gy
Ty

3
i
=
d
2
=
e
<
i
o=
e
o
e

USER:
FOLDER:
COMPANY:
PRODUCT:
SUMMARY:

U.S. Department of Health
& Human Services

Food and Drug Administration

SAVE REQUEST

(ish)

K090820 - 360 pages

SPECTRAGENICS, INC. (SPECTRAGENICS)
POWERED LASER SURGICAL INSTRUMENT (GEX)
Product: TRIA HAIR REMOVAL LASER SYSTEM

DATE REQUESTED: Qct 5, 2011

DATE PRINTED:

Note:
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Printed
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DEC 2'3 2009

TRIA Laser Hair Removal System (TRIA) 1£.00 0¥ 0

Submitter’s Name, Address, Telephone Number, Contact Person
and Date Prepared

TRIA Beauty, Inc.

5880 W. Las Positas Blvd., Suite 52
Pleasanton, CA 94588-8552

Phone: 925-701-2549

Facsimile: 925-701-2598

Contact Person: Lisa D. Parr, Pharm.D.
Date Prepared: December 7, 2009

Name of Device and Name/Address of Sponsor

TRIA Laser Hair Removal System (TRIA)
TRIA Beauty, Inc.

5880 W. Las Positas Blvd., Suite 52
Pleasanton, CA 94588-8552

Common or Usual Name
Pulsed Diode Laser
Classification Name
Laser Instrument, Surgical, Powered

Regulation Number: 21 C.F.R.§ 878.4810
Product Code: GEX

Predicate Devices

SpectraGenics Spectra Hair Removal Laser System (K053527)
Star Medical Technologies LightSheer Pulsed Diode Array Laser System (K982940)
Home Skinovations Flash N’ Go (K082298)
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Intended Use / Indications for Use

TRIA is an over-the-counter device intended for adjunctive use with shaving for hair
removal sustained with periodic treatments. TRIA is also intended for permanent
reduction in hair regrowth defined as a long-term, stable reduction in hair counts
following a treatment regime.

Technological Characteristics

TRIA is a semiconductor diode laser system that delivers infrared light at a wavelength of
nominally 800 nm.

Performance Data

Clinical trials have been conducted to demonstrate the safety and efficacy of TRIA for
over-the-counter use for hair removal sustained with periodic treatments and for
permanent reduction in hair regrowth.

Substantial Equivalence

TRIA has the same intended uses and similar indications, technological characteristics,
and principles of operation as the predicate devices. Any minor differences between the
TRIA and its predicate devices raise no new questions of safety or effectiveness nor
change the device’s intended therapeutic effect in comparison to its predicates.
Performance data demonstrate that TRIA is as safe and effective as its predicate devices
for the stated indications. Thus, TRIA is substantially equivalent.

WDC - 023683/000001 - 2998146 vi
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

10903 New Hampshire Avenue
Document Controf Room W-0866-0609
Silver Spring, MD 20993-0002

DEC 2 3 2009
TRIA Beauty, Inc.
% Tobin C. Island, Ph.D.
Executive Vice President
5880 W. Las Positas Boulevard, Suite 52
Pleasanton, California 94588

Re: K090820

Trade/Device Name: TRIA Laser Hair Removal System (TRIA)

Regulation Number: 21 CFR 878.4810

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

Regulatory Class: Class 1l

Product Code: GEX

Dated: December 7, 2009

Received: December 7, 2009

Dear Dr. Island:

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).
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.

If your device is classified (see above) into either class IT (Special Controls) or class III (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



Page 2 - Tobin C. island, Ph.D.

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
go to http://www.fda. gov/AboutFDA/CentersQffices/CDRH/CDRHOffices/ucm 1 15809.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 htip://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/cdrh/industry/support/index . html.

/ 1w i
7ol |1 1) 4f J it
I Mark N, Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use Statement

510(k) Number (if known): K090820
Device Name: TRIA Laser Hair Removal System (TRIA)

Indications for Use: -

TRIA is an over-the-counter device intended for adjunctive use with
shaving for hair removal sustained with periodic treatments, TRIA is also
intended for permanent reduction in hair regrowth defined as a long-term,
stable reduction in hair counts following a treatment regime.

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

(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)

. @~".’"‘/‘

(Division Siga-Off)
Division of “urgical, Orthopedicpage  of
and Restorative Devices T

510(k) Number /(0 70 Flc
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November 18, 2009

BY HAND DELIVERY

LS. Food and Drug Administration

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

Silver Spring, MDD 20993-0002

Attn: Richard Weiblinger (Room 1426)
Re:  TRIA Beauty, Inc., TRIA Hair Reduction System (K090320}
Dear Mr. Weiblinger:
Presently, T am the official contact for the TRIA Beauty, Inc., TRIA Hair Reduction System

(K090820). Please add John J. Smith, M.D_, 1.D.. and Jonathan S. Kahan of Hogan & Hartson
PLP as additional conmacts for this submission.

Sincerely,
i {j«t’% (Jéﬂéﬂw’z Zﬁﬂ

Tobm Island, Ph.D
Executive Vice President
TRIA Beauty, Inc.




10000X ¥rd

SERVIL,
o £5.
o s

./(,C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

~
LY
i w
*yvian

5 Wealry,
O LS

Food and Drug Administration

10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring, MD 20993-0002

DEC 2 3 2009
TRIA Beauty, Inc.
% Tobin C. Island, Ph.D.
Executive Vice President
5880 W. Las Positas Boulevard, Suite 52
Pleasanton, California 94588

Re: K090820
Trade/Device Name: TRIA Laser Hair Removal System (TRIA)
Regulation Number: 21 CFR 878.4810
Regulation Name: Laser surgical instrument for use in general and plastic surgery
and in dermatology '
Regulatory Class: Class II
Product Code: GEX
Dated: December 7, 2009
Received: December 7, 2009

Dear Dr. Island:

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 II (Special Controls) or class III (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
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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
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOftices/ucm 1 15809.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 htip://www.fda.gov/cdr/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/industry/support/index.html.

Sincerely y

|~ Mp 4/ /it

elkerson

/ .
ol 14
! Mark N.
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 (if known): K090820
Device Name: TRIA Laser Hair Removal System (TRIA)
Indications for Use:

TRIA is an over-the-counter device intended for adjunctive use with
shaving for hair removal sustained with periodic treatments. TRIA is also
intended for permanent reduction in hair regrowth defined as a long-term,
stable reduction in hair counts following a treatment regime.

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

(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)

i
i
i

N b
Wl
(Division Sign-Off)

Division of Surgical, Orthopedicpage  of
and Restoradve Devices T

510(k) Number /( 0 90 Flco

WDC - 028533/000001 - I993146 ¥1
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

o : U 8. Food and Drug Administration
e - Center for Devices and Radiological Health
Document Mail Center — WO66-G509
10903 New Hempshire Avenue
Silver Spring, MD 20993-0002

December 03, 2009

510k Number: KQ90820

NI .
SPECTRAGENICS, INC Product: TRIA HAIR REMOVAL LASER SYSTEM

5880 W, LAS POSITAS BLVD SUITE 52
PLEASANTON, CALIFORNIA 94538-8§322
UNITED STATES

ATTN: TOBIN C. ISLAND

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402 htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
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 for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues” document. It is available on our Center web page at:
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceProvisionsofFDAModer
nizationAct/ucm136685.htm.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment”. If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how 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://www.fda.gov/iMedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.hitm. Pursuant
to 21 CFR 20.29, a copy of your 510{k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a -
new premarket notification submission.
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

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

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

., U.S. Food and Drug Administration

"’*eh Center for Devices and Radiological Health
Document Mail Center - WO66-G609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

November 19, 2009

SPECTRAGENICS, INC. 510k Number: K090820

5880 W. LAS POSITAS BLVD SUITE 52
PLEASANTON, CALIFORNIA 94588-8522
UNITED STATES

ATTN: TOBIN C, ISLAND

Product: TRIA HAIR REMOVAL LASER

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402 .htm, On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at '
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please

refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated

510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

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

Sincerely,

510(k) Staff
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Tuly 10, 2009

SPECTRAGENICS, INC. 510k Number: K090820

5880 W. LAS POSITAS BLVD SUITE 52 : Product: TRIA HAIR REMOVAL LASER SYSTEM
PLEASANTON, CALIFORNIA 94588-8522
UNITED STATES Extended Until: 08/10/2009

ATTN: TOBIN C. ISLAND

Based on your recent request, an extension of time has been granted for you to submit the additional information we
requested.

If the additional information (AI) is not received by the "Extended Until” date shown above, your premarket
notification will be considered withdrawn (21 CFR 807.87(1)). If the submitter does submit a written request for an
extension, FDA will permit the 510(k) to remain on hold for up to a maximum of 180 days from the date of the Al
request.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (240)276-3150 or at their toll-free number (800) 638-2041, or contact the 510k staff at
(240)276-4040. '

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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BY HAND DELIVERY

S10tky Document Mail Center (HFZ-401)
Center for Devices and Radiological Health
Office of Device Evaluation

Food and Drug Administration

9200 Corporate Boulevard

Rockville; MDD 20850

Aty Richard Weiblinger (HEZ-401)

KO0 &0

Hagan-& Hartson up
Cohimbia Sauare

555 Thirteenth Street BW
Washington, DC 20004
+1, 202637 5600 Tel

A1, 202 63755810 Fax

wivws hinlaw.com

Fonathan S, Kahan
Partngr
L200.637.5794
ISKabangihhlaw com

Re:  Request for Extension of Time to Respond to FDA’s Request for Additional
Information regarding the 510(k) Notice for the TRIA Hair Removal System

(K090820)

Dear Mr. Weiblinger:

On behall of our client, Tria Beauty, Inc. (*Tria Beauty” or the “company™). we are writing to
provide the U.S. Food and Drug Administration (“FDA™ or the “agency”™) with the company’s
request for additional time to respond to FDA’s request for additional information regarding the

310k} notice for the TRIA Hair Removal System (K090820).

Should you have any questions regarding these documents, please contact me at the number

abave or John Smsth at 202-637-3638.

Enclosures

ce: Lisa Parr
John 1. Smith, MD, JD, Hogan & Hartson, LLP

L QEB IS ROND00T S TRERAT




OTTO0X ¥0d

":'l;“.. \TR |
Pabd )

il A
N

July 9, 2009 Lisa Par, Pharm. D, _
Vice Pregident, Regulatory Affairs

TRIA Beauty, Inc, _
5830 W, Las Positas Blvd,, Suite 52
Pleaganton, CA 94588

(925) 701-2539

BY HAND DELIVERY

510(k) Document Mail Center (HFZ-401)
Office of Device Evaluation

Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Boulevard

Rockville, MD 20850

VIA MESSENGER AND ELECTRONIC MAIL

Attention: Richard Weiblinger (HFZ-410)

Re:  Request for Extension of Time to Respond to FDA's Request for Additional
Information Regarding the 510(k) Premarket Notification for TRIA Hair Removal
Laser System (K090820)

Dear Mr. Weiblinger:

The purpose of this letter is to request that the Food and Drug Administration ("FDA" or “the
agency™) grant a 60-day extension of time for TRIA Beauty, Inc. to respond to FDA's May 26,
2009, letter requesting additional information with regard to the 510(k) premarket notification
for the TRIA Hair Removal Laser System (K090820). The company's response is currently due
on June 26, 2009. This extension of the deadline to August 26, 2009, is necessary in order for
the company to fully respond to the issues identified in the May 26, letter.

Please contact me at the above number if you have any questions regarding this request. Thank
you in advance for your assistance.

< Corporate Offices TRIA Beauty + S880 W Las Positos Bive, Sulte 52 ¢ Pleasanton. CA 74568 © Tel'725.701.2540 ~ Fox #25.701.2598 * wwwIRIABeOUty.cOM
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July 9, 2009
Page 2

Si ely, p
Lisa Parr, Pharm. D.
Vice President, Regulatory Affairs

Enclosures

CcC:
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

o -
'&h 9200 Corporate Boulevard

Rockville, Maryland 20850

May 26, 2009

510k Number: K090820

SPEC GENICS, INC. Preduct: TRIA HAIR REMOVAL LASER SYSTEM

5880 W. LAS POSITAS BLVD SUITE 52
PLEASANTON, CALIFORNIA 94588-8522
UNITED STATES

ATTN: TOBIN C. ISLAND

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center (HFZ-401} at the above letterhead address, Correspondence sent to any address other than
the one above will not be considered as part of your official premarket notification submission. Also, please note
the new Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication
with Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax
and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
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 for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
hitp://www.fda.gov/cdrh/modact/leastburdensome.html. :

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how 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 hitp://www.fda.gov/cdrh/mdufma/guidance/1219.html.
Pursuant to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation, If
you then wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be
considered a new premarket notification submission.
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (240)276-3150 or at their toll-free number (800) 638-2041, or contact the 510k staff at
(240)276-4040.

