants, and the patient must remove all reflective objects (such as
rings, metal watchbands, and jewelry) prior to treatment with this device. Indirect or direct eye
contact with the output beam or scattered laser light from any reflective surface from the laser will
cause serious, irreparable corneal and/or retinal damage, and possible blindness to one or both
eyes.

A Warning

DO NOT remove protective eyewear until the operator returns the laser device to Standby mode.

A Warning

FAILURE TO COMPLY with all safety instructions and warnings may expose all participants to
harmful levels of laser radiation and/or dangerous levels of electrical current.

A Warning

ALWAYS wear the protective eyewear (OD>5) supplied with this device, which is optically dense at
the wavelength of operation. All personnel present during device operation must wear this eyewear.
Contact LiteCure, LLC at 302-709-0408 to purchase additional sets of protective eyewear for this
device.

A Warning

ALWAYS put the laser in Standby mode or turn the device OFF prior to adjusting or connecting /
disconnecting the hand piece or fiber optic.

A Warning

ALWAYS post Warning Signs for Class IV laser products.

A Warning

ALWAYS post Warning Signs in the area of the laser beam to alert others.

A Warning

ALWAYS Turn the device OFF before lifting, moving or relocating the device.
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A Warning

ALWAYS place “Laser In Use” signs at location entrances where people will use the laser.

A Warning

NEVER leave this device in the READY mode unattended.

A Warning

NEVER allow untrained personnel to operate this device unless directly supervised by a properly
trained and experienced individual.

A Warning

DO NOT leave key in device’s key switch when not in use. Prevents unauthorized and/or unqualified
personnel use of the device. This will also prevent inadvertent laser emissions. DO NOT allow any
nonessential personnel into the treatment area during any laser procedure.

A Warning

DO NOT press the foot/finger switch without first verifying the safe orientation and proper positioning
of the hand piece and distal end of the optical fiber and ensuring compliance to all safety
precautions.

If the laser fails to operate properly, please discontinue treatment and contact LiteCure, LLC at 302-
709-0408.

A Warning

Public legal provisions may include special safety regulations for the protection of personnel against
laser radiation. Compliance with any special safety regulations is required.

A Warning

Using controls or settings or performing procedures other than those specified in this Operator
Manual may result in hazardous radiation exposure.

A Warning

Do not attempt to disassemble the laser unit. This will void all warranties applicable to the unit and
may result in hazardous radiation exposure.
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FIRE AND EXPLOSION HAZARDS

Healthcare professionals should be aware of the following safety considerations and potential fire
hazards when using the laser:

1. The laser beam can ignite most nonmetallic materials.
2. A UL-approved or equivalent fire extinguisher should be readily available

This laser unit is not intended for operation in areas subject to explosion hazards such as
flammable materials, gases or substances. A fire or explosion could occur.

A Warning

The laser unit is not suitable for use in the presence of anesthetics that are flammable when in
contact with air, oxygen, protoxide or nitrogen monoxide.

A Warning

AVOID THE USE of flammable solvents, anesthetics, oxidizing gases such as nitrous oxide (N20)
and oxygen or endogenous gases. The high temperatures produced in normal use of the laser
equipment may ignite some material, for example cotton or wool, when saturated with oxygen. The
solvents of adhesives and flammable solutions used for cleaning and disinfecting should be allowed
to evaporate before the laser equipment is used. Always be aware of the fire risk caused by
flammable gases in close proximity to an operating laser. If you accidentally spill liquid on the unit,
immediately stop treatment, disconnect the power supply cable and contact your local distributor,
authorized service center or LiteCure customer service for assistance.

Warning

Never direct the laser beam toward paper, plastics or dark surfaces. These may catch fire or be
damaged due to the high temperatures produced by the laser beam.

A Warning

DO NOT treat through clothing or bandages. Possible damage or ignition may occurr due to the
high temperatures produced by the laser beam.

PREPARATION OF PATIENT FOR LASER THERAPY TREATMENT

1. The area to be treated must be exposed
2. The treatment area should be clean and free of surface dirt or oils
3. Use rubbing alcohol for all instrument surfaces in contact with the patient

A Caution

DO NOT use Hand Piece Head until alcohol solution used in cleaning
procedure completely evaporates. Doing so may cause the laser to ignite
alcohol solutions or vapors.
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LITECURE ,

Lasers for Life

HANDPIECE DESCRIPTIONS

1. The hand piece is composed of hand piece handle and hand piece heads. The universal screw
design is perfect for making the different heads interchangeable.

Hand Piece Handle + Finger Switch

WARNING!

DO NOT use Hand Piece with inadequately secured Hand Piece Head on the Hand Piece
Handle.

Doing so may cause serious and/or irreversible injury.
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LITECURE ,

Lasers for Life

2. Exchange Hand Piece Head.

e :
Small Cone Small Ball Large Ball Large Cone
Head Tvpe . : Nominal Ocular Hazard
yp Spot Size (diameter) Distance (NOHD)

Small Cone 100 mm with 10cm from the patient skin 4.7m

Small Ball 15mm 9.5m

Large Ball 30mm 37m

120mm with 8cm from the patient skin

Large Cone 140mm with 10cm from the patient skin 4.7m

Handpiece Handle

(without Head) . 4.7m

For Intended Use:
810nm and 980nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicated for emitting energy in the infrared Spectrum
to provide topical heating for the purpose of elevating tissue temperature for temporary relief of
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LITECURE ,

Lasers for Life

minor muscle and joint pain, muscle spasm, pain and stiffness associated with arthritis and
promoting relaxation of the muscle tissue and to temporarily increase local blood circulation.

Hand Piece Handle + Finger Switch + Small Cone

This head is for general use and applications where fine control with no contact or soft tissue
manipulation during treatment is desired.

e The Small Cone Head can be used at power settings up to 8W (810nm & 980nm), 10cm from the
skin of the patient.

Hand Piece Handle + Finger Switch + Small Ball

This head is for use in applications where contact and soft tissue manipulation during treatment are
desired. Examples of appropriate applications for the small ball are muscular or tissue injuries in
tight spaces or near sensitive areas. The small ball is not recommended for use over bone, open
wounds, non-intact skin or areas that would be sensitive to contact. This head should be
perpendicular to the skin and not approaching at an angle. The area to be treated and a significant
surrounding margin should be covered evenly in a “painting” or “serpentine” motion.

* The Small Ball can be used at power settings up to 8W (810nm & 980nm)
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LITECURE ,

Lasers for Life

Hand Piece Handle + Finger Switch + Large Ball

This head is for use in applications where contact and soft tissue manipulation during treatment are
desired. Examples of appropriate applications for the large ball are muscular or deep soft tissue
injuries. The large ball is not recommended for use over bone, open wounds, non-intact skin or
areas that would be sensitive to contact. This head should be perpendicular to the skin and not
approaching at an angle. The area to be treated and a significant surrounding margin should be
covered evenly in a “painting” or “serpentine” motion.

e The Large Ball can be used at power settings up to 15W (810nm & 980nm)

Hand Piece Handle + Finger Switch + Large Cone

This head is for general use and applications where no contact or soft tissue manipulation during
treatment is desired.

* The Large Cone Head can be used at power settings up to 12W (810nm & 980nm), 8cm from the
skin of the patient or power settings up to 15W (810nm & 980nm), 10cm from the skin of the
patient.

For Intended Use:

980nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicated for use for the temporary increase of clear
nail in patients with onychomycosis (e.g., dermatophytes Trichophyton rubrum and
Tmentagrophytes, and/or yeasts Candida albicans, etc.).
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o The Handpiece Handle (without Head) can be used at power settings up to 25W (980nm), contact
the treatment area of the patient.

