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SECTION7. 510(K) SUMMARY OF SAFETY AND EFFECTWENES’S’L

2. S510{K) SUMMARY OF SAFETY AND EFFECTIVENESS

This 510(k) summary of safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

APPLICANT Zeltiq Aesthetics, Inc.
4698 Willow Road
Pleasanton, CA 94588 MAY -2 2008
TRADE NAME: Zeltiqg Cooling Device
COMMON NAME: Skin Refrigerant
CLASSIFICATION
NAME: Laser instrument, surgical, powered
DEVICE
CLASSIFICATION: Class I, 21 CFR §878.4810
PRODUCT CODE 79 GEX - laser instrument, surgical, powered

89 IOL - pack, hot or cold, water circulating
89 ISA - massager, therapeutic, electric

PREDICATE DEVICE: The Zeltiq CLN1 Dermal Cooling Device is substantially
equivalent in intended use and mechanism of action to the
Juniper CLN1 Dermal Cooling Device (K072152). The
device is also substantially equivalent to the Cynosure
Triactive Therapeutic massager (K030876).

SUBSTANTIALLY EQUIVALENT TO:

The Zeltig CLN1 Dermal Cooling Device is substantially equivalent in intended use and
mechanism of action to the Juniper CLN1 Dermal Cooling Device (K072152) and the
Cynosure Triactive Therapeutic massager (K030876). The pager device used in the
Zeltig CLN1 Dermal Cooling Device is substantially equivalent to the Spacelabs
Ultraview Waveform Pager System (K992749).

DESCRIPTION OF THE DEVICE SUBJECT TO PREMARKET NOTIFICATION:

The Zeltiq CLN1 Dermal Cooling Device is a thermoelectric cooling and heating device
that applies controlled cooling or heating to a treatment site. The device also includes the
option of electrically powered or pulsatile vacuum massage.

Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 60 of 76
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SECTION 7.  510(K) SUMMARY OF SAFETY AND EFFECTIVENESS = __

INDICATION FOR USE:

The Zeltiq CLN1 Dermal Cooling Device is intended for use as a skin cooling device to
minimize pain and thermal injury during laser and dermatological treatments. Alternative
uses include skin cooling as a local anesthetic for procedures that induce minor local
discomfort. The Zeltiq CLN1 Dermal Cooling Device can also provide localized thermal
therapy (hot or cold) to minimize pain for post traumatic and/or post surgical pain and to
temporarily relieve minor aches and pains and muscle spasms. The optional massage
function can also be used for the temporary relief of minor muscle aches, pain, and
spasm, for temporary improvement in local circulation and temporary reduction in the
appearance of cellulite.

The Zeltiq Coupling Gels facilitate thermal contact of the Zeltiq CLN1 Dermal Cooling
Device with a patient’s skin by mitigating minor variances in device-to-skin contact.

TECHNICAL CHARACTERISTICS:

The Zeltiq CLN1 Dermal Cooling Device is a thermoelectric cooling and heating device
that applies controlled cooling or heating to a treatment site. The optional massage
feature uses electrically powered vibration or pulsatile vacuum, depending on the
applicator.

PERFORMANCE DATA:

Testing confirms that the Zeltiq CLN1 Dermal Cooling Device can be used in an
equivalent manner to the predicate devices.

BASIS FOR DETERMINATION OF SUBSTANTIAL EQUIVALENCE:

The indications for use for the Zeltiq CLN1 Dermal Cooling Device are the same as for
the predicate devices cited in this application. A technological comparison and bench
testing demonstrate that the Zeltiq CLN1 Dermal Cooling Device is functionally
equivalent to the predicate devices.

Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 61 of 75
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corparate Boulavard
Rockville MD 20850

Zeltiq Aesthetics MAY -2 2008

% Mr. Donald V. Johnson

VP, Operations, Quality and
Regulatory Affairs

4698 Willow Road

Pieasanton, California 94588

Re: KO80O118
Trade/Device Name: Zeltiq CLN1 Dermal Cooling Device
Regulation Number: 21 CIFR §78.4810
Regulation Name: Laser surgical instrument for use in general and plastic surgery and
in dermatology
Regulatory Class: I
Product Code: GEX
Dated: April 25, 2008
Received: April 28, 2008

Dear Mr. Johnson:

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 {0
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 II (Special Controls) or class Il (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 858. 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); good manufacturing practice requirements as set
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Page 2 — Mr. Donald V. Johnson

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-342 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market,

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0115. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR})), please contact the Division of Surveillance Systems

at (240) 276-3464. 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 (240) 276-3150 or at its Internet address

htip://www .fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Mude N Wyl

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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SECTION 6. INDICATIONS FOR USE STATEMENT

1. INDICATIONS FOR USE STATEMENT

510(k) Number (if known): [COJI o f§

Device Name: Zeltig CLN1 Dermal Cooling Device

Indications for Use:

The Zeitiq CLN1 Dermal Cooling Device is intended for use as a skin cooling device to
minimize pain and thermal injury during laser and dermatological treatments. Alternative
uses include skin cooling as a local anesthetic for procedures that induce minor local
discomfort. The Zeltiq CLN1 Dermal Cooling Device can also provide localized thermal
therapy (hot or cold) to minimize pain for post traumatic and/or post surgical pain and to
temporarily relieve minor aches and pains and muscle spasms. The optional massage
function can also be used for the temporary relief of minor muscle aches, pain, and
spasm, for temporary improvement in local circulation and temporary reduction in the
appearance of cellulite.

The Zeltiq Coupling Gels facilitate thermal contact of the Zeltig CLN1 Dermal Cooling
Device with a patient’s skin by mitigating minor variances in device-to-skin contact.