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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_/ : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

%‘h ' 9200 Corporate Boulevard

Rockville, Maryland 20850

March 26, 2009

SPECTRAGENICS, INC. 310k Number: K090820

5880 W. LAS POSITAS BLVD SUITE 52 Received: 3/26/2009
PLEASANTON, CALIFORNIA 94588-8522 Product: TRIA HAIR REMOVAL LASER SYSTEM
UNITED STATES

ATTN: TOBIN C. ISLAND

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), 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 referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(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 your
510(k) has been completed 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. | '

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC)(HFZ-401) at the above letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for 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 http://www.fda.gov/cdrh/mdufma/index.html
for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654.pdf.

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(j})), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biclogical products) and devices. Section 402(j) requires that a certification
form (http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3674.pdf) accompany 510(k)HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological




PZ2T00X ¥rd

Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007”
(hitp://www.fda.gov/oc/initiatives/fdaaa/guidance_certifications.html). According to the draft guidance, 510(k)
submissions that do not contain 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 Staff
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.
http://www.fda.gov/cdrh/ode/guidance/1655.pdf. Please refer to this guidance for information on a formalized
interactive review process. 2) Guidance for Industry and FDA Staf¥ entitled, "Format for Traditional and
Abbreviated 510(k)s". This guidance can be found at www.fda.gov/cdrh/ode/guidance/1567.html. 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 to provide an electronic copy of your submission. By doing
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,
please visit our web site at www.fda.gov/cdrh/elecsub.html. In addition, the 510(k) Program Video is now available fo;
viewing on line at www.fda.gov/cdrh/video/S10k.wmv .

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
www.fda.gov/cdrh/devadvice/". If you have questions on the status of your submission, please contact DSMICA at
(240) 276-3150 or the toll-free number (800) 638-2041, or at their Internet address
http:/fwww.fda.gov/cdrh/dsma/dsmastaf.html. If you have procedural questions, please contact the 510(k) Staff at
(240)276-4040. :

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Premarket Notification Section '
Office of Device Evaluation

Center for Devices and Radiological Health
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By Messenger

S10(K) Document Mail Center (HFZ-401)
Center for Devices and Radiological Health
FFood and Drug Administration

9200 Corporate Boulevard

Rockville, Maryland 20850

Attn: Neil R. Ogden. General Surgery Devices Branch (HFZ-410)

Re:  Premarket Notification for TRIA Beauty, Ine.’s TRIA Hair Removal Laser System
Dear Mr. Ogden

In accordance with Section S10(k) of the Federal Food, Drug, and Cosmetic Act (“"FDC Act”).
TRIA Beauty, Inc. (formerly SpectraGenics, Inc.)! (“TRIA Beauty™ or the “Company™) is

submitting the attached premarket notification (*510(k) Notification™} for its TRIA Hair
Removal Laser Svstem (“TRIA ). [(0)@)

(b)4)

As explained in detail in the attached S10(k) Notification, the TRIA is substantially equivalent to
the Company’s Spectra Hair Removal Laser System (K053327) (“Spectra™). the Star Medical
Technologies I 1ghtSheer (K982940) (1 lul‘amu ). and the Home ‘s}\momtmm Flash N° Go
{&0822‘}8}{ Jash N" Go™). Further: clinic : : strate the
safety and efficacy of the TRIZ

(b)(4) as s discussed in the Performance Testing section of this submission. The study
results indicate that the TRIAKB)@) |
(b)(4) |

TRIA Beauty’s TRIA is a pulsed diode laser system classified as a laser surgical instrument for
use in general and plastic surgery and dermatology (product code GEX) per 21 C.F.R. 878.4810.

* SpectraCienics, Ine. officially changed its name to TRIA Beauty on August 1, 2008,
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To conform with the Food and Drug Administration’s (“FDA” or the “Agency”) August 12,
2005, Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated 510(k)s,
the principal factors concerning the design and use of the TRIA are set forth in the following
table of FDA questions.

Question YES NO
Is the device intended for prescription use (21 CFR 801 Subpart D)? X
Is the device intended for over-the-counter use (21 CFR 807 Subpart C)? X

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?

XKl »<

Does the device contain a biologic?

>

Does the device use software?

>

Does the submission include clinical information?

Is the device implanted? X

In accordance with the Medical Device User Fee and Modernization Act of 2002 (MDUFMA),
TRIA Beauty has submitted the required application fee. A copy of the User Fee Cover Sheet is
provided with the attached premarket notification. Per FDA’s instructions, the Company has
also included an electronic copy of this submission, which is an exact duplicate of the paper
submission.

TRIA Beauty considers its intent to market the TRIA as confidential commercial information.
The Company has not disclosed its intent to market this device to anyone except its employees,
others with a financial interest in the Company, its advertising or law firms, and its consultants.
The Company, therefore requests that FDA not disclose the existence of this application until
such time as final action on the submission is taken.

In addition, some of the material in this application may be trade secret or confidential
commercial or financial information within the meaning of 21 C.F.R. § 20.61 and, therefore, is
not disclosable under the Freedom of Information Act, even after the existence of this application
becomes public. We ask that you consult with the Company as provided in 21 C.F.R. § 20.45
before making any part of this submission publicly available.

We trust that the information provided in this 510(k) notice is sufficient for FDA to find the
TRIA substantially equivalent to its predicate devices for the listed indication. If you have any
additional questions regarding the 510(k) notice, please contact me at (925) 701-2553 or by

14



email at toby@triabeauty.com or contact our regulatory counsel Jonathan Kahan or John Smith
of Hogan & Hartson LLP. Upon clearance of the device, please fax the substantial equivalence
letter to me at (925) 701-2598.

L

Tobin C. Island, Ph.D.

Sincerely,

Attachments

ccs:  Robert E. Grove, Ph.D., Chief Technology Officer, TRIA Beauty, Inc.
Jonathan S. Kahan, J.D., Hogan & Hartson LLP, Regulatory Counsel
John J. Smith, M.D., J.D., Hogan & Hartson LLP, Regulatory Counsel
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TRIA Beauty, Inc.
TRIA Hair Removal Laser System (Expanded Indications)

510(k) Premarket Notification

TRIA Beauty, Inc.
5880 W. Las Positas Blvd., Ste 52
Pleasanton, CA 94588
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1 MEDICAL DEVICE USER FEE

The Company has remitted the appropriate Medical Device User Fee concurrent with this
submission to the Food and Drug Administration, P.O. Box 956733, St. Louis. A copy of the
Medical Device User Fee Cover Pages is provided on the following pages.



Site: null hitps://tdasfinapp8.fda.gov/OA_HTML/mdufinaCScdCfaltemsPopup.j...

JRIPIS $SYRYEIRI2 0 24 RN E 14 11 440 [ SLDU@YY 7oy DRI 1§ w11 4 166 HEL, (VREFERGVIRUZ 0 246 WRHP H)Y
SDEERP\ﬁSESAENT Sl RN LR PAYMENT IDENTIFICATION NUMBER:
\(b)(4)
FOOD AND DRUG ADMINISTRATION ; .
MEDICAL DEVICE USER FEE COVER Write the Payment Identification number on
SHEET your check.

A completed cover sheet must accompany each original application or supplement subject
to fees. If payment is sent by U.S. mail or courier, please include a copy of this completed
form with payment. Payment and mailing instructions can be found at: http://www.fda.gov
foc/mdufmalcoversheet.html

1. COMPANY NAME AND ADDRESS 2. CONTACT NAME
(include name, street address, city state, Raymond Lee

country, and post office code) 2.1 E-MAIL ADDRESS

ray@triabeauty.com
TELEPHONE NUMBER (include Area

TRIA BEAUTY INC
5880 WEST LAS POSITAS BLVD 2.2

SUITE 52 code)
PLEASANTON CA 94588 925-701-2554
uS FACSIMILE (FAX) NUMBER (Include
1 1 EMPLOYER IDENTIFICATION NUMBER | ~ /Area code)
" (EIN) 925-701-2598

(b)(4)

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

Select an application type: 3.1 Select a center

I:E;(g'[)l;’r«emarket notification(510(k)); except for third [X] CORH

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

[ ] Biologics License Application (BLA) 3.2 Select one of the types below
[ 1 Premarket Approval Application {(PMA) [X] Original Application

[ ] Modular PMA Supplement Types:

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

[ ] Premarket Report (PMR) [ 1 Panel Track (PMA, PMR, PDP)
[ ] Annuai Fee for Periodic Reporting (APR) [ ] Real-Time (PMA, PMR, PDP)

[ ] 30-Day Notice [ ] 180-day (PMA, PMR, PDP)

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

I of2 2/18/2009 9:38 AM



Site: null https://{dastinapp8.fda.gov/OA HTML/mdufmaCScdCfaltemsPopup.j...

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

[ 1 NO (If "NO," FDA will not accept your submission until you have paid all fees due to

FDA. This submission will not be processed: see http://imww.fda.govicdrh/mdufma for
additional information)

6. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER
FEE EXCEPTIONS? IF SO, CHECK THE APPLICABLE EXCEPTION.

[ ] The sole purpose of the application is
to support conditions of use for a
pediatric population
[ 1 This biologics application is submitted under [ ] The application is submitted by a
section 351 of the Public Health Service Act for a state or federal government entity for a
product licensed for further manufacturing use  device that is not to be distributed
only commercially

[ ] This application is the first PMA submitted by
a qualified small business, including any affiliates

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

[]1YES [X] NO

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET
APPLICATION
(b)(4)

FRIPG SHUENIIHHN

18-Feb-2009

"Close Window" Print Cover sheet

20f2 2/18/2009 9:38 AM



2 CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

The CDRH Premarket Review Submission Cover Sheet is provided on the following pages.



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 9010-0120
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET Expiration Date: August 31, 2010
See OMB Statement on page 5.
Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known)
March 25, 2009 MD6041356-956733

TYPE OF SUBMISSION

PMA PMA & HDE Supplement PDP 510(k) Meeting
[] Original Submission [ Regular (180 day) [] Original PDP [X Original Submission: [] Pre-510(K) Meeting
] Premarket Report [ Special ] Notice of Completion X Traditional [] Pre-IDE Meeting
] Modular Submission [ Panel Track (PMA Only) [J Amendment to PDP [0 Special [] Pre-PMA Meeting
] Amendment [ 30-day Supplement [0 Abbreviated (Complete (] Pre-PDP Meeting
] Report [] 30-day Notice section |, Page 5) [] Day 100 Meeting
[] Report Amendment [ 135-day Supplement [ Additional Information [] Agreement Meeting
[] Licensing Agreement [ Real-time Review [ Third Party [] Determination Meeting
[1 Amendment to PMA & [] Other (specify):
HDE Supplement
[ Other
IDE Humanitarian Device Class Il Exemption Petition Evaluation of Automatic Other Submission
[] Original Submission Exemption (HDE) [] Original Submission Class lll Designation [1513(g)
[J Amendment [ Original Submission ] Additional Information (De Novo) [] Other
[ Supplement [ Amendment [ Original Submission (describe submission):
O Supplement [] Additional Information
[0 Report
[0 Report Amendment
Have you used or cited Standards in your submission? X Yes [JNo (If Yes, please complete Section |, Page 5)
SECTION B SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known)
[TRIA Beauty, Inc. 3005572989
Division Name (if applicable) Phone Number (including area code)

(925) 701-2553

[Street Address FAX Number (including area code)

5880 W. Las Positas Blvd. Ste 52 (925) 701-2598

City State / Province ZIP/Postal Code Country
Pleasanton CA 94588 USA

[Contact Name

[Tobin C. Island, Ph.D.