TREATMENT METHODS
WAVELENGHT: 980 nm

MAX POWER DELIVERY: 25W
REPETITION RATE: 200 Hz

FIBER OPTIC DIAMETER/SIZE: 600 um
SPOT SIZE: 3 mm

Each nail of the given subject’s involved toes was targeted with 2 alternating passes of laser pulses
to cover the full nail, one pass applied vertically down each nail and the second applied horizontally
using defocused hand piece with 3mm spot size. Subjects returned for a total of 3 treatments with
each session spaced 30 days apart.

TREATMENT PROTOCOLS
Laser treatment consisted of 3 sessions with 30 days interval. Before the treatments the toes were
debrided.

Time taken to treat each nail was approximately 1-2 minutes. Patients were treated without using
anesthesia and only lamented small discomfort and the occasional sensation of a “hot spot”
throughout the treatment.

Follow-ups took place 3, 4 and 6 months after the first treatment and every 6 months up to one year
after the initial treatment. Comparative photographs were taken during the last follow-up.

WARNING!

ALWAYS turn the device power OFF by using the key switch before changing Hand Piece
Head.

Remove Hand Piece Head from Hand Piece Handle, and DO NOT touch the distal end of the Hand
Piece Handle.

Securely tighten the new Hand Piece Head to Hand Piece Handle.
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LITECURE ,

Lasers for Life

WARNING!

DO NOT use Hand Piece with inadequately secured Hand Piece Head on the Hand Piece
Handle.

Doing so may cause serious and/or irreversible injury.

WARNING!

Wear Laser Safety Eyewear provided with the laser before operating the laser device.
CAUTION

Please do not remove the hand piece fiber from the emission port once it has been secured unless
it is unavoidable. Repeated insertion and removal of the hand piece fiber before and after every
procedure will increase the chance of emission port and fiber tip contamination. If the emission port
or the fiber tip is contaminated then the device might be damaged during laser beam output
emission.

The dust cap is installed by the manufacturer as a means to prevent dust and debris from
contaminating the emission port during shipping and before device installation and is not intended
as the primary means to protect the emission port connector during normal use.

We recommend the following procedure:

1. Before using the device for the first time, install and secure the hand piece fiber into the laser
emission port in accordance with the User Manual.

Use the device as required.

When done using the device, power off in accordance with the User Manual and leave the hand
piece connected.

Bending Limits of the Hand Piece Cable:
The radiation transferred within the hand piece cable goes through a very small diameter glass rod

(an optical fiber). It can be damaged if bent too sharply. The maximum permissible bending radius
of optical fiber is 5 cm.

Laser Hand Piece Troubleshooting:

If the any part of the hand piece assembly is overheating or producing smoke, then immediately
power off device and discontinue operation. And then call LiteCure, LLC at 302-709-0408
immediately for assistance.
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HAND PIECE HEAD CLEANING AND DISINFECTION

A Warning

Always turn off the system and unplug the power cord from the wall outlet before cleaning.

A Warning

Always use protective eyewear and gloves when cleaning and disinfecting any equipment.

Caution

DO NOT use Hand Piece Head until alcohol solution used in cleaning
procedure completely evaporates. Doing so may cause the laser to ignite
alcohol solutions or vapors.

1. To clean the exterior surfaces on Hand Piece Head:

e Wipe with a soft cloth moistened with isopropyl alcohol solution. Ensure the solution
is only 70% alcohol or less. Solutions of more than 70% alcohol can cause product
damage.

2. To clean the Large Ball:
Always dampen the cloth and then clean.
e Before cleaning, turn off the system and unplug the power cord from the wall outlet.
e Avoid using gritty cloths.

3. If you have access to an Ultrasonic Cleaner, it can be used to deep clean the Large Ball.

The following recipe is recommended:

Mix 90% isopropyl alcohol with warm water at the volume ratio of 60:40 and add one drop
of dish soap.
4. After cleaning the Hand Piece Head, wipe it with soft cloth. Then leave it on clean surface to dry.
To expedite drying time of the Hand Piece Head, putting 70% or less isopropyl alcohol into the
Hand Piece Head and pouring it out will be helpful.

A Caution

DO NOT use Hand Piece Head until alcohol solution used in cleaning
procedure completely evaporates. Doing so may cause the laser to ignite
alcohol solutions or vapors.

A Warning

DO NOT use anything to clean the lens inside the handpiece. Doing so may
damage the lens when laser emission. Using compressed air to remove the
dust, debris and hair is recommended.

Page 10



USER MANUAL
LiteCure Therapy System

LTS-1500

250 Corporate Blvd. Suite B
Newark, Delaware 19702
Tel: 302-709-0408
Fax: 302-709-0409

USER MANUAL LITECURE THERAPY SYSTEM



LiteCure, L.L.C.

Table of Contents

1. CONVENTIONS USED......ciiiiiiiiieiiiiiee ettt ettt et e s sttt e e e s bt e e e sabee e e s shbeeeesabbeeeeesbbeeeesnbeeeessnbeeeenas 4
I VLT £ T g1 11 o R PP PP SRR PUPPPP 4
I O T U1 To ] I 4
IR = L=Yolo ] 1 411 41T 0o F= 10 o] o [0SR OPORRPRRRSPRt 4
R (0] (= TP 4

2. DEVICE DESCRIPTION ....itiitiitiitt e iiiiee sttt e s steeeesstteeaesstteeeasstaeaeesassseeeassaeeesnsseeeasnsseseesassseeesnssseeesnssenes 5
(O Fo TS {[ox= 11 o] o EO SRR PPPPRPPRN 5
Y= To U] F= 100 A L0 ya] o] [F= 5 o7 = TSR 5
T lo o= 1x o] o I o] AU LT = SRR 6
(0] 1 7= 1 g o [To= 1110 4 1< RO PPPPOPPPPRN: 6

3. MANUFACTURER’S DECLARATION ON ELECTROMAGNETIC COMPATIBILITY ....ccoviiiieiiienennee 10

4. ADDITIONAL SAFETY AND HANDLING CONSIDERATIONS......ccoiiiiiieiriiie it 14

L B ST 2@ 5 A I SRRSO 14

6. GLOSSARY AND ABBREVIATIONS ...ttt ettt ettt e e e s stae e e s sntae e e e aate e e e e nnaea e e e annes 15

AL = LI L SRR 16

8. SYSTEM SET-UP .ttt ettt s bttt e e e st e e e e e s bt e e et b e e e e astebeeeeantaeeeeasbeeeeesbeeeeanseees 19
8.1. Receipt and UNPACKING .........eeiiiiiiiiiiiiiiii ettt e ettt e e e e e e s s rbbbe e e e e e e e s e e aanbaeeeaaaeeaan 19
8.2. USAQE PrerEQUISITES ....oiiiieieiiiie ettt ettt et e oottt e et e e e e e e s a b e et e e e e e e s e bbbbeeeeeeaeesaannbaneaaaeeaanns 19
RS TS T =Y 1 o A I Yo | 1o 1o PSSR 19