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

VA 4
(Division Sign-Off) ‘%«Lgﬁahxﬂ\

Division of General, Restorative, Page L of [
and Neurological Devices |

510(k) Number_I< O¥0 1 (€

Zelliq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 59 of 75
Submisslon Response K0s0118

FOI - Page 7 of 686



Document Cover Sheet:

Page 1 of 4

Date of Submission:

15-JAN-2008

ZELTIQ AESTHETICS CLN1 DERMAL
COOLING DEVICE

K080118-K6748

FSR0701-000

Description:

Date of Scan: 04-FEB-2009 '
Document Prep: K/]‘H’ 2 { L{/O?
Scanner: MH 2|4 !Oﬁ

Image Quality Reviewer:

00 00O

Document Expscted

Page # Page # PageiIn -~

Start  End  Doc. - Indexer

mDecision Letter 02-MAY-2008 1 2 3 E
Indications for Use 02-MAY-2008 3 3 2

Reviewer Notes 4 4 2 ]

Reviewer Memorandum 02-MAY-2008 5 6 3 T
Reviewer Notes 01-MAY-2008 7 26 2

SUPP002 25-APR-2008 27 103 78 D

Contents 25-APR-2008 27 103 78 F‘

Correspondence 31-MAR-2008

104 105 3

Contents 12-MAR-2008

Reviewer Notes 28-MAR-2008 106 118 14
[EEE—
SUPP001 12-MAR-2008 119 202 | 85
19 202 |85 | ]

Correspondence 28-FEB-2008

203 204 3
-

Reviewer Notes 28-FEB-2008

205 217 | 14 !

FOI - Page 8 of 686




Document Cover Sheet:

Docurnll'e'ht Expected

L Section 12 Executive Summary 15-JAN-2008

Acknowledgement Letter 17-JAN-2008 218 221 5 | j
|
Original 15-JAN-2008 222 675 455 P
Cover Page 15-JAN-2008 222 222 2
L
Table Of Contents 15-JAN-2008 223 |24 |3
Section 1 Medical Device User Fee Cover Sheet 15-JAN-2008 225 226 3 1
Section 2 CDRH Premarket Review Submission Cover Sheet 15-JAN-200 227 232 7 |
Section 3 Requirements For Clinical Trials 15-JAN-2008 233 236 5 o
Section 4 Standards Data Report For 510K 15-JAN-2008 237 | 239 | 4 i
Section 5 Cover Letter 15-JAN-2008 240 242 4 | |
‘;
Section 6 Indications For Use Statement 15-JAN-2008 243 | 243 | 2 ]
Section 7 510K Summary Of Safety And Effectiveness 15-JAN-2008 244 245 3
Section 8 Truthful And Accurate Statement 15-JAN-2008 246 246 2 ‘ _i
Section 9 Class Il Summary And Certification 15-JAN-2008 247 247 | 2
Section 10 Financial Certification Or Disclosure Statemen 15-JAN-2008 | 248 248 2 T
Section 11 Declaration Of Conformity Summary Reports 15-JAN-2008 243 249 2 .
250 255 7

FOI - Page 9 of 686




Document Cover Sheet: Page 3 of 4

 Page # Page # Page In i
- End= " Doc Indexer-:

snt Expecte

Documi _ . Start: End:’
- i | l

Section 13 Device Description 15-JAN-2008 256 261 7 ‘

Section 14 Substantial Equivalence Discussion 15-JAN-2008 262 275 15

Section 15 Proposed Labeling 15-JAN-2008 276 310 36

Section 16 Sterilization And Shelf Life 15-JAN-2008 Mmoo 2 e

Section 17 Biocompatibility 15-JAN-2008 312 321 1

Section 18 Software 15-JAN-2008 322 324 4

SECT 18 Attachment 18 1 Software Validation 15-JAN-2008 326 | M7 A |

SECT 18 Attachment 18 2 System Hazard Analysis 15-JAN-2008 348 352 6 :
L

SECT 18 Attachment 18 3 Failure Modes And Effects Analysi 15-JAN-20¢| 353 | 369 | 18

SECT 18 Attachment 18 4 Software Requirements Specificati 15-JAN-20( 370 404 36 5 “ ;
L}

SECT 18 Attachment 18 5 Software Release 08 Verification 15-JAN-2008 | 405 418 13

SECT 18 Attachment 18 6 Software Verification Procedure P 15-JAN-200 | 419 485 68 !

SECT 18 ATT 18 6 SVP PT2 15-JAN-2008 486 563 79 !
L

SECT 18 ATT 18 6 SVP PT3 15-JAN-2008 564 639 77

SECT 18 Attachment 18 7 Software Development Plan 15-JAN-2008 640 649 1

Section 19 Electromagnetic Compatibility And Electrical S 15-JAN-2008 | 850 650 2 ] j
[

FOI - Page 10 of 686



Document Cover Sheet: Page 4 of 4

Document Expectod

R —

Section 20 Performance Testing Bench 15-JAN-2008 651 674 25 "

Section 21 Performance Testing Animal 15-JAN-2008 675 675 2

Total Scan pages: 721

Total documents: 13 \

Total document pages: 675
Total separator pages: 44 ‘
QC Signature QC Bar Code Sticker

FOI - Page 11 of 686




L SFRVICE
= b

Ll R}
oF
E

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

< MEALTH 4

%,
v Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Zeltiq Aesthetics MAY - 2 2008

% Mr. Donald V. Johnson

VP, Operations, Quality and
Regulatory Affairs

4698 Willow Road

Pleasanton, California 94588

Re: KO080118
Trade/Device Name: Zeltiq CLN1 Dermal Cooling Device
Regulation Number: 21 CFR 878.4810
Regulation Name: Laser surgical instrument for use in general and plastic surgery and
in dermatology
Regulatory Class: 1I
Product Code: GEX
Dated: April 25, 2008
Received: April 28, 2008

Dear Mr. Johnson:

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 II (Special Controls) or class Il (PMA), it
may be subject to such 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); good manufacturing practice requirements as set
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Page 2 — Mr. Donald V. Johnson

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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0115. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems

at (240) 276-3464. 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 (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.himl.