IContact Title Contact E-mail Address
Executive Vice President toby@triabeauty.com

SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

Company / Institution Name

Division Name (if applicable) Phone Number (including area code)
[Street Address FAX Number (including area code)
City State / Province ZIP/Postal Code Country

[Contact Name

IContact Title Contact E-mail Address

FORM FDA 3514 (6/05) 1



SECTION D1

] withdrawal

[ Additional or Expanded Indications

O Request for Extension

[ Post-approval Study Protocol

[ Request for Applicant Hold

[J Request for Removal of Applicant Hold

[ Request to Remove or Add Manufacturing Site

REASON FOR APPLICATION - PMA, PDP, OR HDE

[0 cChange in design, component, or
specification:
[] software / Hardware
[] Color Additive
[1 Material
[ specifications
[ Other (specify below)

[0 Location change:
[ Manufacturer
[ sterilizer
[ Packager

[] Process change:
[ Manufacturing
[ sterilization
[ Packaging
[0 Other (specify below)

[0 Labeling change:
[ Indications
[ Instructions
[] Performance
[1 shelf Life
[] Trade Name

[] Response to FDA correspondence:

[ Other (specify below)

[0 Report Submission:
1 Annual or Periodic
[ Post-approval Study
[] Adverse Reaction
[] Device Defect
[ Amendment

Change in Ownership
Change in Correspondent
Change of Applicant Address

ooad

[] Other Reason (specify):

SECTION D2

] New Device

[ New Indication

[ Addition of Institution

[ Expansion / Extension of Study
[] IRB Cettification

[ Termination of Study

[ withdrawal of Application

[ Unanticipated Adverse Effect
[ Notification of Emergency Use
[ Compassionate Use Request
[] Treatment IDE

[] Continued Access

REASON FOR APPLICATION - IDE

[0 changein:

Correspondent / Applicant
Design / Device

Informed Consent
Manufacturer
Manufacturing Process
Protocol - Feasibility
Protocol - Other

Sponsor

o [ [

[0 Report submission:
[ cCurrent Investigator
[ Annual Progress Report
[J site Waiver Report
[ Final

[ Respose to FDA Letter Concerning:
[ Conditional Approval
[] Deemed Approved
[] Deficient Final Report
[ Deficient Progress Report
[ Deficient Investigator Report
[] Disapproval
[ Request Extension of
Time to Respond to FDA
[] Request Meeting
[] Request Hearing

[] Other Reason (specify):

] New Device

REASON FOR SUBMISSION - 510(k)

X Additional or Expanded Indications

[0 cChange in Technology

[] Other Reason (specify):

FORM FDA 3514 (6/05)




SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed

ISummary of, or statement concerning,

ICommon or usual name or classification

1 |GEX 2 3 4 safety and effectiveness information
<] 510 (k) summary attached
5 6 7 g [ 1510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Model Name Manufacturer
1 [K053527 1 [Spectra Hair Removal Laser System 1 [SpectraGenics, Inc.
2 |K982940 2 [LightSheer™ Pulsed Diode Array Laser 2 [Star Medical Technologies, Inc.
3 |K082298 3 [Flash N’ Go 3 [Home Skinovations, Ltd.
4
5 5 5
6 6 6
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Trade or Proprietary or Model Name for This Device

Model Number

1 |[TRIA Hair Removal Laser System

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

1 P

B

7 8

<

10

Data Included in Submission

SECTION G

Product Code
GEX

C.F.R. Section (if applicable)
878.4810

[ Laboratory Testing
PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

[1 Animal Trials Xl Human Trials

Classification Panel
General and Plastic Surgery Devices

Device Class
[ Class |
[1 Class 11l

X Class Il
[] uUnclassified

Indications (from labeling)

[TRIA is an over-the-counter device intended for removal of unwanted hair. TRIA is also intended for permanent hair reduction.

FORM FDA 3514 (6/05)




[0 Add [ Delete 3005572989

ofe: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

SECTIONH MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

X Original Facility Establishment Identifier (FEI) Number X Manufacturer

FDA Document Number (if known)

] contract Sterilizer
[] Contract Manufacturer [] Repackager / Relabeler

ICompany / Institution Name

TRIA Beauty, Inc.

Establishment Registration Number

3005572989

Division Name (if applicable)

Phone Number (including area code)

(925) 701-2549

[Street Address
5880 W. Las Positas Blvd. Ste. 52

FAX Number (including area code)

(925) 701-2598

[1Add [ Delete

[] Original Facility Establishment Identifier (FEI) Number 1 Manufacturer [] Contract Sterilizer

[] Contract Manufacturer [] Repackager / Relabeler

City State / Province ZIP/Postal Code Country
Pleasanton CA 94588 USA
IContact Name ontact Title Contact E-mail Address

[Tobin C. Island, Ph.D. Executive Vice President toby@triabeauty.com

ICompany / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

[] Original
[1Add [ Delete

Facility Establishment Identifier (FEI) Number

1 Manufacturer [] Contract Sterilizer
[] Contract Manufacturer [] Repackager / Relabeler

[Street Address FAX Number (including area code)
City State / Province ZIP/Postal Code Country
IContact Name ontact Title Contact E-mail Address

ICompany / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

[Street Address FAX Number (including area code)
City State / Province ZIP/Postal Code Country
IContact Name Contact Title Contact E-mail Address

FORM FDA 3514 (6/05)




SECTION | UTILIZATION OF STANDARDS

1 [Standards No. Standards Standards Title Version Date
Organization
IEC 60601-1 [EC Medical electrical equipment — Part 1: General 1988+A1:1991+A2(1998
requirements for basic safety and essential 1995
performance.
2 [Standards No. Standards Standards Title Version Date
Organization
IEN 60601-1-2 EN Medical electrical equipment — Part 2: Collateral 2001 W/A1:06 2001
standard: Electromagnetic compatibility. FCC Part 18
3 [Standards No. Standards Standards Title Version Date

Organization

4 |Standards No. Standards Standards Title Version Date
Organization

5 |Standards No. Standards Standards Title Version Date
Organization

6 |[Standards No. Standards Standards Title Version Date
Organization

7 |Standards No. Standards Standards Title Version Date
Organization

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

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Food and Drug Administration

CDRH (HFZ-342)

9200 Corporate Blvd.

Rockville, MD 20850
lAn agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB
control

FORM FDA 3514 (6/05) 5



3 CERTIFICATION OF COMPLIANCE WITH CLINICALTRIALS.GOV

A completed copy of the Certification of Compliance with ClinicalTrials.gov Data Bank, FDA
Form 3674, is provided on the following page.
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See OMB Statement on Reverse. Form Approved: OMB No. 0910-0616, Expiration Date: 09-30-2008
DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration
||-rDi>A> Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with

Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

(For submission with an application/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520(m), or 510(k) of the
Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.)

_ SPONSOR / APPLICANT / SUBMITTER INFORMATION .
2. DATE OF THE APPLICATION/SUBMISSION
WHICH THIS CERTIFICATION ACCOMPANIES

TRIA Beauty, Tnc.

03/25/2009
3. ADDRESS (Number, Street, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBER
5880 W Las Positas Blvd, Ste 52 (Include Area Code)
Pleasanton, CA 94588 (Tel) 925-701-2553

925-701-2598

(Fax)

PRODUCT INFORMATIO! - .
FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s)
FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s)
(Attach extra pages as necessary)

5.

TRIA Hair Removal Laser System

APPLICATION / SUBMISSION INFORMATION
TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

[ Jino [ JnDA [JanpbAa [ JBLa [ ]pma [ ]HoE 5100 [ ] PopP [ ] other

7. INCLUDE IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/OTHER NUMBER (If number previously assigned)

6.

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

. CERTIFICATION STATEMENT /INFORMATION
9. CHECK ONLY E OF THE FOLLOWING BOXES (See instructions for additional information and explanation)
D A. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial.
B. 1 certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.
D C. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law

110-85, apply to one or more of the clinical trials referenced in the application/submission which this certification accompanies and that
those requirements have been met.

10. IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S),"
UNDER 42 U.S.C. § 282(j)(1)(A)i), SECTION 402(j)(1)(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary)

NCT Number(s):

ANT/SUBMITTER OR AN 2. NAME AND TITLE OF THE PERON WHO SIGNED INNO_ 11

AUTHOR/ZED REPRESENTATIVE (Sign)

/." (Name) Tobin Island
/ -

VL/"\// (Title) Executive Vice President
13. ADDRESS (Number, Street, State, and ZIP Code) (of person identified 14. TELEPHONE AND FAX 15. DATE OF
? IQII(;\ 1B1 and 12{) NUMBER (Include Area Code) CERTIFICATION
cauty, Inc. 925-701-2553
5880 W Las Positas Blvd, Ste 52 (Tel) "7 . 03/25/2009
Pleasanion, CA 94588 925-701-2598
(Fax) "<

FDA-3674 ‘1/08\ {FRONT\ PSC Granhics: (300 443.taod R



4 510(K) COVER LETTER

March 25, 2009
By Messenger

510(k) Document Mail Center (HFZ-401)
Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Boulevard

Rockville, Maryland 20850

Attn:  Neil R. Ogden, General Surgery Devices Branch (HFZ-410)
Re: Premarket Notification for TRIA Beauty, Inc.’s TRIA Hair Removal Laser System
Dear Mr. Ogden:

In accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act (“FDC Act”),
TRIA Beauty, Inc. (formerly SpectraGenics, Inc.)! (“TRIA Beauty” or the “Company”) is
submitting the attached premarket notification (“510(k) Notification™) for its TRIA Hair
Removal Laser System (“TRIA™). ‘(b)(d') ‘

(b))

As explained in detail in the attached 510(k) Notification, the TRIA is substantially equivalent to
the Company’s Spectra Hair Removal Laser System (K053527) (“Spectra”), the Star Medical
Technologies LightSheer (K982940) (“LightSheer”), and the Home Skinovations Flash N” Go
(K082298) (“Flash N” Go”). Further, clinical trials have been conducted to demonstrate the
safety and efficacy of the TRIA (B)4) |

(b)(4) as is discussed in the Performance Testing section of this submission. The study
results indicate that the TRIA (P)(#)
[(b)(4)

TRIA Beauty’s TRIA is a pulsed diode laser system classified as a laser surgical instrument for
use in general and plastic surgery and dermatology (product code GEX) per 21 C.F.R. 878.4810.

1 SpectraGenics, Inc. officially changed its name to TRIA Beauty on August 1, 2008.
13



To conform with the Food and Drug Administration’s (“FDA” or the “Agency”) August 12,
2005, Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated 510(k)s,
the principal factors concerning the design and use of the TRIA are set forth in the following
table of FDA questions.

Question YES NO

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

Is the device intended for over-the-counter use (21 CFR 807 Subpart C)? X

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?

AP P R R <

Does the device contain a biologic?

b

Does the device use software?

Does the submission include clinical information? X

Is the device implanted? X

In accordance with the Medical Device User Fee and Modernization Act of 2002 (MDUFMA),
TRIA Beauty has submitted the required application fee. A copy of the User Fee Cover Sheet is
provided with the attached premarket notification. Per FDA’s instructions, the Company has
also included an electronic copy of this submission, which is an exact duplicate of the paper
submission.

TRIA Beauty considers its intent to market the TRIA as confidential commercial information.
The Company has not disclosed its intent to market this device to anyone except its employees,
others with a financial interest in the Company, its advertising or law firms, and its consultants.
The Company, therefore requests that FDA not disclose the existence of this application until
such time as final action on the submission is taken.

In addition, some of the material in this application may be trade secret or confidential
commercial or financial information within the meaning of 21 C.F.R. § 20.61 and, therefore, is
not disclosable under the Freedom of Information Act, even after the existence of this application
becomes public. We ask that you consult with the Company as provided in 21 C.F.R. § 20.45
before making any part of this submission publicly available.

We trust that the information provided in this 510(k) notice is sufficient for FDA to find the
TRIA substantially equivalent to its predicate devices for the listed indication. If you have any
additional questions regarding the 510(k) notice, please contact me at (925) 701-2553 or by

14



email at toby@triabeauty.com or contact our regulatory counsel Jonathan Kahan or John Smith
of Hogan & Hartson LLP. Upon clearance of the device, please fax the substantial equivalence
letter to me at (925) 701-2598.

Sincerely,

Tobin C. Island, Ph.D.

Attachments

ces:  Robert E. Grove, Ph.D., Chief Technology Officer, TRIA Beauty, Inc.
Jonathan S. Kahan, J.D., Hogan & Hartson LLP, Regulatory Counsel
John J. Smith, M.D., J.D., Hogan & Hartson LLP, Regulatory Counsel

15



5 INDICATIONS FOR USE STATEMENT

The Company’s Indications for Use Statement for the TRIA is provided on the following page.
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Indications for Use Statement

510(k) Number (if known):

Device Name: TRIA

Indications for Use:

(b))

Prescription Use AND/OR Over-The-Counter Use X
(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)

Page of

17



6 510(K) SUMMARY

The Company’s 510(k) Summary is provided on the following pages.
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510(k) SUMMARY

TRIA Hair Removal Laser System

Submitter’s Name, Address, Telephone Number, Contact Person
and Date Prepared

TRIA Beauty, Inc.

5880 W. Las Positas Blvd., Suite 52
Pleasanton, CA 94588-8552

Phone: 925-701-2549

Facsimile: 925-701-2598

Contact Person: Tobin C. Island, Ph.D.
Date Prepared: March 25, 2009

Name of Device and Name/Address of Sponsor

TRIA Hair Removal Laser System
TRIA Beauty, Inc.