LS B ] N I [ PSR 21
9.1, FIDEr INSTAIALIONS ... .eeiieiiiiee ettt et e e ettt e e e st e e e sabe e e e s stbeeeeesbaeeeesnbeeeessnteeeenns 21
9.2, LASEr SAFELY EYEWEAL .......cvvieiiieeeieiieeiee e e e e e e e st e e e e e s e st r e e e e e e s s st e e ae e e s s saetneeaeeeeeeeannraneeeaeeeans 21
SR N T T o To I 1= ol PSPPI 22
9.4. Emergency Laser Off SWItCh @nd K@Y ........ccoiiiiiiiiiic e e e e e e e 23
LS TR TR 0 7T @ o N 23
S B ST (1] o PP PP P PP PPPTPRPPPI 24
9.7. SEANADY IMOE ...ttt ettt b bttt e skttt e e st b e e e s e sabb e e e s abe e e e sbbe e e e snnee e s 25
SRS T y=T= 1o 1Y 1Y (o o = TP OPPPPPRUPT 26
9.9, EMISSION IMOAE ...ttt ettt e oottt e e e e e o e be et et e e e e s aan bt beteeeaeeseansbeeeaaaeeeannnnes 26

0TS AN I TP 28
10.1  Laser SAfety SUPEIVISION ......ccuiiiiiiie ettt ee e e e e e e e e s et e e e e aee e s s e s tatbeeeaaeessaatsrereeeaeeesaansnes 28
L10.2  SAfELY DEBVICES .. .oiiiieiiieee ettt e e ettt e e e e e s et e e e e e e e e e e st ateeeeaeeeesatbeaeeeaeaeessaarareeeeaeeseannneens 28
OB S Ty (=1 YRS 1= L= OSSR 29

AN O 01 S @ 2 | = S PSPPI 29
3 O R o To | A0S/ (o o RO PPP PRSP 29
N 10 To =T )1 (od T TP PTP PP PP PR 30
0 T 0 111V = G @ (o [T 30
11.4  LaSer SAfely EYEWEAN .........oii ittt ettt e b e e s s be e e e b e 30

12, SPECIFICATIONS ...ooiii ittt ettt ettt e sttt e sttt e e e st e e s e ssta e e e e sseeeeaateeeaesnsteeeseanbeeeesansaeeesnsaaeeesnnsnes 31

R TR O I Y V1| SRR 32

14. MAINTENANCE AND CALIBRATION ... .uttiiiiiiiie ittt st ee e sttt e s ssteeessntreeessntaeeeessstseassnsteeessnsseeessseees 32

15. SOURCES FOR ADDITIONAL INFORMATION AND ASSISTANCE ON LASER SAFETY................ 33

16. WARRANTY INFORMATION ..ottt ettt sttt see e st e st e e s st e e e st e e e annbe e e s snbaeeesenntaeeeenneeas 34
16.1  Terms and CONAILIONS ....cocvvieeiiiiie ettt iee ettt e e et e e e sttt e e s ssbee e e e snbeeeeasbeeeesntebeeesanseeeeennes 34
16.2  REIUM PrOCEUUIE ... ..ttt ettt e bt e e e sttt e e e e st e e e e bt e e e s anbeeeeeesnbeeeeesnbeeeeannee 34

17 APPENDIX = LABELS ...ttt sttt e st e e st e e st e e s e nbae e e e nbeee e ennee 35
A R V1Y - g 1 Vo TN 0= o =SSR 35
17.2  MaNUFACIUIE LADEI .....uuuieiiiiiiiiiiiiiiiiiiiit bbb ae e b e aaaaaaeasaaasasasesbsbsessannasssnnnsnnnnnnnnnns 35
17.3  Non Interlocked Protective HOUSING Label...........cooiiiiiiiiii e 36
17.4  Warranty SEal LADEI........oueiiiiii e 36
17.5 Optical Fiber AppliCator LAbEl ..........ooo i 36
17.6  Laser EMISSIONS LADEI ...ttt et e e e e e e e aaees 36
17.7  Emergency Laser Off LADEI ........uuiiiiiiiiiie ettt e e e e r e e e e e eanes 36
17.8  FINQer/foot SWILCh LADEL............vviiiiie e r e s e e e e e e s e eanes 36
17.9 Remote Interlock ConNECLOr LAbel..........ccuviiiiiiiiiiiie e 37

USER MANUAL LITECURE THERAPY SYSTEM Page 2 of 37



LiteCure, L.L.C.

17.10
17.11
17.12
17.13
17.14
17.15

ETL Mark LAIDEI ... 37
FUSE LADEL. ...t 37
AC POWET INPUE LADET ... 37
Protective Earth (Ground) Label (INSide deViCe).........ocviiiiiiiiiiiiiieie e 37
MAINS ON LADEL.....eeeieieiiie e e e e s s e e e e s s e snb e e e e e e e e annrees 37
MAINS OFF LADEIL......co et e e 37

USER MANUAL LITECURE THERAPY SYSTEM Page 3 of 37



LiteCure, L.L.C.

1. CONVENTIONS USED

Various Warnings, Cautions, Recommendations and Notes are presented throughout this document.
Explanations and examples of each follow.

1.1. Warning

Call the reader’s attention to a specific or potential danger in advance. If ignored or compromised,
the situation could result in the possibility of injury, death or other serious adverse reaction
associated with the use or misuse of the device

WARNING!

DO NOT direct the laser beam at anything other than the area to be treated.

1.2. Caution

Alert the user to the possibility of a problem with the device associated with its use or misuse.
Such problems include device malfunction, device failure, damage to the device or damage to
other property.

CAUTION

DO NOT allow untrained personnel to operate this device unless directly supervised by a properly
trained and experienced individual.

1.3. Recommendation

Offers guidance that may be worthy of acceptance or trial within a specific area of LTS-1500
application and may serve to optimize overall utilization.

RECOMMENDATION

Designate at least one person at each facility that utilizes this device as laser safety supervisor,
responsible for providing training on all operating and safety procedures.

1.4. Note

Describe the conditions or exceptions that may apply to the subject matter presented.

NOTE

The optical fiber must be properly inserted and secured into the laser emission port before the
device’s operational mode can change from standby to ready.
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2. DEVICE DESCRIPTION

LiteCure Therapy System, Model LTS-1500 is a compact medical laser system. The laser light delivery
system consists of a flexible optical fiber threaded through a lightweight handpiece. Activation occurs
when the operator enables the laser and presses the foot/finger switch. Depending on laser system
configuration, the foot/finger switch can function as on/off switch. A touch-screen display panel allows the
operator to adjust or set laser output level. The laser can operate in continuous wave mode or controlled
pulse mode.

Classification

According to the applicable standards, the LTS-1500 laser is classified as follows:

1.

o oa W

Class | Type B device according to EN/IEC 60601-1: +Al +A2:1995

Class lla according to Council Directive 93/42/EEC

Class Il according to CMDR SOR/98-282

Class IV laser product according to IEC 60825-1

Degree of protection according to EN/IEC 60601-1 + A1+A2:1: diode laser unit; IPX 0

(enclosure not waterproof); foot control: at least IPX5

6.
7.

Ordinary protection against ingress of water

Continuous operation

Regulatory Compliance

1.

The LTS-1500 laser complies with 21 CFR Chapter 1, Subchapter J, as administered by the

Center for Devices and Radiological Health of the US Food and Drug Administration (FDA).

2. The LTS-1500 laser is manufactured in compliance with the provisions of Council Directive
93/42/EEC concerning medical device (MDD, EU) and CMDR SOR/98-282 (CAN).
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Indication for Use

LiteCure Therapy System, Model LTS-1500 is indicated for emitting energy in the infrared Spectrum to

provide topical heating for the purpose of elevating tissue temperature for temporary relief of minor

muscle and joint pain, muscle spasm, pain and stiffness associated with arthritis and promoting relaxation

of the muscle tissue and to temporarily increase local blood circulation.