Sincerely yours,

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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SECTION 6. INDICATIONS FOR USE STATEMENT

1. INDICATIONS FOR USE STATEMENT

51000 Number (ifknowny: _JCo 8 0 If £

Device Name: Zeltig CLN1 Dermal Cooling Device

Indications for Use:

The Zeltig CLN1 Dermal Cooling Device is intended for use as a skin cooling device to
minimize pain and thermal injury during laser and dermatological treatments. Alternative
uses include skin cooling as a local anesthetic for procedures that induce minor local
discomfort. The Zeltiq CLN1 Dermal Cooling Device can also provide localized thermal
therapy (hot or cold) to minimize pain for post traumatic and/or post surgical pain and to
temporarily relieve minor aches and pains and muscle spasms. The optional massage
function can also be used for the temporary relief of minor muscle aches, pain, and
‘spasm, for temporary improvement in local circulation and temporary reduction in the
appearance of cellulite.

The Zeltiq Coupling Gels facilitate thermal contact of the Zeltiq CLN1 Dermal Cooling
Device with a patient’s skin by mitigating minor variances in device-to-skin contact.

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

VLRt 4y 4

(Division Sign-Off) 7 R
Division of General, Restorative, Page | of [
and Neurological Devices
510(k) Number_I< 0901 (g
(
Zeltig Aesthetics Dermal Cooling Device CONFIDENTIAL Page 59 of 75

Submission Response K080118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Qffice of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

March 31, 2008 Rockville, Maryland 20850
ZELTIQ AESTHETICS 510 (k} Number: K080118
4698 WILLOW ROAD Product: ZELTIQ
PLEASANTON, CA 94588 AESTHETICS CLN1
ATTN: DONALD V. JOHNSON DERMAL COOLING
DEVICE

We are holding your above-referenced Premarket Notification (510(k))
for 30 days pendin% 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. Alsc, 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. 1In 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. 1If, 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/cdrh/modact/leastburdensome.html.

foy
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If after 30 days the additional information (AI), or a request for an
extension of time, is not received, we will discontinue review of your
submission and ﬁroceed to delete your file from our review system

(21 CFR 807.87(l)). 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 AI request.
The purpose of this document is to assist agency staff and the device
industry in understanding how variocus 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 maX review
this document at http://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 tc resubmit this
510(k) notification, a new number will be assigned and your submission
will be considered a new premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device inteo 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

Supervisor Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radiological Health

1 o)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-40
9200 Corporate Blvd.

February 28, 2008 Rockville, Maryland 20850
ZELTIQ AESTHETICS 510 (k) Number: K080118
4698 WILLOW ROAD Product: ZELTIQ
PLEASANTON, CA 94588 AESTHETICS CLN1
ATTN: DONALD V. JOHNSON DERMAL COCLING
DEVICE

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,
nFax 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 ig available on our
Center web page at: http://www.fda.gov/cdrh/modact/leastburdensome.html
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If after 30 days the additional information {AI), 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 AI 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 revi
this document at http://www.fda.gov/cdrh/mdufma/guidance/1219 html.
Pursuant to 21 CFR 20.29, a copy of your 510(k) submission will remain
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 congidered a new premarket notification submission.

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

Supervisor Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

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

Food and Drug Administration
Center for Devices and
Radioleogical Health

Office of Device Evaluation
Document Mail Center (HFZ-40
9200 Corporate Blvd.

February 01, 2008 Rockville, Maryland 20850
ZELTIQ AESTHETICS 510{k} Number: K080118
4698 WILLOW ROCAD Received: 31-JAN-2008
PLEASANTCON, CA 94588 Product: ZELTIQ AESTHETICS
ATTN: DONALD V. JOHNSON CLN1 DERMAL COOLING
DEVICE

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 Federa
Food, Drug, and Cosmetic Act(Act) for the above referenced product and
for the above referenced 510(k) submitter. Please note, 1f the 510 (k)

submitter is incorrect, please notify the 510(k}) Staff immediately. We
have assigned your submission a unigue 510 (k) number that is cited abov
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. We will notify you whe
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 TC 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 medica
device user fees for fiscal years 2008 - 2012. The legislation - the
Medical Device User Fee Amendments of 2007 is part of a larger bill, th
Food and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/cdrh/mdufma/index.html for more information regardin
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) nee
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.

A new provision of the Food and Drug Administration Amendments Act of
2007, 42 U.S.C. 282(j) {(5)(B), requires that a certification form
(http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3674.pdf) accompany
all 510 (k)/HDE/PMA submissions on or after December 26, 2007. You are
responsible for registering certain device clinical trials in the
Clinical Trials Data Bank (http://prsinfo.clinicaltrials.gov). If your
submigsion does not include FDA Form 3674, please send 2 hardcopies of
the completed certification form referencing the submission number
identified above. Additional information about the new certification
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form may be found at the following link tc the Federal Register Notice
(http://www.fda.gov/OHRMS/DOCKETS/98fr/07-6023.htm) .

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 Staff 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 Traditiona
or Abbreviated 510 (k}.

In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, 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 electron
copy. For more information about the program, including the formatting
requirements, please visit our web site at

www. fda.gov/cdrh/elecsub.html.

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) 638-2041l, or at
their Internet address http://www.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
Office of Device Evaluation

Center for Devices and Radiological Heal

=G
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center {HFZ-401
9200 Corporate Blvd.