5880 W. Las Positas Blvd., Suite 52
Pleasanton, CA 94588-8552

Common or Usual Name
Pulsed Diode Laser
Classification Name

Laser Instrument, Surgical, Powered
Regulation Number: 21 C.F.R.§ 878.4810
Product Code: GEX

Predicate Devices

SpectraGenics Spectra Hair Removal Laser System (K053527)
Star Medical Technologies LightSheer Pulsed Diode Array Laser System (K982940)
Home Skinovations Flash N’ Go (K082298)

19



Intended Use / Indications for Use

(b)4)

Technological Characteristics

®@ |

‘(b)(d') \ The TRIA Hair Removal Laser is a semiconductor diode laser
system that delivers infrared light at a wavelength of nominally 800 nm. [(0)(4)
‘(b)(4)

Performance Data

Clinical trials have been conducted to demonstrate the safety and efficacy of the TRIA
for home use for |(b)(4) |

indicate that the TRIA|(b)(4) |
(b)(4) |

Substantial Equivalence

The TRIA is as safe and effective as the predicate devices. The TRIA has the same
intended uses and similar indications, technological characteristics, and principles of
operation as the predicate devices. Any minor differences between the TRIA and its
predicate devices raise no new questions of safety or effectiveness nor change the
device’s intended therapeutic effect in comparison to its predicates. Performance data
demonstrate that the TRIA is as safe and effective as its predicate devices for the stated
indications. Thus, the TRIA is substantially equivalent.

20



7 TRUTHFUL AND ACCURATE STATEMENT

The Company’s signed Truthful and Accurate statement is included on the following page.
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

(As Required by 21 C.F.R. § 807.87(k))

I certify that, in my capacity as Executive Vice President of TRIA Beauty, Inc., I believe to the
best of my knowledge, that all data and information submitted in this premarket notification for

the TRIA Hair Removal Laser System are truthful and accurate and that no material fact has
been omitted.

(Signature)

Tobin C. Island, Ph.D.
Executive Vice President, TRIA Beauty, Inc.

March 25, 2009
(Date)

ale]



8 FINANCIAL DISCLOSURES

TRIA Beauty is submitting clinical data to support this 510(k) notice. The Company is
providing a certification to the absence of any financial arrangements by the investigator on the
following page.

23



Form Approved: OMB No. 0910-0396

DEPARTMENT OF HEALTH AND HUMAN SERVICES Expiration Date: April 30, 2009.

Food and Drug Administration

CERTIFICATION: FINANCIAL INTERESTS AND
ARRANGEMENTS OF CLINICAL INVESTIGATORS

TO BE COMPLETED BY APPLICANT

With respect to all covered clinical studies (or specific clinical studies listed below (if appropriate)) submitted in
support of this application, | certify to one of the statements below as appropriate. | understand that this
certification is made in compliance with 21 CFR part 54 and that for the purposes of this statement, a clinical
investigator includes the spouse and each dependent child of the investigator as defined in 21 CFR 54.2(d)

Please mark the applicable checkbox.

X] (1) As the sponsor of the submitted studies, | certify that | have not entered into any financial arrangement
with the listed clinical investigators (enter names of clinical investigators below or attach list of names to
this form) whereby the value of compensation to the investigator could be affected by the outcome of the
study as defined in 21 CFR 54.2(a). | also certify that each listed clinical investigator required to disclose
to the sponsor whether the investigator had a proprietary interest in this product or a significant equity in
the sponsor as defined in 21 CFR 54.2(b) did not disclose any such interests. | further certify that no
listed investigator was the recipient of significant payments of other sorts as defined in 21 CFR 54.2(f).

(b)4) ‘

Clinical Investigators

[1(2) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that based on information obtained from the sponsor or from participating clinical
investigators, the listed clinical investigators (attach list of names to this form) did not participate in any
financial arrangement with the sponsor of a covered study whereby the value of compensation to the
investigator for conducting the study could be affected by the outcome of the study (as defined in 21
CFR 54.2(a)); had no proprietary interest in this product or significant equity interest in the sponsor of
the covered study (as defined in 21 CFR 54.2(b)); and was not the recipient of significant payments of
other sorts (as defined in 21 CFR 54.2(f)).

[1(3) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that | have acted with due diligence to obtain from the listed clinical investigators
(attach list of names) or from the sponsor the information required under 54.4 and it was not possible to
do so. The reason why this information could not be obtained is attached.

NAME TITLE
Tobin C. Island Executive Vice President

FIRM / ORGANIZATION
TRIA Beauty, Inc.

-,
SIGNATURE DATE
vy / - 3/25/09
/'Z,{‘
£

Paperwork Reduction Act Statement

Au agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB control number. Public reporting burden for this
collection of information is estimated to average | hour per response, including time for reviewing
| instructions, searching existing data sources, gathering and maintaining the necessary data, and
| completing and reviewing the collection of information. Send comments regarding  this burden
estimate or any other aspect of this collection of information to the address to the right:

Department of Health and Human Services
Food and Drug Administration

5600 Fishers Lane, Room 14C-03
Rockville, MD 20857

FORM FDA 3454 (4/06) PSC Graphics: (301 443-1090 El



9 DECLARATIONS OF CONFORMITY AND SUMMARY REPORTS

The TRIA complies with IEC 60601-1 and EN 60601-1-2./(0)4) |

(b)(4)
®)@) Note
(b)) that the EN 60601-1-2 standard is materially

equivalent to the IEC 60601-1-2 standard. A standards data report, form FDA-3654, for each of
these standards listed above is provided in the following pages.

‘(b)(4 ) L the TRIA also complies with the requirements of 21 C.F.R.
Subchapter J (Radiological Health), which includes, but is not limited to, Part 1040,
“Performance Standards for Radiological Products,” including 1040.10 (Laser products) and
1040.11 (Specific purpose laser products).
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human 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
X Traditional [] special [ ] Abbreviated

STANDARD TITLE !
TEC 60601-1:1988 +A1:1991 +A2: 1995 Medical electrical equipment Part 1: General requirements for safety

Please answer the following questions Yes No
IS this standard reCOGMNIZEA DY FDA 22 .. ... oottt et ee e ee e ee e e, = ]
FDA Recognition number3 ............................................................................................................................................................................................ # 5_4

Was a third party laboratory responsible for testing conformity of the device to this standard identified
1 ENE 5TO(K)? e e oo et X []

Is a summary report 4 describing the extent of conformance of the standard used included in the

L 0T 2T ] X

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PErtAINS 10 ThiS AEVICE? ..ot e e e e e e e e e e e e e e e e e as I O

X
[

Does this standard include acceptance Criteria? ...
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard?.................ccccciiiiniis X ]
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use ofthe standard? ..............cccocviiciiiiiiiiiiiiiiininnnnn, Ll X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) e ] ]
Were deviations or adaptations made beyond what is specified inthe FDA SIS?................... O O
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ................cccoooi i ] X
If yes, report these exclusions in the summary report table.
. 6 . . . .
Is there an FDA guidance that is associated with this standard?...................eiea, L] X
If yes, was the guidance document followed in preparation of this 510k?.................... ] ]
Title of guidance:
' The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

* The summary report should include: any adaptations used to adapt http:/www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the

device; and the name address of the test laboratory or

=3

FORM FDA 3654 (9/07) Page 1 PSC Graphics: (301) 443- 1090 EF



NT O ANDAR NFORMAN

J

SUMMA

STANDARD TITLE

IEC 60601-1, MEDICAL ELECTRICAL EQUIPMENT - PART 1: GENERAL REQUIREMENTS FOR SAFETY, 1988; AMENDMENT 1, 1991-11,

AMENDMENT 2, 1995.

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
N/A N/A
Kyes [INo []NA
TYPE OF DEVIATION OR OPTION SELECTED*
Option selected was CB Scheme as applicable for this device for AU, CA, DK, IL., KR, and US jurisdictions
DESCRIPTION
N/A
JUSTIFICATION
Appropriate option for this device as applies to US jurisdiction.
SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYes [INo []NA
TYPE OF DEVIATION OR OPTION SELECTED*
DESCRIPTION
JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYes [INo []NA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* 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 “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 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

* Types of deviations ca
information sheet (SIS

page may be necessary.

n include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
), 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 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 it displays a currently valid OMB control number.

FORM FDA 3654 (10/06)

Page 2




Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human 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
X Traditional [] special [ ] Abbreviated

STANDARD TITLE !
EN 60601-1-2 :2001 +A1:2006 +FCC Part 18, Medical Electrical Equipment - Part 1-2: General Requirements for Safety - Collateral Standard:
Electromagnetic Compatibility - Requirements and Tests (General)

Please answer the following questions Yes No
IS this standard reCOGMNIZEA DY FDA 22 .. ... oottt et ee e ee e ee e e, X ]
FDA Recognition number B e e Lt # N/A

Was a third party laboratory responsible for testing conformity of the device to this standard identified
1 ENE 5TO(K)? e e oo et X []

Is a summary report 4 describing the extent of conformance of the standard used included in the
BAO(K)? + ettt ee et et e et et ee e et et e ettt et et et et et et et e ettt eeee et e et et te ettt et et et et et e ettt nere et enees ] X

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
pertains 10 this deviCe? ...

[

X
[

Does this standard include acceptance Criteria? ...
If no, include the results of testing in the 510(k).

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

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

Were deviations or adaptations made beyond what is specified inthe FDA SIS?...................
If yes, report these deviations or adaptations in the summary report table.

o) o (0g X
X O (OX| O

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

. 6 . . . .
Is there an FDA guidance that is associated with this standard?...................eiea, L] X
If yes, was the guidance document followed in preparation of this 510k?.................... ] ]
Title of guidance:
' The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

4 The summary report should include: any adaptations used to adapt http:/WV\./w.acoessdata.fda.gov/§oripts/cdrh/cfdoos/ofStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at

choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

=3

FORM FDA 3654 (9/07) Page 1 PSC Graphics: (301) 443- 1090 EF



N

NT O ANDAR NFORMAN

J

SUMMA

STANDARD TITLE

EN 60601-1-2 :2001 +A1:2006 +FCC PART 18, MEDICAL ELECTRICAL EQUIPMENT - PART 1-2: GENERAL REQUIREMENTS FOR SAFETY
- COLLATERAL STANDARD: ELECTROMAGNETIC COMPATIBILITY - REQUIREMENTS AND TESTS (GENERAL)

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
N/A N/A
Kyes [INo []NA
TYPE OF DEVIATION OR OPTION SELECTED*
Option selected was to include FCC Part 18 and most recent amendment (2006) with options applicable for this device for US jurisdictions
DESCRIPTION
N/A
JUSTIFICATION
Appropriate option for this device as applies to US jurisdiction.
SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYes [INo []NA
TYPE OF DEVIATION OR OPTION SELECTED*
DESCRIPTION
JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYes [INo []NA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* 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 “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 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

* Types of deviations ca
information sheet (SIS

page may be necessary.

n include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
), 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 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 it displays a currently valid OMB control number.

FORM FDA 3654 (10/06)

Page 2




10 EXECUTIVE SUMMARY

The TRIA is a semiconductor pulsed diode laser system for use in laser hair removal that
delivers infrared light at a wavelength of nominally 800 nm. The system is comprised of the
laser handpiece, skin sensor, and a battery charger. The TRIA is an over-the-counter (“OTC”)
device intended ol |

The TRIA is substantially equivalent to the Spectra Hair Removal Laser System (K053527)
(“Spectra”), the LightSheer Pulsed Diode Array Laser System (K982940
the Flash ‘N Go (K082298) (“Flash N’ Go”).




11 DEVICE DESCRIPTION

TRIA’s intended use/indications for use, technological characteristics, and principles of
operation are described below.

Drawings of the TRIA System are included in Drawings 1 — 3 below.

A Intended Use/Indications for Use

B Technological Characteristics

The TRIA is a semiconductor pulsed diode laser system that delivers infrared light at a

wavelength of nominally 800 hm. The TRIA BT

- consists of the following key elements:

31



C Principles of Operation




D Laser Classification and Eye Safety




Drawing 1:

Drawing 2:



12 SUBSTANTIAL EQUIVALENCE

As explained in detail below, the TRIA is substantially equivalent to other legally marketed
light-based hair removal systems. Specifically, the TRIA is substantially equivalent to the

Company’s Spectra Hair Removal Laser System (K053527) (“Spectra”), Star Medical
Technologies LightSheer Pulsed Diode Array Laser System (K982940) (“LightSheer”
Home Skinovations Flash N” Go (K082298) (“Flash N” Go”).

and

These predicates are listed in the comparison table below and the
key comparisons of the table are described in more detail below.

A Intended Use/ Indications for Use

35



B Technological Characteristics




In light of any minor technological differences between the TRIA and its predicate devices,
clinical performance data is provided to further demonstrate that the device is as safe and
effective as the predicate devices for its stated indications (See Performance Testing).

C Principles of Operation

D Conclusion

As demonstrated above, the TRIA and its predicates have the same intended use and similar
indications for use. In addition, the TRIA has the same or similar technological characteristics
and principles of operation as its predicates.