810nm and 980nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicated for emitting energy in the infrared Spectrum to

provide topical heating for the purpose of elevating tissue temperature for temporary relief of minor

muscle and joint pain, muscle spasm, pain and stiffness associated with arthritis and promoting relaxation

of the muscle tissue and to temporarily increase local blood circulation.

980nm wavelength:

LiteCure Therapy System, Model LTS-1500 is indicated for use for the temporary increase of clear nalil

in patients with onychomycosis (e.g., dermatophytes Trichophyton rubrum and Tmentagrophytes,
and/or yeasts Candida albicans, etc.).

A Caution

Federal law (USA) restricts this device to sale by or on the order of a physician.

Contraindications

Do not apply infrared light to abdominal or lurnbosacral points in pregnant females.
Do not apply infrared light to the epiphyseal lines in children.

Do not apply infrared light to the thorax or over the pacemaker itself in patients with pacemakers.
Do not apply infrared light over the thyroid gland, ovaries and testicles.

Do not apply infrared light to patients who are taking drugs that have heat or light sensitive
contraindications, such as but not Limited to certain types of steroids.

A Warning

Use carefully. May cause serious burns. Do not use over sensitive skin area or in the presence of
poor circulation. The unattended use of this device by children or incapacitated persons may be
dangerous.

A Warning

NEVER look directly into the distal end of the optical fiber connected to an active laser device,
direct the laser light directly into the eyes, or direct the laser beam at anything other than the area
to be treated WITH or WITHOUT the appropriate laser-emission protective eyewear. Indirect or
direct eye contact with the output beam or at scattered laser light from any reflective surfaces from
the laser will cause serious damage, irreparable corneal and/or retinal damage, and possible
blindness to one or both eyes.

A Warning

DO NOT allow any reflective object to fall into or obstruct the path of the laser energy produced by
this device. The operator, all assistants, and the patient must remove all reflective objects (such as
rings, metal watchbands, and jewelry) prior to treatment with this device. Indirect or direct eye
contact with the output beam or scattered laser light from any reflective surface from the laser will
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cause serious, irreparable corneal and/or retinal damage, and possible blindness to one or both
eyes.

A Warning

DO NOT use the System Controls or performance of procedures other than those specified in this
manual may result in hazardous radiation exposure.

A Warning

DO NOT remove protective eyewear until the operator returns the laser device to Standby mode.

A Warning

DO NOT attempt to gain access to any internal component. THERE ARE NO USER-
SERVICEABLE COMPONENTS inside this laser device. Doing so may cause serious and/or
irreversible injury.

A Warning

AVOID THE USE of flammable solvents, anesthetics, oxidizing gases such as nitrous oxide (N20)
and oxygen or endogenous gases. The high temperatures produced in normal use of the laser
equipment may ignite some material, for example cotton or wool, when saturated with oxygen. The
solvents of adhesives and flammable solutions used for cleaning and disinfecting should be
allowed to evaporate before the laser equipment is used.

A Warning

FAILURE TO COMPLY with all safety instructions and warnings may expose all participants to
harmful levels of laser radiation and/or dangerous levels of electrical current.

A Caution

ALWAYS wear the protective eyewear supplied with this device, which is optically dense at the
wavelength of operation (see specification sheet). All personnel present during device operation
must wear this eyewear. Contact LiteCure, LLC at 302-709-0408 to purchase additional sets of
protective eyewear for this device.

A Caution

ALWAYS put the laser in Standby mode or turn the device OFF prior to adjusting or connecting /
disconnecting the hand piece or fiber optic.

A Caution

ALWAYS post Warning Signs for Class IV laser products.

A Caution

ALWAYS post Warning Signs in the area of the laser beam to alert others.
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A Caution

ALWAYS Turn the device OFF before lifting, moving or relocating the device.

A Caution

ALWAYS place “Laser In Use” signs at location entrances where people will use the laser

A Caution

NEVER leave this device in the READY mode unattended. Reference the STANDBY and READY
Mode in the Operations section of this manual.

A Caution

NEVER allow untrained personnel to operate this device unless directly supervised by a properly
trained and experienced individual.

A Caution

DO NOT leave key in device’s key switch when not in use. Prevent unauthorized and/or
unqualified use of the device. This will also prevent inadvertent laser emissions.

A Caution

DO NOT allow any nonessential personnel into the treatment area during any laser procedure.

A Caution

DO NOT press the finger/foot switch without first verifying the safe orientation and proper
positioning of the hand piece and distal end of the optical fiber and ensuring compliance to all
safety precautions.

A Caution

If the laser fails to operate properly, please discontinue treatment and contact LiteCure, LLC at
302-709-0408.

Recommendations

1. Designate at least one person (e.g. Laser Safety Supervisor) responsible for providing training
on all operating and safety procedures at each facility that utilizes this device.

2. Individuals planning to use the laser system should attend laser orientation and education
sessions to achieve operational proficiency.

Notice
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1. The key can only be inserted into and removed from the key switch when the key is in the
vertical (OFF) position.

2. Pushing the red mushroom shaped Emergency Laser Off Switch down will terminate all
electrical power to the laser device’s microprocessor and laser-emitting components. Resetting the
switch restores power. To release the Emergency Laser Off Switch, the user must twist and rotate
in the direction indicated by the arrows, then release it as the switch pops out, returning it to its
normal position.
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3. MANUFACTURER'S DECLARATION ON
ELECTROMAGNETIC COMPATIBILITY

Guidance and Manufacturer’'s Declaration - Emissions

The LTS is intended for use in the electromagnetic environment specified below. The customer or
user of the LTS should ensure that it is used in such an environment.

Emissions Test

Compliance

Electromagnetic Environment — Guidance

RF Emissions Group 1 The LTS uses RF energy only for its internal function.

CISPR 11 Therefore, its RF emissions are very low and are not
likely to cause any interference in nearby electronic
equipment.

RF Emissions Group 2 The LTS must emit Electromagnetic energy in order

CISPR 11 to perform its intended function. Nearby electronic
equipment may be affected.

RF Emissions Class AorB A

CISFR 11

Harmonics ClassABCDor | A

IEC 61000-3-2 MN/A

Flicker Complies or NFA | Complies

IEC 61000-3-3

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

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

RF Emissions Complies The LTS is not suitable for interconnection with other
CISPR 14-1 equipment.
RF Emissions Complies The LTS is not suitable for interconnection with other
CISPR 15 equipment.
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Guidance and Manufacturer’'s Declaration — Immunity

The LTS is intended for use in the electromagnetic environment specified below. The customer or
user of the LTS should ensure that it is used in such an environment.

Immunity Test EN/IEC 60601 Compliance Electromagnetic
Test Level Level Environment —
Guidance
ESD +6KY Contact As specified Floors should be wood,
EN/IEC 61000-4-2 8KV AIr concrete or ceramic tile.
If floors are synthetic,
the r/h should be at least
30%
EFT 2KV Mains As specified Mains power quality
EN/IEC 61000-4-4 +1KV [/Os should be that of a
typical commercial or
hospital environment.
Surge +1KV Differential As specified Mains power quality
EN/IEC 61000-4-5 +2kV Common should be that of a
typical commercial or
hospital environment.
Voltage Dips/Dropout =95% Dip Tor As specified Mains power quality
EN/IEC 61000-4-11 0.5 Cycle should be that of a
typical commercial or
60% Dip for hospital environment. If
5 Cycles the user of the LTS
requires continued
30% Dip for operation during power
25 Cycles mains interruptions, it is
recommended that the
=95% Dip for 35700 be powered from
5 Seconds an uninterruptible power
supply or battery.
Power Frequency 3AmM As specified FPower frequency

50/60Hz
Magnetic Field
EN/IEC 61000-4-3

magnetic fields should
be that of a typical
commercial or hospital
environment.
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Guidance and Manufacturer's Declaration — Emissions

user of the LTS should ensure that it is used in such an environment.