January 17, 2008 Rockville, Maryland 20850
ZELTIQ AESTHETICS 510(k) Number: K080118

4698 WILLOW ROAD Received: 17-JAN-2008
PLEASANTON, CA 94588 User Fee ID Number: 6034340
ATTN: DONALD V. JOHNSON Product: ZELTIQ AESTHETICS

CLN1 DERMAIL COOLING
The Food and Drug Administration (FDA) Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification you
submitted in accordance with Section 510(k) of the Federal Food, Drug,
and Cosmetic Act {(Act) for the above referenced product. 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. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by the
Medical Device User Fee and Modernization Act of 2002 (MDUFMA) and the
FDA Amendments Act of 2007 (FDAAA) (Public Law 110-85), authorizes FDA
to collect user fees for certain types of 510(k) submissions. The
submission cannot be accepted for review until the fee is paid in full
therefore, the file has been placed on hold. When your user fee paymen

has been received , review of the 510(k) will resume as of that date.
Alternatively, you may request withdrawal of your submission. Please
send a check to one of the addresses listed below:

By Regular Mail By Private Courier(e.g.,Fed Ex, UPS, etc.)
Food and Drug Administration U.3. Bank

P.O. Box 956733 956733

St. Louis, MO 63195-6733. 1005 Convention Plaza

St. Louis, MO 63101
(314) 418-4983

The check should be made out to the Food and Drug Administration
referencing the payment identification number, and a copy of the User F
Cover sheet should be included with the check. 2 copy of the Medical
Device User Fee Cover Sheet should be faxed to CDRH at (240)276-4025
referencing the 510 (k) number if you have not already sent it in with
your 510 (k) submission. After the FDA has been notified of the receipt
of your user fee payment, your 510(k) will be filed and the review will
begin. If payment has not been received within 30 days, your 510(k) wi
be deleted from the system. Additional information on user fees and ho
to submit your user fee payment may be found at www.fda.gov/oc/mdufma.

Q20
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In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, 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, or 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.

Please note that since your 510(k) has not been reviewed, additional
information may be required during the review process and the file may
placed on hold once again. If you are unsure as to whether or not you
need to file a 510k Submission with FDA or what type of submission to
submit, you should first telephone the Division of Small Manufacturers,
International and Consumer Assistance (DSMICA), for guidance at

(240) 276-3150 or its toll-fee number (800)638-2041, or contact them at
their Internet address www.fda.gov/cdrh/dsma/dsmastaf.html, or you may
submit a 513(g) request for information regarding classification to the
Document Mail Center at the address above. If you have any questions
concerning receipt of your payment, please contact Christina Zeender at
Christina.Zeender@fda.hhs.gov. If you have questions regarding the
status of your 510(k) Submission, please contact DSMICA at the numbers
address above.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer
Office of Device Evaluation

Center for Devices and
Radiological Health

A2\
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1. MEDICAL DEVICE USER FEE COVER SHEET (FORM FDA 3601)

Zeltiq Aesthetics Traditional 510(k)
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL 4 of 454 32 OQ)

FOI - Page 26 of 686



Site: null Page 1 of

Forns Approved: OME Ne 0910-511 Expirstion Dae: Janeery 31, 2010 fiec Instucttans ft OMB Slatement

PRSI o S S
DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
MEDRICAL DEVICE USER FEE COVER SI;iEET

A completed Cover Sheet must accompany each ariginal application or supplemeant subjact {0 fess. The followlng actions must be taken

to properly submit your application and fee payment:

1. Electronically submits the compleled Cover Sheet to the Food end Drug Administration {FDA) before payment is sant.

2. include printed copy of this completed Cover Shest with a check made paysbla to the Food and Drug Administration. Remember that
the Payment Identlfication Number must be written on the check.

3. Mall Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O, Box 856733, St Louis, MO 63196-6733. {Note: in no case
should payment be submiliad with the appiicelion.)

4. 1t you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Altn: Governiment Lockbox
956733, 1005 Convention Maza, St. Louis, MO 63101, {Note: This atddress is for Gourier dalivery only. Conlact the % Hank at 314-
418-4821 [f you have any questions concerning courier delivery.}

5. Far Wire Transfer Paymant Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
hitp:/iwww.fda.goviedrivmdufmalfags htmi#3a. You are responsible for paying all fees associated with wire transfer.

B. Include a copy of the completa Cover Sheet n volume one of the application when submiiting to the FDA at either the CBER or
CORH Document Mait Center.

PAYMENT IDENTIFICATION NUMBER: | (D) ((h)(4)
Wrlte the Payment ldantification number on your check.

1. COMPANY NAME AND ADDRESS {include name, streal
address, city stale, country, and post office core}

2. CONTACT NAME
Donald Johnson
2.1 E-MAIL ADDRESS

ZELT1Q AESTHETICS, INC. (D) ( (63(4)
4598 WILLOW ROAD
Fleasanion CA 94588 2.2 TELEPHONE NUMBER (include Area code)
us (b))
1.1 EMPLOYER {DENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (inglude Area code)
{t0)(4)) D)

3. TYPE OF PREMARKET APPLICATION {Select one of the foliowing in each column; If you are unsure, please refer to the application
descriptions at the following web site: htipwww.fda.govidc/mdufma

3.1 Select one of the types balow
[X1 Criginal Application
Supplement Types;

|1 Efffcacy (BLA)

[ 1 Pane! Track (PMA, PMR, PDP}
[] Real-Time {PMA, PMR, PDP)

[ ] 1B0-day {FMA, PMR, PDP)

Select an application lype;

P Premarhet notification(510(k}); excapt for third parly
[1513(g) Request for Informatlon

[ ] Bicloplcs License Application (BLA)

[ ] Premarket Approval Application (PMA)

{ ] Modular PMA

[ 1 Praduct Development Protocol (FDP)

[ ] Premarket Report (PMR}

[ ] Annual Fee for Perlodic Raporting {APR)

1] 30-Day Notice

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

[X] YES, | meet the sma¥ business criterla and have submitted the required NO, | atn not 8 small business
quallfylng documents to FDA

4.1 If Yes, please anter your Small Business Decislon Number: SBOOBBO71

§. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF 30, CHECK THE
APPLICABLE EXCEPTION.