Any differences in indications for use or technological characteristics between
the TRIA and its predicates do not alter the device’s intended therapeutic effect and do not
introduce any new questions of safety and efficacy. Furthermore, the submitted clinical data
(described below) demonstrates that the TRIA is as safe and effective as its predicate devices for
these expanded indications. Thus, the TRIA 1s substantially equivalent to the predicate devices.
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Substantial Equivalence Chart

TRIA Hair Spectra Hair LightSheer™ Flash N’ Go
Removal Laser Removal Laser Pulsed Diode (K082298)
System System Array Laser
(K053527) (K982940)

Intended Use

Hair Removal

Hair Removal

Hair Removal

Hair Removal

Indications for
Use

(b)4)

The Spectra Hair
Removal Laser
System is an
over-the-counter
device intended
for adjunctive use
with shaving for

The LightSheer is
intended to effect
temporary hair
reduction. The
LightSheer™ is also
intended to effect
stable long-term, or

The Flash N’ Go
is an over-the-
counter device
intended for the
removal of
unwanted hair.

hair removal permanent hair
sustained with reduction through
periodic selective targeting
treatments. of melanin in hair
follicles. Permanent
hair reduction is
defined as a long-
term stable
reduction in the
number of hairs
regrowing after a
treatment regime.
User Population ||(b)(4 -1V I-VI Y]
Fitzpatrick Skin
Types
Rx/OTC OoTC OoTC Rx OoTC
Eye Safety (b)(4) (b)(4) (b)(4) (b)(4)
Wavelength 800 nm 800 nm 790-830 nm 475 — 1200 nm
(assumed)
Fluence (b)(4) (b)(4) 10-100 J/ecm? 5—7 Jlcm®
| I (assumed)
Energy Source |(b)(4) L(b)(4) AlGaAs laser Flashlamp
Electrical Battery Operated | Battery Operated | Mains power Mains power
Requirements
Epidermal (b)(4) "(b)(4) Contact Sapphire None
Protection
Biocompatibility | No known No known No known No known
biocompatibility biocompatibility biocompatibility biocompatibility
issues issues issues issues
Software Yes Yes Yes Yes
Sterilization Not sold sterile Not sold sterile Not sold sterile Not sold sterile
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13 LABELING

The proposed draft Instructions For Use (IFU) are provided in Attachment A—
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14 STERLIZATION AND SHELF LIFE

Like the predicates, the TRIA is not sold sterile, nor is it intended to be sterilized by the
user.

The TRIA is not subject to degradation over time; accordingly, the device does not have a
labeled shelf-life. The IFU contains user information on shelf-life that is unchanged from that of

the previously cleared Spectra device.

40



15 BIOCOMPATIBILITY

The Company’s biocompatibility certification is provided on the

following page.
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Certification of the Biocompatibility of the
TRIA Beauty, Inc. TRIA Hair Removal Laser System

(b)(4) ' Thus, the biocompatibility of these

components of the TRIA Hair Removal Laser System has been demonstrated|(®)4)

b)) |

Signature

Tobin C. Island, Ph.D. March 25, 2009
Executive Vice President, TRIA Beauty, Inc.
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16 SOFTWARE
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17 ELECTROMAGNETIC COMPATIBILITY AND ELECTRICAL SAFETY

with the
requirements of IEC 60601-1 and EN 60601-1-2 as discussed in the Declarations of Conformity
and Summary Reports section above.
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18 PERFORMANCE TESTING - CLINICAL

A. Background

B. Methods




C. Results




D. Conclusion
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19 ATTACHMENTS

The following pages contain the attachments to this 510(k) Notification, which are independently
paginated.
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A Proposed Draft Labeling

The proposed draft Instructions For Use (IFU) are provided on the followin
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B Final Report for the |(®)4) Clinical Study

The final report for thel(P)(4) clinical study is provided on the following pages.
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{( DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Adminisiration
Office of Device Evaluation
100803 New Hampshire Avenug
Silver Spring, MO 2098300002

Premarket Notification [510{k}] Review

Traditional
K090820s2
Date: December 22, 2009
To: The Record Office: QDE
From: Richard Paul Weiblinger, Biologist Division: DSORD/GSDB

510(k) Holder: Spectragenics, Inc

Device Name: Tria Hair Removal Diode Laser for Over-the-Counter use
Contact: Tobin Island

5880 West Las Positas Blvd.

Pleasanton, CA 94588 / b,
25.701-2554 & /1/5/6’ /

. Purpose : 2/&3/‘7

The Premarket Notification is a marketing request for the Tria Hair Remcva | Diode
Laser for Over-the-Counter use. Under this submission the sponsor is seeking
clearance to market their device for Over-the-Counter use. The device is intended to
deliver laser energy intended for patient self use.

The subject device is the 4th laser device for Over-the-Counter use (OTC) which is
intended to be used as a patient self-use device for laser hair removal. FDA previously
has granted 510(k) marketing clearance for other laser devices for laser hair removal for
Over-the-Counter use (see KOB0839, K053527, and K082298).

The device is a compact, portable, self-contained system which emits light at a
wavelength of 800 nm.|(®)@)

(b)4)
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. il. Administrative Reguirements

Indications for Use page {indicate i Prescription or OTC)

Truthful and Accuracy Statement
v

Standards Form

I, Device Description

The device is the Tria Hair Removal Diode Laser for Over-the-Counter use (non-
prescription). (@) |

(b)(4) - The firm has provided a compatison table which
provides device specification comparisons.

Yoo No N/A
Is the device life-supporting oriife:sustaining? ¥

iz the device animplant {mplanted longer than 30 days)?

Does the device design use softwara?

Isthe device sterile?

Iz the device reusable [nol reprocessed single use)?
Are “cleaning” instructions included for the end user?
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“Il. Indications for Use

TRIA is an over the counter device intended for adjunctive use with shaving for hair
removal sustained with periodic treatments. Tria is also intended for permanent
reduction in hair growth defined as a long-term, stable reduction in hair counts fo:'low.-ng
a treatment regime.




!

0TO0O¥. ¥rd

IV, Predicate Dev

ice Comparison

Device
L haracteristie

Deviee Tvpe
Wavelenoth (amy

Blagnee Lo

1ise

Spectragenics, Inc. | Spectragenics. | Flash N Go or | Palomar Medical
Iria Hair Removal | Inc O7C (Over-the- | Technologies,
Diode Laser Jor Spectra™ Hair | Counter) Inc
OTC (Over-the- Removal Diode | useK052298 ABC Hair
Counter) use Laser for OIC removal System
KO90820 (Over-the- for |
o {é'fﬁf'}‘:j ise O the
K0335 Counter (O1€C)
nse
K060539
Diode laser dinde Prade laser
800 800 475 - 1200 810
(b)(4) (b)(4) P s

TRIA iy an over
the counter device
intended for
adiunciive use with
shaving for halr
removal sustained
with periodic
treatments. Tria is
also intended for
permanent
reduction in hair
growth defined as a
long-term, stable
reduction in hair
counts following a
freatment regime

an over the
counter device
intended for
adiunctive use
with shaving
Jor hair
removal
sustained with
periodic
treatment for
Fitzpatrick Skin
tpes 1 —1F

i over the
commter device
intended for
hgir removel

it over the
counter device
intended for
adjunctive use
with shaving for
hair removal
sustained with
periodic
treatment for
Fitzpaurick Sk
hipes 11V,

Chver the pounie {OTOY
Consumer home use

Ower the counter
X consumer
Home e

Crver the counter
{OTC) consumer
houne use

Ower the eonrter (OTC)
consumer home use
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. V. Labeling

The firm has provided OTC use instructions/(®)@)

(b)4)

-

An OTC device submission should include data which demonstrates that individuals can
use the device safely and effectively using the written instructions; in addition the data
should demonstrate that individuals can correcily determine that the device is
appropriate for their specific use.

VI. Sterilization/Shelf Life/Reuse

The Tria Hair Removal Diode Laser for Over-the-Counter t)se is provided non-sterile
and is reusable. '

VIIl. Software
(b)(4)

VII. Performance Testing — Bench

(0)4) would not be required to demonstrate SE because of SE
regarding indications for use, and device specifications.

VIIl. Performance Testing — Animal

‘(b)(d' ) ‘would not be required to demonstrate SE because of SE regarding
indications for use, and device specifications.

IX. Performance Testing — Clinical

(b)4)

®)4) " FDA has granted 510(k) marketing clearance for other laser devices for hair
removal for Over-the-Counter use (see KO60839, K082298, K053527). The
performance data for this submission was forwarded to (0)(4)

(b)(4) for his review.




ZT000X ¥rd

X. Substantial Eguivalénce Discussion
Yes No

1. Is Product A Device X If NO = Stop, see 510(k) staff
2. Is Device Subject To 510(k)? o X If NO = Stop, see 510(k) staff
3. Same Indication Statement? X KYES=GoTo5
4. Do Differences Alter The Effect Or Raise New X | If YES‘7= Stop NSE

issues of Safety Or Effectiveness?
5. Same Technological Characteristics? X IfFYES=GoTe7
6. Could The New Characteristics Affect Safety Or IfYES=GoTo8

Effectiveness? .
7. Descriptive Character'iksrt‘iics Precise Encugh? X IFTNO=GoTo 10

If YES = Stop SE
8. New Types Of Safety Or Effectiveness Questions? If YES = Stop NSE
9. Accepted Scientific Methods Exist? If NO = Stop NSE
10. Performance Data Available? 7 X If NO = Request Data
11. Data Demonstrate Equivalence? B X Final Decisio;w: SE
XI. Deficiencies:

XIV. Contact History:

(b)4)
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XV, Becommendation: | recommend that the submission be found 8SE

i

i

1,:‘
A

\Rithard F

‘Reviewer.

o2

aul w\?gm.?\ﬁ. Date
GSDB/DSORD

el SEAE (3= 23-09

Neil Ogden Date
Branch Chief. GSDB/DSORD

r

e &
g gt

cc: RWeiblinger ODE/DGRD/GSDB
Gen. Surge Div, File

fﬁ@ﬁ%‘ﬂ? and éfd ﬁ;;wsﬁé;;;; m ies ;fé;;wﬁé
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Page 1 of 2

. Weiblinger, Rick

From: Felten, Richard P,
‘Sent: Tuesday, December 22, 2009 12:35 PM
To: " Weiblinger, Rick

Subject: FW: TRIA Beauty TRIA Laser Hair Removal System (K090820)
Attachments: 001_TRIA Hair Reduction System 510(k) Response - 12.22.09.pdf

“Rick:

(b)) o) ‘ it fook: me. Print it out in color so it is clear and make a note in your
review tha —‘
Richard

From: Woodlee, Danielle C, [maiito:dcwoodlee@hhlaw.com]
Sent: Tuesday, December 22, 2009 12:32 PM

To: Felten, Richard P.

Cc: Kahan, Jonathan S.; Smith, John 1.

Subject: TRIA Beauty TRIA Laser Hair Removal System (K090820)

Dear Mr. Felten,

is e-mail is i ecember 18, 2009, e-mail to Jonathan Kahan (below)(b)(4) |
(b)(4) - TRIA Beauty's TRIA Laser Hair Reduction System (K090820). The company
appreciates your feedback/(b)(4) |
(b)(4)  Please

. hote, this response is being formally filed with the Document Mail Center today.

We trust that the information provided in the attached response is sufficient to address the agency's concerns. If
you have any additional questions or concems, please do not hesitate to contact us. Upon a finding of substantial
equivalence, please fax the substantial equivalence letter to Jonathan Kahan's attention at 202-637-5910.

Happy Holidays,

Danielle Woodlee

From: Felten, Richard P. [mailto:Richard.Felten@fda.hhs.gov]
Sent: Friday, December 18, 2009 3:37 PM

To: Smith, John J.; Kahan, Jonathan S.

Subject: TRIA K0S0820

Jonathan:

(b))

If you can get these changes to me on Monday, hopefully | will be able to get to work, we will try to get this out
this week.

12/22/2009
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Page 2 of 2

Richard P. Felten

Center for Devices and Radiological Heaith

Office of Device Evaluation

Division of Surgical, Orthopedic, and Restorative Devices
General Surgery Devices Branch

DANIELLE WOOQDLEE, ATTORNEY AT LAW

HOGAN & HARTSON LLP

Columbia Square, 555 Thirteenth Street, NW, Washington, DC 20004
direct +1.202.637.8853 | tel +1.202.637,5600 | fax +1.202.637.5910

dewoodles@hhlaw.com | hitp:/fwww hhlaw.com
Please consider the environment before printing this e-mail.

This electronic message transmission contains information from this law firm which may be confidential
or privileged. The information is intended to be for the use of the individual or entity named above. If
you are not the intended recipient, be aware that any disclosure,copying, distribution or use of the
contents of this information is prohibited.

If you have received this electronic transmission in error, please notify us by telephone (+1-202-637-
5600) or by electronic mail (PostMaster@HHLAW.COM) immediately.