The LTS is intended for use in the electromagnetic environment specified below. The customer or

Immunity Test EN/EC 60601 Test Compliance
Level Level

Electromagnetic
Environment —
Guidance

Conducted RF 3Vms (V1 vms
ENIEC 61000-4-6 150 kHz to 80 MHz

Radiated RF 3Ivim (E10Wim
EMIEC 61000-4-3 a0 MHz to 2.5 GHz

Portahle and mohile
communications
equipment should he
separated from the LTS
by no less than the
distances
calculatedilisted helow:

D=(3.5""1){Sqrt P}

D=(3.5/E1)Sqrt F)
80 to 300 MHz

D=(7/E1){Sart P)
800 MHz to 2.5 GHz

where P is the max
power in watts and D is
the recommendad
separation distance in
meters.

Figld strengths from
fixed transmitters, as
determined by an
electromagnetic site
survey, should be less
than the compliance
levels (V1 and E1).

Interferance may occur
in the vicinity of
equipment containing a
transmitter.
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Recommended Separations Distances for the LTS

The LTS is intended for use in the electromagnetic environment in which radiated disturbances
are controlled. The customer or user of the LTS can help prevent electromagnetic interferance by
maintaining & minimum distance between portable and mobile RF Communications Equipment
and the LTS as recommendad below, according to the maximum output power of the

communications eguipment.

Max Output Power

Separation (m)

Separation (m)
80 to 800MHz

Separation (m)
800MHz to 2.5GHz

(Watts) 150kHz to 80MHz
D=(3.5/V1){Sart P) D=({3.5/E1)({Sqrt P) D=(7/E1){Sqrt P)
0.01 1166 1166 .2333
0.1 .3689 3689 1378
1 1.1666 1.1666 2.3333
10 3.6893 3.6893 7.3786
100 11.6666 11.6666 23.3333
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4. ADDITIONAL SAFETY AND HANDLING CONSIDERATIONS

WIRELESS PHONE INTERFERENCE

A Caution

To ensure the operational safety of medical electrical equipment, the use of mobile
wireless cell phones in the vicinity of the laser or similar hospital environments must be
prohibited.

FIRE AND EXPLOSION HAZARDS

Healthcare professionals should be aware of the following safety considerations and potential fire
hazards when using the laser:

1. The laser beam can ignite most nonmetallic materials.
2. A UL-approved or equivalent fire extinguisher should be readily available

This laser unit is not intended for operation in areas subject to explosion hazards such as
flammable materials, gases or substances. A fire or explosion could occur.

A Warning

The laser unit is not suitable for use in the presence of anesthetics that are flammable when in
contact with air, oxygen, protoxide or nitrogen monoxide.

A Warning

AVOID THE USE of flammable solvents, anesthetics, oxidizing gases such as nitrous oxide
(N20) and oxygen or endogenous gases. The high temperatures produced in normal use of the
laser equipment may ignite some material, for example cotton or wool, when saturated with
oxygen. The solvents of adhesives and flammable solutions used for cleaning and disinfecting
should be allowed to evaporate before the laser equipment is used. Always be aware of the fire
risk caused by flammable gases in close proximity to an operating laser. If you accidentally spill
liquid on the unit, immediately stop treatment, disconnect the power supply cable and contact
your local distributor, authorized service center or LiteCure customer service for assistance.

A Warning

Never direct the laser beam toward paper, plastics or dark surfaces. These may catch fire or be
damaged due to the high temperatures produced by the laser beam.

A Warning

DO NOT treat through clothing or bandages. Possible damage or ignition may occur due to the
high temperatures produced by the laser beam.

5. DISPOSAL

If you plan to discontinue the use of LTS-1500 laser and intended to dispose of it, make sure to
observe the application legal provisions. Please contact your local distributor, authorized service
center, or LiteCure customer service for the disposal of the LTS-1500 laser.
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6. GLOSSARY AND ABBREVIATIONS

Glossary

Term

Definition

CW, Continuous
Emission, or Continuous
Mode

Continuous laser emission

Pulse, Pulse Emission,
or Pulsed Mode

Pulsed laser emission (pulsed mode)

Duty Cycle Percentage of time in Pulsed Mode that laser
energy
is being generated during laser emission.
Frequency Number of laser pulses per second
Hertz Measuring unit for frequency

Remote Interlock

Safety device that stops laser radiation when
the door of the treatment room is opened

Joule Unit of measure for emitted energy
Watt unit of measure for laser power
Stop End of treatment or treatment break

Abbreviations

Abbreviation Definition
cm?2 Square centimeter
Hz Hertz
S Second
W Watt
mwW Milliwatt (one thousandth of a Watt)
J Joule
nm Nanometer
V Volt
IR Infrared diode

Nominal Ocular Hazard Distance according to

NOHD EN 60825-1
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7. FEATURES

1. Emergency Laser Off Switch

This Emergency Laser Off Switch shall stop the emission of laser output as fast as possible
to prevent danger to any person.

2. Display and Touch Screen

The display shows the user operation interface.
3. Handpiece Fiber Receptacle

The hand piece fiber receptacle permits the fiber insertion.
4. Key Switch

This switch uses a key to prevent unauthorized unit operation. The key will not be removable
in the on position. It will be removable in the off position.

Front View

Emergency
Power Off
Switch

Display and Touch
Screen

Display LED
Indicator

Non
Interlocked
Protective
Housing
Label

V———
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Top View
Finger Switch
Receptacle
Handpiece Fiber
Rear View
X \
| i
Laser Emission
Label
R I O
D G G S CE—— =" 4
S ———— AC Power Cord
Lt e— Receptacle
SR —— T ————a—a)
Foot Switch
Receptacle
DB9 Connector Port \ Reserved USB Port
Manufacturer Use ONLY and Ethernet Port
Not In Use
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Bottom View

Warranty Seal Label

Interlock Receptacle
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8. SYSTEM SET-UP

8.

1. Receipt and Unpacking

Using LTS-1500 packing list, unpack the LTS-1500 and its accessories from the shipping carton.
Check for missing parts and inspect the unit carefully for damage, such as cracks, dents or bent
parts. If items are missing or any physical damage is apparent, please call LiteCure, LLC at 302-
709-0408 for assistance. Notify the carrier if the damage appears to be the result of a shipping
mishap.

If Warranty Seal Label is not found on device or is broken, please do not operate this device and
call LiteCure, LLC at 302-709-0408 immediately for assistance.

8.

2. Usage Prerequisites

RECOMMENDATION

Individuals planning to use the laser system should attend laser orientation and education
sessions to achieve operational proficiency.

Every facility or institution utilizing this device is encouraged to adopt an ongoing training and
safety program.

8.
1

3. Set-Up / Location

. Select a secure, properly equipped, and well-ventilated location in which to install and operate

the laser device.

2
3

4
u

5
6
7.
8
9

. Ensure that the surface will properly support the entire device.
. Place within 6 feet of an available 100-240V electrical outlet.

. Ensure adequate airflow around the device. The laser device is air-cooled and designed for
se in a well-ventilated environment.

8.3.4.1. Select a flat hard surface (not a surface that will inhibit airflow through the bottom of
the device).

8.3.4.2. There must be a minimum 4” clearance around the rear of the device.
Locate and uncoil the AC power cord.
Plug the power cord into the AC input on the rear of the laser device.
Plug the male end of the AC power cord into a grounded electrical outlet.
Connect the finger/footswitch to the rear of the LTS-1500 laser device.