[ ] This application is the first PMA submitied by a quslified small business, |]The sole purpose of the application is to support
including any affiliates, parents, end partner firms conditions of use for & pediatric population

{] This biclegics appfication ts submitied under secion 351 of the Public L] The @pplication Is submilted by @ stata or federal

Health Service Act for a produet licensed for further manufacturing use only gg:nq:r;;:;"my for a device that is nol to be distribuled

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

[ YES XINO

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

(B

Form FDA 360 (81720073

03-Jan-2008

*Close Window*  Print Cover sheel

https://fdasfinapp8.fda.gov/OA_HTML/mdufmaCScdCfgliemsPepup.jsp?vcname=Donald...  1/3/2008
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2.  CDRH PREMARKET REVIEW SUBMISSION COVER SHEET (FORM FDA 3514)
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DEPARTMENT OF HEALTH AND MUMAN SERVICES : Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 8010-0120
Expiration Date: August 31, 2010
CDORH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.

FDA Submission Document Number (if known}

User Fee Payment 10 Number
MD6031965-956733

Date of Submission
1/15/2008

SECTION A TYPE OF SUBMISSION

PMA PMA & HDE Supplement PDP £10(k) Meeting
:! Criginal Submission D Regular (180 day) D Original POP Original Submission: D Pre-510{K) Meeting
[] Premarket Report [ special [ Notice of Completion B2 Traditional [ Pre1nE Meeting
:l Modular Submissfon I_—_l Panel Track (PMA Oniy) D Amendment to PDP i:] Special D Pre-PMA Meeting
S Amendment E 30-day Supplement d Abg;evifl;d (c:usTplete E Pre-PDP Meeting
Report 30-day Notice 53 on i, 393. Bay 100 Meeting
[ ] Report Amendment | | 135-day Supplement E Additionat Information | Agreement.Meeting.
____3 Licensing Agreement [:l ReaHime Review Third Party D Determination Meeting
E’ Amendment to PMA E} Other {specify):
{:] &HDE Supplement
Other
iDE Humanitarian Device Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption {HDE)} Class il Daslgnation
EI Origina! Submission ['___] Original Submission D Original Submission {3 Original(gz:n?i::i,ﬂ o |:| 513(g)
i:f Amendment [:] Amendment |:| Additioral information D Additional Information D Other . _
1 suppiement (] supplement (describe submission):
EI Report
[:] Report Amendment
Have you used or cited Standards In your submission? Yes D No {if Yas, please complete Section |, Page 5)

SECTIONB SUBMITTER. APPLICANT OR SPONSOR
Company { Institution Name Establishment Registration Number {if known)
Zeltig Acsthetics, Inc.
Division Name (if applicabls} Phone Number {including aree code}
({b)(4)
Street Address FAX Number {including area code)
4698 Willow Rond (b) Céya
City State / Province 2{P/Postal Code Counfry
Pleasanton CA 94588 USA
Contact Name

Donaid V. Johnson

Contact THle Conlact F-mail Address
Vice President, Operations, Regulatory, and Quality Affnirs (b)( 4@b)(4)

SECTIONC APPLICATION CORRESPONDENT (2.g.. consultant. if different from above|
Company / Institution Name

Dhvision Name (i applicable) Phone Number {inciuding erea code)
( )
Strest Address FAX, Nuenber (including srea code)
( )
City Siate / Province ZIP/Postal Code Country
Conlact Name
Contact Tlile Contact E-mail Addrass
EMDRE A 38445 IO DAME 4 ~FE DACCER
Zeltiq Aesthetics Traditional 510(k)
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SECTION D1 REASON FOR APPLICATION - PMA. PDP. OR HDE

!:l Withdrawal D Change I design, component, or D Location change:
{71 Additional of Expanded indlcations specication: [T manufacturer
[ Request for Extension [] sofware / Hardware [ steritizer
("] Post-approval Study Prolocol L] cotor Aditive [] Packager
[:] Request for Applicant Hold D Matarial
[TIRequest for Removal of Applicant Hokd [_] spectications
[7] Request 1o Remave or Add Manufagiuring Site (] other (specity baiaw)
l:l Process change: D Labeking change: D Report Submission:
[j Manwfacturing D Indicalions [:] Annual or Feriodic
[:I Sterfiizalion D Instructions [:} Post-approval Study
D Packaging !:] Performance D Adverse Reaction
3 other tspeciy beiow) [] shelt Lite 1 Device Defact
[:l Trade Name D Amendment
D Response to FDA comespondance: D Qther (specily betow) [:] Change In Cwnership
[] Change In Correspondent
] change of Applicant Address

{"] other Reason (specify):

SECTION D2 REASON FOR APPLICATION - IDE

I: New Device U Change In: D Repose to FDA Lelter Concerning:
|: New Indication E Corraspondent / Applicant E] Conditienal Approvat
(L] Addtion of institution ("] pesign / Device (] peemed Approved
l: Expansion / Extension of Siudy |: Informed Consent [3 Beficient Final Report
|: iRB Cerification |: Manufacturer D Beficiant Progress Report
E[ Termination of Study I: Manufacturing Process D Deficient Invesligator Report
[_—J Withdrawal of Application [: Protocol - Feasibility D Disapproval
I: Unanticipated Adversa Effect E Protocat - Other D Request Extension of
] Notification of Emargency Use Sponsar Time to Respond lo FDA
£] Compassionate Use Requsst 1 [] Request Meeting
[ Treatment IDE Report submission: ] Request Hearing
E: Cortinued Access D Current Investigator

[:| Arnual Progress Report

[] siie Watver Report

D Finsl
[_] other Reason (specity):

SECTION D3 REASON FOR SUBNMISSION - 510(k)

[ New Device [ Additional or Expanded indications [T change in Technology
Cther Reason (specily):