12/22/2009
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SR : Food and D}ug Administration
v . Office of Device Evaluation &
Office of In Vitro Diagnostics

g COVER SHEET MEMORANDUM
" ’ : ‘
e B " Reviewer Name tﬂ {C A_a/ L . /CﬁIL //ﬂ;) "?’f
(* uject:  510(k) Number _ (\CSTO%\&C{S! |
To: - TheRecord ‘

2.
Please list CTS decision code ' ' :
0 Refusedto accept (Note: this is considered the first review cycle, See Screening Checklist

httg:ﬂeroom.fda.ggvleﬁoumRﬂlF![esICDRHQQDRHPrgmarketNoimgtionﬁ‘l_O_I(Programlg 5631!5creening%200hecklis§f;29?%
202%2007.dog-) : ‘ - :

-0 Hold (Additional Information or Telephone Hold). §
O Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

Please complete the following for a final clearance decision fle., SE, SE with Limitstions, 7etc.)_:

Indications for Use Page Attach IFU '

| 510(k) Summary /510(K) Statement | Attach Summary
Truthful and Accurate Statement. Must be present for a Final Decision
Is the device Class |II? ) o '
If yes, does firm include Class I Summary? | Must be present for a Final Decisi

Does firm reference standards? ‘
(If yes, please attach form from httg:!lwww.fda.govlogaconﬂmonjechoiceslfdaformsfFDA—
3654 pdf) - ,
Is this a combination product? : !
(Please specify category , 3ee :
’ “n:lleroom.fda.govleRgomReg[FileglCDRHSICDRHPremarketNotiﬁcation510kProg{amfo 413b/E0
,INATION%ZOPRODUCT"/QUALGORITHM%ZU(REVISED%203-12-03).DOC |
 this a reprocessed single use device? - ' | i }
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for ; ;
... Reprocessed Single-Use Medical Devices, http:/fwww.fda qov/edrhodelquidance/1216. htmi) I

Is this device intended for pediatric use only? ‘

s -fr_;i—s_a"prescription device? (If both prescription & OTC, check both‘boxes.)

Did the application include a completed FORM FDA 3674, Certiiication with Requirements of o

| ClinicaiTrials.gov Data Bank? o _ : -

Is clinical data necessary to support the review of this 51 0(k)?
Did the appiication include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.qov Data Bank? ' i
(If not, then applicant must be contacted to obtain completed form.)

Dees this device include an Animal Tissue Source? -

All Pediatric Patients age<¥21

I R S TOIP NS UNY NN

Neonate/Newborn (Birth to 28 days)
Infant (29 days -< 2 years old)

| Child (2 years -< 12 yearé old)
Adolescent (12 years -< 18 years old)

- - i R S )

{18 - <21 years old) éb;cial congﬂjerations are being given to this
group, different fror adults age = 21 (different device design or testing, different protocol i
~procedures, etc.) ' | ?

- Transi.ti-onal Adolescer{f-}\.

107
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I Transitional Adolescent B ( 18 —e= 21; No special considerations compared to adults => 21 years
. old) : : ' ’
i fechnology .
s this device subject to the Trackmg Regu!ahon? (Medical Device Tracking - | Contact OC. | !
‘Guidance, http://www.fda. gov!cdrhlcomp_lggtdanceﬂﬁg html) _ E . ! =

1

Regulation Number , faﬂ' " Product kCode '

~“{*f unclassified, see 51 O(k) Staff)

Additional Product Codes:

r.]

Review:

/ /(:r{! A /ﬂ /N{‘/’ —(Bragé:%c;}e}- | (Date) /)%Af
Final Roview. /_ﬁr /ﬂ %/ﬂ H/)L%

(Dl\ﬁbfon rector)  \.. ¥ VWRAAEETT - (Date). 0?
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to
Marketed Device *

]

G

Equivalence? ——— (1 -
‘ YE3

NO

Descriptive Information  Does New Device Have Same NO Do the Differences Alter the Intended Hot Substantiall
_sbout New or Marketed Indication Statemen Therapeutic/Diagnostic/etc. Effect  YES  Equivalent Determination
Device Requested as Needed ] (in Deciding, May Consider Impact on )

l YES Safety and Effectiveness)?**
New Device Has Same Intended 1NO
Use and May be “Sybstantially Equivatent” ) 3
‘ - New Device Has O
@ @ New Intended Use
Does New Device Have Same @
Technological Characteristics, NO Could the New
¢.g, Design, Mm:rials ete.? Characteristics Do the Mew Characteristics
Affect Safety or ——=» Raise New Types of Safety YES
@ l Effectiveness? or Effectiveness Questions?** A
NO Arc the Descriptive NO
Characteristics Precise Enough NO
| to Ensure Equivelence? @
NO. i
- Are Performance Data Do Accepted Scientific
Availgble to Asses Equivalence?** YES Methods Exist for
Assessing Effectsof  NO
the New Characteristics?
YES
v
Performance Are Performance Data Available NO
- Data Required * To Assess Effects of New
Characteristics7*+#*
YES
O QD
k4 .
¥ performance Dats Demonstrate Performance Data Demaonstrate
4 Equivalence?  4——

¥YES NO

"Subs'tamially Equivalent” . @
To Determination To

s

- 510(k) Submissions compare new devices to marketed devices. FDA requesls additional information if the relationship between

marketed and “predicate” {pre-Amendments or reclassnﬁed post-Amendments) devices i |s unclear.

s
oI
e

" This decision is normally based on descriptive information alone, but limited testing information is sometimes required.

w+%  Data maybe in the 510(k), other 5t0(k)s, the Center's classification files, or the literature.
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& , R
%»% {é DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM
*"’Vm
. . Food and Drug Administration
_ . Office of Device Evaluation

9200 Corporate Boulsvard
Rockville, MD 20850

Premarket Notification [510({k)] Review
Traditional/Abbreviated

K090820/S1
Date: November 27, 2009
To. The Record , Office; ODE
From: Richard P. Felten : o Division: DSORD

510(k) Holder: TRIA Beauty, Inc. (Spectragenics)
Device Name: TRIA Hair Reduction System
Contact: Jonathan Kahn, Hogan & Hartson LLP
Phone: 202-637-5794

Fax: 202-837-5910
Email:_JSKahn@hhlaw.com

I. Purpose and Submission Summary

The 510(k) holder would like to introduce TRIA Hair Reduction System into interstate commerce.

ll. Administrative Requirements

Indmatnons for Uée page (Indlcate if. Prescnptlon or OTC)
Truthful and Accuracy Statement
- v ~e—————. [ - i e —ma w i m——t am = ol e o w aL. o e e e e e B

510(k) Summary or 510(k) Statement X
Standards Form . : .- . — . i o :

lll. Device Description
See previous review by Richard Weiblinger

“ls the dewce I|fe-support|ng or hmfe sustalmng? i

Is the' devrce an |mplant (tmplanted [onger than 30 days)'?

Does the dewce de5|gn use software'? X K
Is the device sterile? - . X

Is the device reusable (cct ré'hr'ocessed smgle use)? ‘ :
Are “cleaning” instructions included for the end user? ' i
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IV. Indicatlons for Use
Jmpany is requesting expansion of the original OTC indication for use to now include a new indication for use
" which would be “permanent reduction in hair regrowth defined as a long-term, stable reduction
in hair counts following a treatment regime”.
V. Predicate Device Comparison
See previous review

Vl. Labeling
(b))

VII. Sterilization/Shelf Life/Reuse
N/A

VIl Biocompatibility

Is acceptable, see previous review.
_IX. Saftwara
(b)(4)

Version;
Level of Concern

Software descrlptlon

Device Hazard Analysus

Software Requrremenua Specrf catlons:'

Archltecture Deslgn Chart 5 B
De3|gn Speclﬂcatlons

Traceablllty Analys:slMatnx D o ) " 0
Development ' - S
Verlﬁcatlon & Valldatrer—r—:re—s—t—lng I
Revision level hlstory

Unresolved anomatres

| X. - Electromggnetlc Compatibility and Electrical, Mechanical and Thermal Safety
(b)(4) o : - ' B

Xl. Performance Testing — Bench

N/A - . ,
Xll. Performance Testing — Animal
N/A

Xlll. Performance Testing — Glinical
Clinical data has been provided and was reviewed in original submittal.
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XIV. Substantial Equivalence Discussion

Yes No
1. Same Indication Statement’? ‘ : IfYES GoTo3
2. Do Differences Alter The Effect Or Raise New amiﬁ IFYES = Stop NSE .
Issues of Safety Or Effectiveness? : :
3 Same Technologlcat__étaaracte;te-t;s7 - | if YES = Go To 5 |
4 Ce_uI_d_The New_(;haractenstlcs Affect Safety Or o 1 IfYES= rGoi To Gm
' Effectweness? L
. 5. Descrlptlve Characterlstlcs PreCise Enough? __ a o - If NO Go To&
i If YES = Stop SE
6. New Types Of Safety Or Effectiveness Questions? | I YES=StopNSE
7 Accepted Smenhﬁc Methods Exlst'?m 7 P If NO Stop NSE i
8. Performance Data Avaliab!e? - - ' If NO Request Data
9. Data Demonstrate EqU|vaIet1mee? S _ N Fma] Demsmrr o

XV. Deficiencies
1. |(b)(4)

2. The user manual needs to have a summary of the actual clinical study and the
results of the study added to the manual. This can go into the section that

discusses the benefits of using the TRIA that were identified in a clinical studv.
(b)(4)

3. Need to check the placement of the Skin Sensor on page 3-13, number 6. (0)(4)

(b)4)

Xvl. Contact History

Mr. Jonathan Kahn, Hogan &'Hartson was contacted by telephone on November 25, 2009 and
informed about the above issues. It was agreed that an electronic copy of these would be
forwarded to him on November 27, 2009.

XVl. Recommendation HOLD
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. Pt [ 72 2

Reviewer

I/ -2]-0%

Branch Chief

Date

Date
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November 27, 2009
Review of K090820/S1

Submitted by Hogan & Hartson
for TRIA Beauty Inc.

Reviewed by Richard P. Felten, DSORD, GSDB

Fpod f 2o oSl
(b)(4)

|

(b)(4) ' The company already has clearance for this device .
for over-the-counter (OTC) sales for the temporary removal of unwanted hair when used
as an adjunct to shaving. This 510(k) was submitted to request an expansion of the
indication for use to now include the indication for use of “permanent reduction in hair
regrowth defined as a long-term, stable reduction in hair counts following a treatment
regime”. |(6)(4)

(b)(4)

2. The user manual needs to have a summary of the actual clinical study and the
results of the study added to the manual. This can go into the section that

discusses the benefits i
study. (b)(4)

(b))

3. Need to check the placement of the Skin Sensor on page 3-13, number 6.
(b)(4)

At this time I recommend that this supplement be placed on HOLD.
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Felten, Richa_rd P.

om: Felten, Richard P.
ont; Friday, November 27, 2009 8:25 AM
To: ‘Jonathan S. Kahan'
Subject: TRIA
Jonathan:
iancies that need to he addressed ‘(b)(d') :
(b)(4)
1. (b)(4)
2 The user manual needs to have a summary of the actual clinical study and the results of the study

added to the manual. This can go into the section that discusses the benefits of using the TRIA that.
were identified in a clinical study. |(b)4)
(b)(4)

3. Need to check the placement of the Skin Sensor on page 3-13, number 6, [(6)@)
(b)(4)

If you have any questions | should be here most of the day and | do plan on coming in for some time on Monday morning
before taking off on vacation for the rest of the week. | am assuming | will have e-mail access in Las Vegas and do read
my e-maiis on a daily basis.

Richard P. Felten

Center for Devices and Radiological Health

Office of Device Evaluation

Division of Surgical, Orthopedic, and Restorative Devices
General Surgery Devices Branch
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Office of Device Evalustion &

‘ : Food and Drug Adminisiration
C Otfice of In Vitro Dlagnostics

v COVER SHEET MEMORANDUM

; o Lo :
From: Reviewer Name QQW@ \A?YJ iff&j N @m@.
g .\f\"_‘ 5, {\ e
Subject:  510(k) Number LGS 0O
Tl The Hecord

Please list CTS decision code ﬁ — : _
U Refused to accept (No first review cycle, See Screening Checklist
http/ fda.ooveR Fles/CD CDRH

deroom fda, o DRHPremarketNotification510kProgram/o 5631/Screening%20Checklists%207%
202%2007 dog ) :
Hold (Additional Information Telephone Hol

0 Final Decision (SE, SE with Limi ; » Withdrawn, ete.).

Please complete the following for a final clearance decision {i.e., SE, SE with Limitations, ate.h

indications for Use Page : Attach IFU \

510(k) Summary /510(k) Statement Altach Summary

| Truthful and Accurate Statement, - [ Must be ;:;;sssﬁf: for a@iﬁafﬁecﬁéﬁsﬁ W
s Clase i S ‘ s TR

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

Does firm reference standards?