Press down on the footswitch cover then release; the spring loaded cover will open

automatically.

CAUTION

Please do not remove the hand piece fiber from the emission port once it has been secured
unless the device is being packaged or transported to another location. Constant insertion and
removal of the hand piece fiber before and after every procedure will increase the chance of
emission port and fiber tip contamination. If the emission port or the fiber tip is contaminated then
the device might be damaged during beam emission.

The dust cap is installed by the manufacturer as a means to prevent dust and debris from
contaminating the emission port during shipping and before device installation and is not intended
as the primary means to protect the emission port connector during normal use.
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We recommend the following procedure:

1. Before using the device for the first time, install and secure the hand piece fiber in
accordance with the User Manual.

2. Use the device as required.

3. When done using the device, power off in accordance with the User Manual and leave the
hand piece connected.

USER MANUAL LITECURE THERAPY SYSTEM Page 20 of 37



LiteCure, L.L.C.

9. OPERATION

9.1. Fiber Installations

Take off the fiber cap. Make sure the fiber tip is clean prior to inserting into the hand piece fiber
receptacle; secure by screwing the fiber locking collar onto the hand piece fiber receptacle.

9.2. Laser Safety Eyewear

ALWAYS wear the protective eyewear supplied with this device. All personnel present during
device operation must wear this eyewear.

Laser safety eyewear must also be resistant to physical damage or photo-bleaching resulting
from laser exposure.

All personnel who are within the NOHD are considered to be within the controlled area and must
wear laser safety eyewear.

The NOHD and Beam Divergence for the LTS-1500 laser beams are:

Laser Hand Piece Style NOHD (meter) Beam Divergence
Small Cone 4.7m Full Angle (degree) 47
Large Cone 4.7m Full Angle (degree) 47

Small Ball 9.5m Full Angle (degree) 12
Large Ball 37m Full Angle (degree) 3
Handpiece Handle 4.7m Full Angle (degree) 47

MPE (W/cm2) =0.001514

In addition to providing the required laser safety eyewear, take the following steps to secure the
treatment room, or the controlled area:

1. To alert personnel before they enter the controlled area, place the included Laser Safety Sign,
or its equivalent, on the outside of the treatment room door when the laser is in use.

2. Close the treatment room door during operation of the laser. Or, optionally, the Interlock Jack
can be connected to the treatment room door through an interlock circuit so that laser emission is
automatically disabled when the treatment room door is opened.

A blocking barrier, screen, or curtain capable of blocking or filtering the laser beam could be placed
to create a controlled area inside a large treatment room. The barrier should be made of material
that can withstand the power of the treatment beam for the maximum exposure time, relative to the
configuration of the controlled area and the treatment parameters for the specific medical
application.

A Caution

ALWAYS wear the protective eyewear supplied with this device, which is optically dense at the
wavelength of operation (see specification sheet). All personnel present during device operation
must wear this eyewear. Contact LiteCure, LLC at 302-709-0408 to purchase additional sets of
protective eyewear for this device.
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9.3. Hand Piece

1. The hand piece is composed of hand piece handle and hand piece heads. The universal
screw design is perfect for making the different heads interchangeable.

Hand Piece Handle + Finger Switch

WARNING!

DO NOT use Hand Piece without Hand Piece Head or inadequately secured Hand Piece
Head on the Hand Piece Handle.

Doing so may cause serious and/or irreversible injury.

2. Exchange Hand Piece Head.

Al U

!
|

I

Small Cone Small Ball Large Ball Large Cone

A Caution

Please read USER MANUAL HAND PIECE before using Hand Pieces.
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9.4. Emergency Laser Off Switch and Key

Make sure the Emergency Laser Off Switch button pops out, otherwise rotate in the direction
indicated by the arrows, then release it as the switch pops out. Insert key into the key-lock switch.

NOTE

The key can only be inserted into and removed from the key switch when it is in the vertical
(OFF) position.

Turn the key clockwise to the right one-quarter turn
1. The fan will start.

2. There will be an audible beep and the LCD panel will illuminate displaying the welcome (initial
power-on) screen.

9.5. Power On

The initiation of the power-on sequence shall be accompanied by audible alerts, and then the
Main Screen (below) presents.

e Press Operation button to enter Standby Mode.
e Press Setup button to enter Setup Screen.
e Press Power button to turn off the display.
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9.6. Setup

In Setup Screen, the software allows operators to change the Aiming Beam, Unit Volume and
Finger (Foot) Switch Override settings.

e Aiming Beam: Steady, Pulsed, Off
a. 3.5+/-1.0mwW

e Unit Volume: Tone (High, Med and Low)

a. 45-65dB at High
Unit Volume: Beep (High, Med and Low)
810nm wavelength: Off
Finger(Foot) Switch Override: On/Off
Press Save Changes button to save the selected settings
Press Cancel button to cancel the selected settings
Press Reset to Default button to reset the settings to the default settings.
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9.7. Standby Mode

In Standby Mode, the software allows operators to change the laser power, laser modulation
frequency, laser emission timer, and energy reset in Standby mode.

Standby button is active
Modulation frequency display shows the selected modulation frequency
Aiming beam is inactive
Unit does not enter Ready Mode if finger/footswitch is closed — Create Error Message:

a. Operation Error, Foot/Finger switch is closed.

b. Produce audible beep — 3 times

Press Exit button can return to Standby Mode.
Unit does not enter Ready Mode if fiber is not inserted — Create Error Message:

a. Operation Error, Optic Fiber is not inserted.

b. Produce audible beep — 3 times

Press Exit button can return to Standby Mode.
Unit does not enter Ready Mode if safety interlock is not inserted — Create Error Message:

a. Operation Error, Interlock is not inserted.

b. Produce audible beep — 3 times

Press Exit button can return to Standby Mode.
Press the Power Setting Scale or the “+” / “-” button to set the laser power. The selected laser
power will be shown at the Power Setting Window. To scroll to the desired power value,
maintain pressure on the desired button. The laser power can be set from 0.5W to 15.0W
Press the Pulsed Rate “+"/ “-” button to set the laser modulation frequency. The selected
laser frequency will be shown at the Pulsed Rate Window. To scroll to the desired frequency
value, maintain pressure on the desired button. The laser frequency can be set from CW to
10000Hz

Note: The duty cycle in the Pulsed mode is 50%.
Press the Time “+” / “-” button to set the laser treatment time. The selected laser treatment
time will be shown at the Time Window. To scroll to the desired time value, maintain pressure
on the desired button
Press Energy Reset button to reset the energy monitor value to zero
Press Home button in the upper-left corner to return to Main Screen
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9.8. Ready Mode

The software has Ready Mode in which the laser will emit when the finger/footswitch is pressed.
The purpose of Ready Mode is to wait for user(s) to press the finger/footswitch and start laser
emission. The software produces 6 seconds delay (6 beeps) to warn the users during the
transition from STANDBY to READY Mode. During the transition, the Standby button changes to
Ready button and flashes. After 6 beeps, the aiming beam emits from the hand piece if the
aiming setting is on.

In Ready Mode, the software allows operators to change the laser power level, laser modulation
frequency, laser emission timer, and energy reset in Standby mode.

Ready button is active

Modulation frequency display shows the selected modulation frequency

Aiming beam emits from the hand piece if the aiming setting is on.