Updated device with new sofiware and accessorics

Zeltiq Aesthetics Traditional 510(k)
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SECTIONE ADDITIONAL INFORMATION ON 510{K) SUBMISSIONS

vl is clakmed Summary ¢f, or statement concaming,

Product codes of devices to which substantial equivalence : — Tore Safety o e Foeation
1] 19 GEX 2] 8910L 510 (k) summary atlached
5 & 7 8 [] 510 &) statement
Informatian on devices te which substantial equivalence is claimed (if knownt)

510(k) Number Trade or Proprietary or Model Name Manufaclurer
1| K072152 1] CLNI Dermat Cooling Device i| Zeltig Aesthetics, Inc.
2] K030876 2! Cynosure Trinctive Therapeutic masseger 2| CYNOSURE, INC
3| K023231 3| ElfCare 3] MediSeb
4| K992749 4| Spacelabs Ultraview Waveform Pager Sysiem | 4 SPACELADBS MEDICAL, INC
5 5 5
3] ;] ]

SECTIONF PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification

Trade or Proprietary or Model Neme for This Device Maodel Number
1| Zeltig Aesthetics CLN1 Dermat Cooling Device i
2 2
3 3
4 4
5 5

FDA document numbers of all ptior relaled submissions (regardless of outcome)

1 2 3 4 5 [
K072152 K06371% K060407
7 8 [} 10 11 12

Data Ingluded in Submissicn

E Laboratory Testing {:]Anismal Trials E] Human Trals
PRODUCT CLASSIFICATICN - AFPLICATION TO ALL APPLICATIONS

SECTION G

Product Code C.F.R. Section (if applicable} Device Clags
79 GEX 21 CFR 878.4310 D Clase | E Class Il
Classification Panel [ class ] unciassiied

General & Plastic Surgery

Indications (from labeling}

The Zeltig CLN1 Derma! Cooling Device is intended for use as o skin cooling dovice lo minimize pain and thermal injury during laser and
dermatologicel treatments. Alternative uses include: skin cooling 85 a local anesthetic for procedures that induce miner local discomfort, localized
thermal therapy (hot or cold) to minimize pain for post traumatic and/or post surgical pain and to temporarily relieve minor aches and pains and muscle
spasms and improvement in local circulation and temporary reduction in the appearance of ceilulite, relief of minor muscle aches, pain, and spasm, while
utilizing the optional massage feature.

Zeltiq Aesthetics Traditional 510{k)
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Mole: Submission of this informatian does not affect the need to submit a 2881
oF 2891z Device Establishiment Registration form.

SECTION H

Facility Establishment Identifier (FE!) Number
B4 originar

Olage  [Joetete

FDA Document Number (if knowr)

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

E Manufacturer
u Contract Manufacturer

D Conltract Steriilzer
D Repackager f Relabelar

Company / Institution Name
Zeltig Aesthetics, Inc.

Establishment Registration Number

4698 Wiltlow Road

Divislon Name (# applicabie) Phone Number (including srea cods)
(LCD) (B)a)
Street Address FAX Number (inciuding area cods)

¢ [ (D) (da

City
Plensanton

State / Province
CA

ZiP/Postal Code Country
94588 usa

Contact Name Contact Title

Donald V. Johnson
Aflairs

Facility Establishment |dentifier (FEI) Number

7] onginal

Cade Cloelete

Vice President, Operations, Regulatory and Quatity

D Manufacturer
D Coniract Manufacturer

Contact E-mail Address

(0) C4by(4)

[J contract Stariizer
D Repackager / Relabaler

Company / Institution Name

Eslablishment Registration Number

Division Nasne (if applicable) Phone Number {including area cods)
( )
Streat Address FAX Number {inciuding ares cotle)
( )
City State ! Province 2iPfPostal Code Country

Contact Title

Conlact Name

Facility Establishment identifier (FEI} Number

[] oniginal
[aga  [oeete

El Manufacturer
D Contract Manufaciurar

Contact E-mail Address

[] contract Sterilizer
[:3 Repackager / Relabeter

Company / Institution Name

Eslablishment Registration Number

Zettig Aesthetics
Zeltiq Aesthetics Dermal Cooling Device
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Division Name {# sppiicabla) Phone Number (including area code)
( )
Strest Address FAX Number (including ares cods)
{ )
City State / Province ZIP/Posial Cade Country
Conlact Name Contact Tille Contact E-mail Address

CONFIDENTIAL

Traditionat 510(k)
10 of 454

A3



SECTION! UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cltes standards or includes & "Deciaration of Conformity to @ Recognized Standard”
statement.
Standards No. Standands Standards Title Version Date
Organization
ISO 10993-5 1SO Biological Evaluation of Medical Devices-Part §: 2 1/1/1999
1 Tests for in vitra cytotoxicit
Standards No. Standards Standards Title Version Date
Organization
2
Standards No. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standarnds Title Version Date
Organizatfon
4
Standards No. Standards Standards Title Version Date
Organization
§
Standands No. Standards Standaris Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
Organization
7
Please include any additional standards to be cited on a separate page.
!’u.b!‘lc reporting burden for this collection of information is estimated 10 average 0.5 hour per response, inctuding the time for reviewing instrsctions, searching
cxisting deta sources, gathering and maininining the data needed, and completing roviewing the colkection of information, Send comments regarding this burden
estimale of any other aspeet of this collection of information, inciuding suggestions for reducing this burden 1o:
Food and Drug Administration
CDRH {HFZ-342)
9200 Corporate Blvd.
Rockyilie, MD 20850
A agency may not conduct or sponsor, and a person is not required to respond 1o, a coliectlon of information unless it displays a currently valid OMB control

Zeltiq Aesthetics Traditional 510(k)
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3.  REQUIREMENTS FOR CLINICAL TRIALS (FORM FDA3674)

Zeltiq Aesthetics Traditional 510(k) )
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
m FOOD AND DRUG ADMINISTRATION
Certification of Compliance, under 42 U.S.C. § 282(i)5)(B), with Form Approved: OMB No. 0916-0616