(If yes, please attach form from hitp:/fwww.fda.goviopacom/ morechoicesfdaforms/FDA-
3654 pdf)

Is this a combination product?
{Please specify category . see
htg:ffsmom.fda)gow‘eRostsgs‘?ilas,fcDRH331‘3{}RHPremafkathtiﬁﬁa‘iimﬁ‘I OkProgrami0 413b/CO
_MaiN;&TIC}N%QGPRQJL}C?%EEE}ALQE}RlTHM%?D{REVTSED%EGB—T 2403LDb0C

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff ~ MDUEMA - Validation Data in 51 Ok)s for

Reprocessed Single-Use Medical Davices, htti}:ffw.f{iaagmvfcdrhm{ieg’guidane::éﬁ 216.html)

Is this device intended for pedialric use only?

Is this a prescription device? (If both prescription & OTC, check both boxes. }

Is clinical data necessary to support the review of this 51 0(k)?

Did the application include a Completed FORM FDA 23674, Certificalion with Regurements of
ClinicalTrials.gov Data Bank?

(If not, then applicant must be contacted to obtain completed form.)
Does this device include an Animal Tissue Scd}ﬂe?
All Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days)

Infant (20 days -< 2 years oid)

Chilé {2 ?aars <12 years mﬁd}

ﬁd{}ieséent (1M2 years «< 18 yeéré akd) (

Transitional Adolescent A (18 - <21 years old) Special csaéid\e{atisﬂs afé being given fo this e

group, different from aduits age 2 21 (different device design or testing, different protoool
procedures, elc.)

Transitional Adolescent B {18 ~<= 21: No special considerations compared to adults =521 years
old}

‘anotechnology

v, 72007
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1 Is this device subject fo Sectlon 522 Postmarket Survelllanca? - - | Contact 0S8, |
(Postmarket Surveillance Guidance, : - : ' : .
h fda.govicdrhfo uldanca!316 html) _ : .

: Is this device subject to the Tracking Regulatlon? (Medlcal Device Tracking Contact‘ oc.

Guidance hitto:/iwww fgg mvlcdrhlcomg!guldang[‘_l 69, h:m ) -

Regulatlon Number -~ -~ ' ‘. Class* o B Product Code_"' |

IL'——— (rEx

R'ev_leﬁr: |

_ Flnal Raview:

: o . (*if unclagsified, sea510(k) Shﬁ)
Additional Product Codes: .

6—59@ | S;/z.t/oﬁ: N

(Branch 1 ef) — - (Blanch Code)  (Date) ¥~

(Division Directar) - . (Daw)
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C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM
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4""'*9:7@
Fand and Drug Administration

Office of Device Evaluation

-~ 9200 Comporate Boulevard
Rockville, MDD - 20850

Premarket Notification [510{k}] Review
TraditionallAbbreviated

K090820

Date: 8/22/08
To: The Record Office: ODE

From: ' Richard Paul Welblinger, M.P.H.
Division: DGRND

Review of K090820
Original

510k} Holder: Speciragenics, Inc.

Dievice Name: Tria Hair Removal Laser for Over the Counter use
Contact Tobin Island

Phone: 825-701-25854

Email

. Purpose and Submission Summary

The firm has submitted a premarket notification which is a marketing clearance request with the
purpose of this submission and the intent of the sponsor being to introduce into interstate
commerce a new device the Tria Hair Removal Diode Laser for Over-the-Counter use (O1C)
which is intended to be used as a patient self-use device.

The subject device is the 4™ laser for Over-the-Counter use (OTC) which is intended to be used
as a patient self-use device for laser hair removal. FDA previously has granted 510(k) marketing
clearance for other laser devices for laser hair removal Over-the-Counter use (see K082298,
K060839, and K033527).

The device is a compact; portable, self-contained svstem which emits lioht at a wavelensth of
860 fzm.‘ ()& )
(b)(4)
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Page 2 0f 6 KO090820 Tria Hair Removal Diode Laser for Over-the-Counter use

. Administrative Requirements

Indications for Use page {Indicate I Prescription or OTC)

Truthful and Accuracy Slatement
5100k} Summary or 510(k) Statement

Slandards Form #3654 hipfwew e soviopacen/moracholces/ioaforms EDA S 4 pgl

Ciintcal Trials Porm Btodwenw s coviopacomimorechoicesfdaiorms/FDA.
3674 pdf ¥

iil. Device Description
‘ The device is the Tria Hair Removal Diode Laser for Over-the-Counter wuse (non-prescrintion)
(b)(4)
B)#) | The firm has provided a comparison table which provides device specification
comparisons.

Is the device life-supporting or life sustaining?

Is the device an implant {implanted longer than 30 days)?

Does the device design use softwara?

Is the device sterile?

Is the device reusable {not reprocessed single use)?
Are validated “cleaning” instructions included for the end user?

. Indications for Use

‘ Subject device: The Tria Hair Removal svstem (K090820) is an over the counter device (0)(@4)

(b)(4)
Predicate device: The Spectrgenics Hair Removal (KU53327) system is an over the counter device
intended for removal of unwanted hair.

(b))
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. Page 3 of 6 KO90820 Tria Hair Removal Diode Laser for Over-the-Counter use
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Page4 0f 6 K090820 Tria Hair Removal Diode Laser for Over-the-Counter use

Devier
Characterintic

Speciragenics, Inc. | Speciragenics. | Flash N Go or | Palomar Medical

Mimveeno b inm)

Eluencs Lhiens

Levice fape

Dhode laser

diade

Tria Hair Removal | Inc. OTC (Over-the- | Technologies,
Diode Laser for Specira™ Hair | Counter) Inc.
O1C (Over-the- Removal Diode | useK082298 ABC Hair
Cﬂﬁf?f&‘f‘ ) e faser f{JF‘ i remenl Eysfﬁm
KO90820 {Over-the- for
Counter) use O .
S0 Counter (OTC)

use
KO60539

Diode laser

a0

800

475 1200

510

Indivatians

(b)(4)

=8

an.over the
counter device
intended for
adjunctive use
with shaving

an over the
counter device
intended for
hair removal

an over the
counter device
intended for
adiunctive use
with shaving for

for hair hair removal
removal sustained with
sustained with periodic
periodic treatment for
reatment for Fitzpatrick Skin
Fitzpatrick Skin types 4 =1V,
types 1 =1V

comstmer horme uie

Over the dounter (OTC

Over the counder
fOTCY consimer
home use

Ower the counter
(OO covmmvpuer
home use

Ower the counter 0T
consumer home use
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Page 5 0f 6 KO90820 Tria Hair Removal Diode Laser for Over-the-Counter use

¥i. Labeling

The firm has provided OTC use instructions(b)(4)

(b)(4)

An OTC device submission should include data which demonstrates that individuals can use the
device safely and effectively using the written instructions; in addition the data should
demonstrate that individuals can correctly determine that the device is appropriate for their
specific use.

Vil Sterilization/Shelf L He/Reuse
The Tria Hair Removal Diode Laser for Over-the-Counter use is provided non-sterile and is

reusable.

. Software

(b)4)

. Perdormance Tesling ~ Clinical

‘(b)(4)

FDA has granted 510(k) marketing clearance for other laser devices for hair removal for Over-
‘ the-Counter use (see K060839. K082298 K053527). |(6)(4)

(b)(4)

XL Bubstantial Eouivalence Discussion

Predicate Devices: The designated predicate devices are as described in the following table:
510 (k) Number

K060839

K053527

K082298

Manufacturer Device ‘ﬁ_{
Palomar Medical ABC Hair removal System for
Technologies, Inc. Over- the- Counter (O1C) use
Spectgragenics, Inc. Spectra Hair Removal Laser for OTC
use

Home Skinovations, Ltd. | Flash n Go for OTC use
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Page 6 of 6

KO90820 Tria Hair Removal Diode Laser for Over-the-Counter use

XIL Contact History [(B)4)

(b)4)

XiiL Becommendation

There is inadequate information to determine substantial equivalence. Additional

£

informaiiﬁitis requested via telephone hold.

g -

Neil {j}ge:iesﬁ/

Chief, General Surgical Devices Branch, DGRD

FoA

rt:i" P meﬁﬂj@ date :
rte il

L
date Sw} 21109
ﬁ’?éi Concur

A Do Not Concur

Fore
e

CDRH :

iy
ra%“f*

ce: RWeiblinger ODE/DGRD/GSDB

Gen. Surge Devices

Branch
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Weiblinger, Rick

From:
Sent:

7 ;.bject:

Richard

Felten, Richard P.

Tuesday, May 19, 2009 215 PM
Ogden, Neil; Weiblinger, Rick
Spectragenics

| think we need to discuss several issues regarding their request for expansion of their OTC indications for usel(b)(4) |
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510(k) “SUBSTANTIAL EQUIVALENCE” - '
DECISION-MAKING PROCESS

New Device is Compared to . o
Markeled Device * :

Descriptive Infopmation  Does New Device Have Same  NO Do the Differences Alier the Intended Mot Substantislly - . ' )

about New or Marketed Indication Statement?—  Therapéutic/Diagnosticfete, Effect _ YES  Equivsicnt Determinatiofi
Device Requested as Needed l (in Deciding, May Consider [mpac an .
' YES

Safety and Effectiveness)?**

Hew Device Hes Same intended 1 NO
Use and May be “Substantially Equivaient”™

) . New Device Has . G
@ . : . New Intended Use

Does New Device Have Same . @
Techaological Characteristics, = NO Could.the New
e.g. Design, Materials, ete.?  — % Charzcieristics -0a the Mew. Characteristics
YES - Affect Safety or —— Reise New Types of Safety Y O
@ l Effectiveness? ar Effectiveness Qu:sunns?"
NO Are the Descriplive | NO .
o Characteristics Precise Enough NO
to Ensuce’ Equivalesice? - :
. NG - - oo
- Are Performance Data ‘ Da Accepted Scizntific
Available ta Asses Equivalence?® ¥ YES _ Methods Exist for . _ |
Assessing Effeclsof  ND
) the New Charactaristics?
: . | YES .
v | /.
Performance ) . Ase Performance Data Available  NO
* Data Required . ) To Assess Effects of New
. : Charasteristics TH#4 .
© |YES
. v ~ )
*  Performance Data Demonstrate s e e Redormanec Data Demanstrate |
Equivatence? —— () - : @] < - . ~ Equivalence? 4—— |
YES s YES NO"
NO
b 4

] “Subs'tamially Equivatent” . . @
Ta - Dederminatien . To

- 5100k Submlssmns compare new devices to markeled devices, FDA rcqucsls additional informatien if the relauonshlp between
marketed and "p;edmate“ (pre-Amendments or reclassified post-Amendments) devices | |s unclear,

" This decision is narmally based oh descriptive-information alone, bul limited lnst:ng mfmmallun is sometimes rcqu«rbd

G Data maybe irf the 510(k), olh:r S[O{k}s. the Center's classification files, or the literature.



28000%X ¥rd

HOGAN &
HARTSON

November 18, 2009 FDA CORH DMU

NOV 18 2009

Reggived
BY HAND DELIVERY

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center — W066-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Attn: Richard Weiblinger (Room 1426)

Hogan & Hartson LLp
Columbia Square

555 Thirteenth Street, NW
Washington, DC 20004
+1.202.637.5600 Tel
+1.202.637.5910 Fax

www.hhlaw.com

Jonathan S. Kahan
Partner
1.202.637.5794
JSKahan(@hhlaw.com

Re:  Follow-up to Conference Call Regarding the 510(k) Notice for the TRIA Hair

Reduction System (K090820)

Dear Mr. Weiblinger:

On behalf of our client, TRIA Beauty, Inc. (“TRIA Beauty” or the “company™), we are writing to

provide the U.S. Food and Drug Administration (“FDA™ or the ") with/(b)@ |

(b)(4)

The 510(k) notice for this device was filed on March 25, 2009.(0)@)

(b))

(b))

received a letter from FDA placing the submission on hold.

SNADC - 02B683/000001 - 2990814 v1

' The company subsequently

56
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* * *

We trust that this response fully addresses FDA’s concerns as outlined in the May 21, 2009,
teleconference so as to allow a determination of substantial equivalence to the claimed predicate
devices. If you have any questions concemning this response, please contact me at the above
number or John Smith at (202) 637-3638. Upon a finding of substantial equivalence, please fax
the clearance letter to my attention at (202) 637-5910.

Sincerely,

cC: Tobin Island, Ph.D., TRIA Beauty, Inc.
Lisa Parr, Pharm.D., TRIA Beauty, Inc.
John J. Smith, M.D., J.D., Hogan & Hartson, LLP
Lina R. Kontos, Hogan & Hartson, LLP

NN - 028652/000001 - 2990814 v1
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Indications for Use Statement

510(k) Number (if known): _K090820

Device Name: TRIA

Indications for Use:

(b))

Prescription Use Over-The-Counter Use

(Part 21 CFR 801 Subpart D)~ AND/OR

(21 CFR 801 Subpart C)

X_

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

NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page

of
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Indications for Use Statement

510(k) Number (if known):__K090820

Device Name: TRIA

Indications for Use:

(b))

Prescription Use AND/OR Over-The-Counter Use __ X
(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)

Page of
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510(k) SUMMARY

TRIA Hair Removal Laser System

Submitter’s Name, Address, Telephone Number, Contact Person
and Date Prepared

TRIA Beauty, Inc.