Unit exit from Ready Mode if fiber is not inserted correctly — Create Error Message:

a. Operation Error, Optic Fiber is not inserted.
b. Produce audible beep — 3 times
Press Exit button can return to Standby Mode.

e Unit exit from Ready Mode if safety interlock is not inserted / attached to back of unit — Create
Error Message:

a. Operation Error, Interlock is not inserted.
b. Produce audible beep — 3 times
Press Exit button can return to Standby Mode.

e Press the Power Setting Scale or the “+" / “-" button to set the laser power. The selected laser
power will be shown at the Power Setting Window. To scroll to the desired power value,
maintain pressure on the desired button. The laser power can be set from 0.5W to 15.0W

e Press the Pulsed Rate “+"/ “-" button to set the laser modulation frequency. The selected
laser frequency will be shown at the Pulsed Rate Window. To scroll to the desired frequency
value, maintain pressure on the desired button. The laser frequency can be set from CW to
10000Hz

Note: The duty cycle in the Pulsed mode is 50%.

e Press the Time “+"/ “-” button to set the laser treatment time. The selected laser treatment
time will be shown at the Time Window. To scroll to the desired time value, maintain pressure
on the desired button.

e Press Energy Reset button to reset the energy monitor value to zero

e Unit returns to Standby Mode from Ready Mode if leaving unit alone for more than 3 minutes.

e Press Ready button to return to Standby Mode.

9.9. Emission Mode

The software monitors the laser output power in according to the parameter settings on the
display to ensure the power is within +/-20% of power setting. During emission, the software does
not allow users to change any settings on the display. The software displays the word EMISSION
on the display. The device produces beeps, steady audible tone, or no audible tone during
emission according to the audible settings.

e During emission, the software does not allow users to change any settings on the display
e The real laser output power is same as the power setting on the display within +/-20%
deviation when the laser modulation frequency is CW.
e The real laser output power is 50% of the power setting on the display within +/-20%
deviation when the laser modulation frequency is not CW
e Unit exit from Emission Mode if fiber is not inserted — Create Error Message:
a. Operation Error, Optic Fiber is not inserted.
b. Produce audible beep — 3 times
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c. Laser beam is disabled
Press Exit button can return to Standby Mode.
e Unit exit from Emission Mode if safety interlock is not inserted — Create Error Message:
a. Operation Error, Interlock is not inserted.
b. Produce audible beep — 3 times
c. Laser beam is disabled
Press Exit button can return to Standby Mode.
e Unit exit from Emission Mode if laser power exceeds +/-20% of power setting — Create
warning message:
a. Laser power is out of range
b. Unit to produce audible beep — 3 times
c. No laser beam from hand piece
Press Exit button can return to Standby Mode.
e Unit exit from Emission Mode if laser diode temperature is overheating — Create warning
message:
a. Laser temperature is out of range
b. Unit to produce audible beep — 3 times
c. Laser beam is disabled.
Press Exit button can return to Standby Mode.
e Laser emission is disabled when the timer counts down to zero if timer setting is not CW.
e Laser emission continues until emission is interrupted by finger/footswitch if timer setting is
Cw.
e If laser emission is interrupted during emission mode by finger/footswitch operation, the laser
emission can be enabled again by finger/footswitch until the remaining time is over.
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10. SAFETY

This section provides a collection of safety guidelines and safety-related statements relevant to the
safe and effective operation of the LTS-1500 laser device. Additional statement and protocols
regarding safety appear elsewhere in this document. Use this laser device according to all printed
guidelines cautionary statements, and protocols.

10.1 Laser Safety Supervision

RECOMMENDATION

Designate at least one person (e.g. Laser Safety Supervisor) responsible for providing training on
all operating and safety procedures at each facility that utilizes this device.

Individuals planning to use the laser system should attend laser orientation and education
sessions to achieve operational proficiency.

1. Designate at least one person at each facility that utilizes this device as laser
safety supervisor, responsible for providing training on all operating safety
procedures.

10.2 Safety Devices

The following components have specific safety-related features. All individuals who use this laser
device should be familiar with the purpose and the operation of these components.

Emergency Laser Off Switch. This switch is located on the top of the LTS-1500 device. Push the
switch down to terminate all electrical power to the laser device’'s microprocessor and laser-
emitting components. Resetting the switch restores power. To reset the Emergency Laser Off
Switch, the user must twist and rotate in the direction indicated by the arrows, then release it as
the switch button pops out, returning it to its normal position.

A Caution

DO NOT leave key in device’s key switch when not in use. Prevent unauthorized and/or
unqualified use of the device. This will also prevent inadvertent laser emissions.

1. Key Switch

e  This switch is located on the rear panel of the LTS-1500 device. A key is
required to activate the laser system. The user inserts one of the supplied keys
into the key-switch and turns it 90 degree clockwise. When the key switch is in
this position, it cannot be removed.
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o After powering OFF the device using the key switch (a 90-degree, counter-
clockwise turn), the user should remove the key and store it properly to prevent
unauthorized or unexpected laser system operation.

2. Safety Interlock

This safety interlock located at the bottom of the device. If the interlock is not inserted into the
connector jack, all electrical power to the controls and laser components is terminated. The
safety interlock MUST be inserted before the laser emission.

10.3 Safety Strategy
1. Three Minutes Unattended Protection

If the laser device is left in Ready mode and does not receive any input for three minutes, the
laser will switch back to Standby mode.

2. Internal Laser Energy Monitor

e This is an internal device that monitors the intensity of laser energy generated
whenever laser emission occurs. This monitor aborts laser emission if the laser
device is unable to maintain the laser energy output set by the user.

3. Laser Eye Protection

e The protective laser eyewear has an optical density rating > 5.0 for 350nm~2000nm
(see specification sheet) laser emission. All personnel present during device
operation must wear this eyewear. Contact LiteCure, LLC at 302-709-0408 to
purchase additional sets of 350nm~2000nm (see specification sheet) protective
eyewear.

11. ACCESSORIES
11.1 Foot Switch

A single intensity footswitch comes with this laser device. The laser device treats the
footswitch as a simple on/off device. When Override function is off, pressing down the
footswitch produces 100% of the laser energy set by the operator. Fully releasing the pressed
footswitch stops laser emission. When Override function is on, pressing down the footswitch
one time produces 100% of the laser energy set by the operator, and pressing down again to
stop the laser emission.

When closed, the cover of the foot switch is designed to prevent inadvertent foot pedal
control surface depression. Always turn laser off when not in use.

When foot switch operation is desired, press down on the cover then release. The cover is
spring loaded and will open automatically.
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11.2 Finger Switch

A single intensity finger switch comes with the hand piece. The laser device treats the finger
switch as a simple on/off device. When Override function is off, pressing down the finger
switch produces 100% of the laser energy set by the operator. Fully releasing the pressed
finger switch stops laser emission. When Override function is on, pressing down the finger
switch one time produces 100% of the laser energy set by the operator, and pressing again
stops the laser emission.

11.3 Power Cord

11.4 Laser Safety Eyewear

A Caution

ALWAYS wear the protective eyewear supplied with this device, which is optically dense at
the wavelength of operation (see specification sheet). All personnel present during device
operation must wear this eyewear. Contact LiteCure, LLC at 302-709-0408 to purchase
additional sets of protective eyewear for this device.