: P : : Expirntion Date: 06-30-2008
Requirements of Climcgl’l‘na!s.gov Data Bank (42 US.C.§ 2(}2‘(1)) P OMB Statoment on Reverss
{For submission with an appli dmenk l ts, e resub under §§

503, 515, 520m), or $10(k} of the Federal Food, Drug, and Cosmelic Act or § 351 of the Public Heallh Service Act.)
(SPONSOR/APPLICANT/SUBMITTER INFORMATION

1. NAME OF SPONSOR/APPLICANT/SUBMITTER 2 DATE OF THE APPLICATION/SUBMISSION WHICH
THIS CERTIFICATION ACCOMPANIES

PR < Auds

Zeltiq Acesthetics, Inc. Tonuary 15, 2008
3. ADDRESS (Numnber, Street, State, and Zip Code) 4. TELEPHONE AND FAX NUMBER
(Incfude Area Code)

5698 Willow Rosd
Pleasanton, CA 94588 () (b)(4)
. (b)(4) [~

(F)
PRODUCT INFORMATION
5. FOR DRUGS/BIOLOGICS: Tnclude Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy
Product Name(s)

FQR DEVICES: Include Any/All Common or Usual Name({s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s)
{Attach exira pages as necessary)

Dermal Cooling Device, CLNI

|
|
|

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

[T IND [T NDA [ ANDA [T BLa [T PMA [ HDE [X 510(k) [~ rDP [~ Other
7. INCLUDE IND/NDA/ANDA/BLAPMA/MDE/S51 ((kYPDP/OTHER NUMBER ({f mumber previously assigned)

] | | | | | || | |

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES [::]
CERTIFICATION STATEMENT/INFORMATION

9. CHECK ONLY ONE OF THE FOLLOWING BOXES
{See bustruictions for additional infonnation and explanation)

5 Al certify that the requirements of 42 U.S.C. § 282(j), Section 402(j ) of the Public Health Service Act, enncted by i2] Stat. 823, Public Law
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trinl,

™ B.I cerdify that the requirements of 42 U.8.C. § 282(j), Section 402(j) of the Public Health Service Act, ennoted by 121 Stat. 823, Public Law
110-85, do not apply 10 any clinical trinl referenced in the npplication/submission which this certification accompanies.

C. I cetify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enucted by 121 Stat, 823, Public Law
110-85, apply to one or more of the clinical trials referenced in the application/submission which this cenification accompanies and that
those sequirements have been met.

10. TF YOU CHECKED BOX C, IN # 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE

CLINICAL TRIAL(S).” UNDER 42 US.C. § ZR2(X I XAXi), SECTION 402(3}1XAXt) OF THE PUBLIC HEALTH SERVICE ACT,
REFERENCED IN THE APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

{dtach extra pages as necessary)
e ot | | | |
FORM EDA 3674 (12/07) PAGE 1 OF 3
Zeltiq Aesthetics Traditional 510(k)
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The undersigned declares, to the best of her/his knowledge, that this is an accurate, trus, and complete submission of information. T understand
that the failure to submit the certification required by 42 U.5.C. § 282(){5X B}, section 402(X5)XB) of the Public Health Service Act, and the
knowing submission of a false cerfifiction under such section ase prohibited scts under 21 U.S.C. § 331, section 301 of the Federu! Faod,
Drug, and Cosmetic Act

Waming: A willfully and knowingly false statement is & criminal offense, U.S. Code, litle 18, section 1061,

{1. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12 NAME AND TITLE OF THE PERSON WHO

AUTHORIZED REPRESENTATIVE SIGNED IN #11
{SIGN)
'Donald V. Jobason |
% O - [Vice-Presidcnt of Operations, Quality, and Regulatory Afnirs |
13. ADDRESS (Number, Street-State, and Zip Code) 14. TELEPHOME AND FAX NUMBER
(af person identified m #11 & 12) (Mnciude Area Code)

14698 Willow Road (T) (b)(4)

Plesnanton, CA 94588 (b)) ______!
F) l ]

15. DATE OF CERTIFICATION January 15, 2008

Paperwork Reduction Act Stetement

Public Reporting Burden for this collcction of information is estimated to average 15 minutes and 45 minutes (depending on the type of
application/snbmission) per responsa, including time for reviewing instrustions. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden to the opplicable nddress below.

Faod and Drug Administration Food and Brug Adnrinistration Food and Drug Administration

Center for Drug Evaluation and Rescarch Center for Biologics Evalustion and Research  Center for Devices and Radiofogical Health
Cestral Document Room 1401 Rockville Pike Progmm Operations Stafl (HFZ-403)

Form No. FDA 3674 Rockville, MD 20852-1448 9200 Corporate Bivd,

5901-B Ammendaic Rosd Rockville, MT 20830

Belisville, MD 20705-1266

An agency may nol conduct or sponsar, and a persai is not required Io respand 1o, a collection of igformation, unless it displays a currenly

valid OMB control mumber.
FORM FDA 3674 (12/07) PAGE ZOF 3
%
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Instructions for Completion of Form FDA 3674

Certification of Compliance, under 42 U.S.C. § 2B2({{5)(B}, with Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j)
Form 3674 must accompuny an application/submission, including amendments, supplements, and resubmissions, submitted under §§ 505, 515, 320(m),
ar 510(k) of the Federal Food, Drug, and Cosmelic Act or § 351 of the Public Health Service Act.

1. Name of Sponsor/Applicant/Submitter - This is the name of the sponsorfapplicant/submitter of the drug/biologic/device application/submission
which the certification accompanics. The name must be identical to that listed on the application/submission.

2. Date - This is the date of he application/submission which the certification accompanies.
3. & 4. - Provide complele address, telephone number and fax number of the sponsor/applicant/submitier.