5880 W. Las Positas Blvd., Suite 52
Pleasanton, CA 94588-8552

Phone: 925-701-2549

Facsimile: 925-701-2598

Contact Person: Tobin C. Island, Ph.D,
Date Prepared: March 4, 2009

Name of Device and Name/Address of Sponsor

TRIA Hair Removal Laser System
TRIA Beauty, Inc.

5880 W, Las Positas Blvd., Suite 52
Pleasanton, CA 94588-8552

Common or Usual Name
Pulsed Diode Laser
Classification Name
Laser Instrument, Surgical, Powered

Regulation Number: 21 C.F.R.§ 878.4810
Product Code: GEX

Predicate Devices

SpectraGenics Spectra Hair Removal Laser System (K053527)

Star Medical Technologies LightSheer Pulsed Diode Array Laser System (K982940)

Home Skinovations Flash N’ Go (K082298)
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Intended Use / Indications for Use
(b)(4)

Technological Characteristics

(b)) |
(b)(4) ' The TRIA Hair Removal Laser is a semiconductor dicde laser

| system that delivers infrared light at a wavelength of nominally 800 nm. [(b)(4) |
(b)(4)

Performance Data

Clinical trials have been conducted to demonstrate the safety and efficacy of the TRIA
(b)(4) | The study results
indicate that the TRIA [(b)(4) |

(b)4) |

Substantial Equivalence

The TRIA is as safe and effective as the predicate devices. The TRIA has the same
intended uses and similar indications, technological characteristics, and principles of
operation as the predicate devices. Minor differences between the TRIA and its predicate
devices raise no new questions of safety or effectiveness nor change the device’s
intended therapeutic effect in comparison to its predicates. Performance data
demonstrate that the TRIA is as safe and effective as its predicate devices for the stated
indications. Thus, the TRIA is substantially equivalent.



(b)(4),Draft Manual




(b)(4),Draft Manual
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ASERVICE,
» to:
i T,

e HEALTy
& 4,

: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center — WOG6-GE09
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

e,
“,

December 08, 2009

SPEC]TR AGENICS, INC. 510k Number: K090820

5880 W.LAS POSITAS BLVD SUITE 52
PLEASANTON, CALIFORNIA 94588-8522
UNITED STATES

ATTN: TOBIN C. ISLAND

Product: TRIA HAIR REMOVAL LASER

The fidditional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http.//www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(K)s. This guidance can be found at
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm(084365.htm. Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated

510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

If ymii have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640. '

Sincerely,

510(k) Staff



1F000X ¥rd

Kooy za/s'o-a 2

HOGAN & Coumbi e

HARTSON S
+1.202.637.5600 Tel
+1.202.637.5910 Fax

www.hhlaw.com

-FD s FR T R T e
December 7, 2009 ACD RH AN .L(;?;ﬂ::n S. Kahan
+1.202.637.57%4
DEC ¢ 7 2003 JSKzhan@hhlaw.com
By Messenger Rev Sy

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Attn: Richard Felten (Room 1436)

Re: Premarket Notification for TRIA Beauty’s TRIA Laser Hair Removal
System (K090820)

Dear Mr. Felten:

We are writing in response to the Food and Drug Administration’s (“FDA” or “the
Agency”) November 27, 2009, e-mail requesting additional information concerning the
510(k) notice for the TRIA Beauty (“TRIA Beauty” or “the Company™) TRIA Laser Hair
Removal System (K090820) (“TRIA” or “the device”). In addition to.the Company’s

responses, which are outlined below/(b)(4)
(b)(4)

(b)) ) update the company name to TRIA Beauty.

®)@) |

For the Agency’s ease of review, the Company has reproduced the items from the
Agency’s November 27 e-mail in italics below, followed by the Company’s response to
each. -

WDC - 028683/000001 « 29980TE vi 1
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The Company believes that this response fully addresses the issues raised in FDA’s
November 27 e-mail. We trust that the information provided is sufficient for the Agency
to find the TRIA Laser Hair Removal System substantially equivalent to its predicate
devices for the listed indication. If you have any further questions, please contact me at
the number above or John Smith at 202-637-3638. Upon clearance of the device, please
fax the substantial equivalence letter to me at 202-637-5910.

.

Sincerely,

Ja an S, Kahan

achments

¢ Tobin C. Island, Ph.D., TRIA Beauty
Lisa D. Parr, Pharm.D., TRIA Beauty
John J. Smith, M.D., J.D., Hogan & Hartson, LLLP
Danielle C. Woodlee, Hogan & Hartson, LLP

WD - 02R683/00000] - 2998074 v1
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Indications for Use Statement

510(k) Number (if known): K09G820
Device Name: TRIA Laser Hair Removal System (TRIA)
Indications for Use: -

TRIA is an over-the-counter device intended for adjunctive use with
shaving for hair removal sustained with periodic treatments. TRIA is also
intended for permanent reduction in hair regrowth defined as a long-term,
stable reduction in hair counts following a treatment regime.

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

(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)

Page __of

WEC - D23683/00000] - 2998146 v]
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TRIA Laser Hair Removal System (TRIA)

Submitter’s Name, Address, Telephone Number, Contact Person
and Date Prepared

TRIA Beauty, Inc.

5880 W, Las Positas Blvd., Suite 52
Pleasanton, CA 94588-8552

Phone: 925-701-2549

Facsimile: 925-701-2598

Contact Person: Lisa D. Parr, Pharm.D.
Date Prepared: December 7, 2009

Name of Device and Name/Address of Sponsor

TRIA Laser Hair Removal System (TRIA)
TRIA Beauty, Inc.

5880 W. Las Positas Blvd., Suite 52
Pleasanton, CA 94588-8552

Common or Usual Name
Pulsed Diode Laser
Classification Name
Laser Instrument, Surgical, Powered

Regulation Number: 21 C.F.R.§ 878.4810
Product Code: GEX

Predicate Devices
SpectraGenics Spectra Hair Removal Laser System (K053527)

Star Medical Technologies LightSheer Pulsed Diode Array Laser System (K982940)
Home Skinovations Flash N* Go (K082298)

DT - 028683/000001 - 2998146 v1
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Intended Use / Indications for Use

TRIA is an over-the-counter device intended for adjunctive use with shaving for hair
removal sustained with periodic treatments, TRIA is also intended for permanent
reduction in hair regrowth defined as a long-term, stable reduction in hair counts
following a treatment regime.

Technological Characteristics

TRIA is a semiconductor diode laser system that delivers infrared light at a wavelength of
nominally 800 nm,

Performance Data

Clinical trials have been conducted to demonstrate the safety and efficacy of TRIA for
over-the-counter use for hair removal sustained with periodic treatments and for
permanent reduction in hair regrowth.

Substantial Equivalence

TRIA has the same intended uses and similar indications, technological characteristics,
and principles of operation as the predicate devices. Any minor differences between the
TRIA and its predicate devices raise no new questions of safety or effectiveness nor
change the device’s intended therapeutic effect in comparison to its predicates.
Performance data demonstrate that TRIA is as safe and effective as its predicate devices
for the stated indications. Thus, TRIA is substantially equivalent.
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By Messenger A

e G
U.S. Food and Drug Administration / —/: o [
Center for Devices and Radiological Heath / o Lo
Document Mail Center - WO66-G609 {

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

Attn: Richard Felten (Room 1436)

Re: Premarket Notification for TRIA Beauty’s TRIA Laser Hair Removal
System (K090820)

Dear Mr. Feltenf

We are writing in response to the Food and Drug Administration’s (“FDA” or “the
Agency”) November 27, 2009, e-mail requesting additional information concerning the
510(k) notice for the TRIA Beauty (“TRIA Beauty” or “the Company”) TRIA Laser Hair
Removal System (K090820) (“TRIA” or “the device™). In addition to the Company’s

responses, which are outlined below, (0)(4)
(b)(4)

\(b)(4) \ update the company name to TRIA Beauty.
(b)4)

For the Agency’s ease of review, the Company has reproduced the items from the

Agency’s November 27 e-mail in italics below, followed by the Company’s response to
each.
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The Company believes that this response fully addresses the issues raised in FDA’s
November 27 e-mail. We trust that the information provided is sufficient for the Agency
to find the TRIA Laser Hair Removal System substantially equivalent to its predicate
devices for the listed indication. If you have any further questions, please contact me at
the number above or John Smith at 202-637-3638. Upon clearance of the device, please
fax the substantial equivalence letter to me at 202-637-5910.

A

Sincerely,

Jo an S. Kahan

achments

cc: Tobin C. Island, Ph.D., TRIA Beauty
Lisa D. Parr, Pharm.D., TRIA Beauty
John J. Smith, M.D,, J.D., Hogan & Hartson, LLP
Danielle C. Woodlee, Hogan & Hartson, LLP
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By Messenger

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Attn: Richard Felten (Room 1436)

Re: Premarket Notification for TRIA Beauty’s TRIA Laser Hair Removal
System (K090820)

Dear Mr. Felten:

We are writing in response to the Food and Drug Administration’s (“FDA” or “the
Agency”) November 27, 2009, e-mail requesting additional information concerning the
510(k) notice for the TRIA Beauty (“TRIA Beauty” or “the Company”) TRIA Laser Hair
Removal System (K090820) (“TRIA” or “the device”). In addition to the Company’s
responses, which are outlined below,|(b)(4) \

(b)4)

(b)(4) ‘update the company name to TRIA Beauty.
(b)(4)

For the Agency’s ease of review, the Company has reproduced the items from the
Agency’s November 27 e-mail in italics below, followed by the Company’s response to
each.
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The Company believes that this response fully addresses the issues raised in FDA’s
November 27 e-mail. We trust that the information provided is sufficient for the Agency
to find the TRIA Laser Hair Removal System substantially equivalent to its predicate
devices for the listed indication. If you have any further questions, please contact me at
the number above or John Smith at 202-637-3638. Upon clearance of the device, please
fax the substantial equivalence letter to me at 202-637-5910.

Al

Sincerely,

Jo an S. Kahan

achments

cc: Tobin C. Island, Ph.D., TRIA Beauty
Lisa D. Parr, Pharm.D., TRIA Beauty
John J. Smith, M.D., J.D., Hogan & Hartson, LLP
Danielle C. Woodlee, Hogan & Hartson, LLP
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Indications for Use Statement

510(k) Number (if known): K090820
Device Name: TRIA Laser Hair Removal System (TRIA)
Indications for Use:

TRIA is an over-the-counter device intended for adjunctive use with
shaving for hair removal sustained with periodic treatments. TRIA is also
intended for permanent reduction in hair regrowth defined as a long-term,
stable reduction in hair counts following a treatment regime.

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

(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)

Page of
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TRIA Laser Hair Removal System (TRIA)

Submitter’s Name, Address, Telephone Number, Contact Person
and Date Prepared

TRIA Beauty, Inc.

5880 W. Las Positas Blvd., Suite 52
Pleasanton, CA 94588-8552

Phone: 925-701-2549

Facsimile: 925-701-2598

Contact Person: Lisa D. Parr, Pharm D.
Date Prepared: December 7, 2009

Name of Device and Name/Address of Sponsor

TRIA Laser Hair Removal System (TRIA)
TRIA Beauty, Inc.

5880 W. Las Positas Blvd., Suite 52
Pleasanton, CA 94588-8552

Common or Usual Name
Pulsed Diode Laser
Classification Name

Laser Instrument, Surgical, Powered
Regulation Number: 21 C.F.R.§ 878.4810
Product Code: GEX

Predicate Devices

SpectraGenics Spectra Hair Removal Laser System (K053527)
Star Medical Technologies LightSheer Pulsed Diode Array Laser System (K982940)
Home Skinovations Flash N’ Go (K082298)
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Intended Use / Indications for Use

TRIA is an over-the-counter device intended for adjunctive use with shaving for hair
removal sustained with periodic treatments. TRIA is also intended for permanent
reduction in hair regrowth defined as a long-term, stable reduction in hair counts
following a treatment regime.

Technological Characteristics

TRIA is a semiconductor diode laser system that delivers infrared light at a wavelength of
nominally 800 nm.

Performance Data

Clinical trials have been conducted to demonstrate the safety and efficacy of TRIA for
over-the-counter use for hair removal sustained with periodic treatments and for
permanent reduction in hair regrowth.

Substantial Equivalence

TRIA has the same intended uses and similar indications, technological characteristics,
and principles of operation as the predicate devices. Any minor differences between the
TRIA and its predicate devices raise no new questions of safety or effectiveness nor
change the device’s intended therapeutic effect in comparison to its predicates.
Performance data demonstrate that TRIA is as safe and effective as its predicate devices
for the stated indications. Thus, TRIA is substantially equivalent.
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