All personnel who are within the NOHD are considered to be within the controlled area and
must wear laser safety eyewear. ALWAYS wear the protective eyewear supplied with this
device. All personnel present during device operation must wear this eyewear.
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12. SPECIFICATIONS

Model

LTS-1500

Laser type

Solid State laser (Class 1V)

Treatment laser wavelength

810+/-10nm, 980+/-10nm

Aiming beam wavelength

650+/-15nm

Aiming beam power

3.5mwW+/-1.0mwW

Maximum output power

25W @ aperture of hand piece

Output port

Hand piece

Operating modes

Continuous Wave (CW)

Pulse Wave (50% duty cycle)
2,10, 20, 100, 200, 500, 1000, 2500, 5000, 10000Hz

Audio warning signal level

45 to 65 dB

Cooling

Thermal Electrically Cooled with Forced Air

Weight

<30 Ibs

Dimensions

413mm(L)x264mm(W)x257mm(H)

Power requirement

100-240V~ 50/60Hz 400VA

Operation temperature

10Cto35°C

Storage temperature

-20Cto70°C
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13. CLEANING

A Warning

Always turn off the system and unplug the power cord from the wall outlet before cleaning.

A Warning

Always use protective eyewear and gloves when cleaning and disinfecting any equipment.

Caution

DO NOT use Hand Piece Head until alcohol solution used in cleaning
procedure completely evaporates. Doing so may cause the laser to ignite

alcohol solutions or vapors.
LTS-1500 laser device uses solid-state laser technology. It is important to keep the unit and

accessories free from dust. To clean the exterior surfaces on the unit or accessories:

e Wipe with a soft cloth moistened with isopropyl alcohol solution. Ensure the solution
is only 70% alcohol or less. Solutions of more than 70% alcohol can cause product
damage.

14. MAINTENANCE AND CALIBRATION

Calibration Procedure
Regulatory agencies require that manufacturers of US FDA CDRH Class Ill and IV medical lasers

supply their customers with power calibration instructions.

Calibration must be performed by the LiteCure-certified Service Personnel. Questions regarding
this procedure should be referred to your local LiteCure representative. Units are recommended
to be calibrated once a year.

DISCLAIMER WARNING
Calibration is a service procedure to be done only by LiteCure-certified Service Personnel.

Adjustment by anyone other than a certified LiteCure Service Personnel voids any existing
manufacturer’s warranty on the instrument.

Laser Power Calibration
TO PERFORM LASER CALIBRATION TEST PROCEDURE: WEAR LASER SAFETY GOGGLEs

WHEN PERFORMING THIS PROCEDURE

Equipment Needed: Certified traceable power meter with appropriate wavelength and power

measurement capabilities.

1.  Turn off the laser.

2. Inspect and attach a LiteCure optical fiber, foot pedal and power cord as directed in the
manual. Pay special attention to ensuring that both ends of the optical fiber are clean and
free of any dust, fluid or other contaminants.

3. Turnon the LiteCure laser and enter standby mode as instructed in the manual.
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10.

Increase the power setting until the Digital and Analog Power Displays reach their maximum
setting in CW (CONTINUOUS MODE).

Place the laser in ready mode.

Using the aiming beam, direct the distal end of the fiber into the active area of the power
meter.

Enable the laser, fire the laser, and record the value in Watts from the power meter. Repeat
3 times and taken an average.

The average should be within 20% of power setting.

If the results are outside the 20% range, ensure that: all of the light from the fiber is entering
the detector, the fiber is connected correctly, and the fiber is not damaged. Replace with a
new fiber if necessary and repeat.

If the results are still outside the 20% range, discontinue this procedure and contact your
local LiteCure representative.

15. SOURCES FOR ADDITIONAL INFORMATION AND
ASSISTANCE ON LASER SAFETY

Center for Devices and Radiological Health

Office of Compliance
2098 Gaither Rd.
Rockville, MD 20850
Tel: 301-594-4654
Fax: 301-594-4672

http://www.fda.gov/cdrh/index.html

Laser Institute of America

12424 Research Parkway, Suite 125
Orlando, FL 32826

Tel: 407 380 1553

Fax: 407 380 5588

http://www.laserinstitute.org/
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16. WARRANTY INFORMATION

16.1 Terms and Conditions

1. LTS-1500 laser device is warranted to be free from defects in materials and workmanship for a
period of 24 months, starting from the date of initial shipment. This warranty does not extend to
incidental or consequential damages and to damage caused by negligent or improper handling in
use, storage, nor to products from which the original identification markings or labels have been
defaced, altered or removed.

2. LiteCure, LLC reserves the rights of determining cause or existence of defect and the options

to repair the products, which proves to be defective during the warranty period. Products replaced
under warranty will be warranted only for the balance of the warranty period starting from the date
of the first shipment.

3. This warranty extends only to the original purchaser of the equipment from LiteCure, LLC. The
purchaser must notify LiteCure, LLC within 15 days of first detecting the defect and promptly return
the defective product before expiration of the warranty period.

4. Products claimed by purchaser to be defective shall be returned to LiteCure, LLC with
transportation and insurance (if necessary) prepaid by purchaser. LiteCure, LLC will return
repaired or replaced products to purchaser with FOB city destination within the Continental United
States. Transportation fees insurance (if necessary) beyond this limit will be charged to purchaser.

16.2 Return Procedure

Please review terms of purchase and date of shipment to determine validity of warranty claim.
Warranty claim should only be made for products within terms of warranty policy.

1. Call LiteCure, LLC at 302-709-0408 and obtain a Return Material Authorization number (RMA)
and detailed return instructions. A form will be faxed and must be completed, signed and returned
to LiteCure, LLC For customers where distributorship and/or a representative is not available, all
claims should be addressed to:

Service
LiteCure, LLC
250 Corporate Blvd. Suite-B
Newark, Delaware 19702
2. Be prepared to furnish:
e Product Model number and Serial number
e Purchase and Shipment Date
e Reason for return
¢ Name of person and phone number at your organization for further communication.

3. Adhere to LiteCure, LLC’s complete return instructions for transportation and packaging and
ship the product (freight and insurance prepaid) with proper documentation containing the RMA
number and the information specified above.

4. LiteCure, LLC will advise the purchaser of its determination of warranty at the earliest possible
time. Providing complete information as requested will expedite the procedure.
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17 APPENDIX - LABELS
17.1 Warning Label

This label indicates the laser classification. It warns of the radiation exposure hazard potential to
eyes and skin.

17.2 Manufacture Label

The label displays the manufacturer, model number, serial number, and regulatory compliance
declarations
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17.3 Non Interlocked Protective Housing Label

DANGER - Laser radiation when open.
AVOID EYE OR SKIIN EXPOSURE TO
DIRECT OR SCATTERED RADIATION.

17.4 Warranty Seal Label

Labels are positioned on the underside of the laser device in such a way that any attempt to open

WARRANTY
VOID
IF SEAL
IS BROKEN

17.5 Optical Fiber Applicator Label
| Gﬂ
17.6 Laser Emissions Label

A

17.7 Emergency Laser Off Label

17.8 Finger/foot Switch Label

b
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17.9 Remote Interlock Connector Label

[al

17.10ETL Mark Label

EMERGO EUROPE

REP Molenstraat 15 C € \‘\1“?754_ ETL CLASSIFIED
2513 BH,The Hague 0086 €Tb CONFORNS TO
G

The Netherlands
Phone: +31.70.345 8570 UL STD 60501-1
Fax: +31.70.346.7299 2 US CERTIFIED TO
15770
This laser product complies with 21 CFR 1040.10 and CAN/CSA STD
1040.11 except for deviations pursuant to laser Notice XXXXXXX C22.2 No. 501.1
No. 50, dated July 26, 2001

17.11Fuse Label

———=-FsAL250v

17.12AC Power Input Label
100-240V~ 50/60Hz 400VA

17.13Protective Earth (Ground) Label (Inside device)

L

17.14Mains ON Label

17.15Mains OFF Label

O
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