5. Product Information - For Drugs/Biologics: Provide the established, proprictary name, end/or chemical/biochemical/blood product/ccliular/gene
therupy name(s) for the product covered by the application/ submission. Include oll available anmes by which the product is known.

For Devices: Provide the common or usual name, classification, trade or proprietary or model name(s), and/or mode! number(s). Include ofl available
numes/motel numbers by which the product is known.

6. Type of Application/Submission - Identify the lype of application/submission which the certificalion accompanies by checking the approprisic box. If
the niame of the type of application/submission is not identified, check the box labeled "Other.”

7. INIYNDA/ANDA/BLA/PMA/HDE/S1 0(kyPDP/Other Number - If FDA has previously assigned o number agsociated with the application/
submission which this certification accompenies, list thal pumber in this field. For examgple, if the application/submission accompanied by this
certification is an NI} protocol amendment and the IND number has altendy been issued by FDA, that number should be provided in this field.

8. Serinf Number - ln some instances a sequential senial number is assigned to the application. If there iy such n seriaf number, provide it in this ficld,
9. Certification - This seclion contains three different check-ofl boxes.

Box A should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.5.C. § 282(j), acction 402(j) of the
Public Healih Service Act, do not apply because no clinical trals are included, relicd upon, or otherwise referred 1o, in the npplication/submission which
the cerlificalion sccompanies.

Box B should be checked if the sponsor/applicant/submiticr has concluded that the requirements of 42 ULS.C. § 282(j), scction 402(j) of the
Public Health Service Acy, do not apply at the time of submission 1o uny clinical trials that are included, relicd upon, or othenwise referred to, in the
application/submission which the certifiction eccontpanies. This means thet, at the time the applicntion/submission is being made, the requirements of
4211.5.C. § 282(j). section 402(j) of the Public Health Service Aot, do not epply to any of the clinical trinls included, relied upon, or otherwise referred 10,
in the application/submission which this centification accompanies.

Box C should be checked if the sponsor/applicant/submitter has corcluded that the requirements of 42 U.8.C. § 282(j), scction 402()) of the
Public Health Service Act, do epply at the fime of submission 1o some or all of the clinical irials that are included, relied upon, or otherwise refemed 10, in
the application/submission which the certification accompanics. This menns that, gt the time the application/submission is boing made, the requirements
of 42 U.5.C. § 282(j), section 402(3) of the Public Health Servive Act, apply to anc or more ol the clinical trinds included, relicd upon, or otherwise
referred to, in the application/submission which this cerlification accompnnies.

10. Natianal Clinical Trial (NCT) Numbers - If you have checked Box C in # 9 (Certification), provide the NCT Mumber obtained from www,
ClinicalTrigls.gav. lor epgh clinical trinl thut is an “applicable clinical trinl” under 42 U.S.C. § 282( X1 XAND), section 402G X 1 XA Xi) of the Public Health
Service Act, and that is included, relied upon, or otherwise refemred to, in the application/submission which the certification accompanies. Type only the
nomber, as NCT will be odded automatically before nismber. Include ony and all NCT numbers assigned to the clinical trials included, relicd upon, or
otherwise referred to, in the application/submission which this certification accompanics. Multiple NCT numbers may be required for o particular
certification, depending on the number of "applicable clinical trials” included, relied upon, or otherwiss referred to, in the application/submission which
the certification accompanics.

11. Signature of Spansor/A pplicant/Submitter or an Authorized Represcntative - The person signing the certification must sign in this ficld.
12. Name and Title of Person Wha Signed in #11. - [aclude the name and title of the person who is signing the certificotion. If the person signing the
certification is not the sponsor/applicant/submitier of the spplication/submission, he ar she must be an authorized representative of the sponsor/applicany/

submitier.

13. & 14. & 15. - Provide the full address, telephone and fax number of the person who is idenlified in number 11 and signs the cerification in number
12. Provide the date the certification is signed. This date may be different from the date provided in #2.

FORM FDA 3674 (1207) PACE 3 OF3
i
1
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4.  STANDARDS DATA REPORT FOR 510(K)S (FORM FDA 3654)
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Form Approved: OMB No. 0910-0120; Expiration Dals: 8/31/10

Depariment 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 tc be compleied by the applicant when submitting a 510(k} that refer-
ences a national or internattonal standard. A separate report is required for each standard referenced in the 510{k).

TYPE OF 510(K) SUBMISSION
] Traditional [ spacial (7] anbreviated

STANDARD TITLE
1SO 10993-5, Biological Evaluation of Medical Devices-Part 5: Tests for in vitro cytotoxicity, revision 2, 1/1/1999

Please answer the following questions Yes No
Is this standard recognized by FDAZ? o e ¥ ]
FDA RECOGNIION MUMBEI® .........ooovveeeeessoe oo ee s essesenessssssossessnsstseessoseseeeereenssiesssnesnmsenes NS

Was a third parly Iaboratory responsibie {or testing conformity of the device ta this standard identified
ini the 510{k)? ... et b b A58t e83 b ne e eea et ees s nses s serere e eenseeesseeerinresreennee D il

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

BAOLK)T coveevoeeeesseee e eeestees st veeeess e et oottt et et enee e see et es e eeeeen e rerereene v O

tf no, complete a summary report table.

Does the test data for this device dermanstrate conformity to the requirements of this standard as it

PEIAING B0 TN AEVICET ..ovv.veeieerecveree e sesass st eea et oot s et s eee et ee s ee et eem e maseenese s eeeenmeriroe O
Does this slandard include 2CCeptance CTHEMAT .....o.oivvve oo cereeeeree v reeeeseeeeeesesesessenessemeereresens M) O
If no, include the results of testing in the 510(k).

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

Were there any deviations or adaptations made in the use of the standard? .. PP I ¥
If yes, were deviations in accordance with the FDA supplemental anformatlon sheet (Sls)ﬁ'? U I L
Were deviations or adaptations made beyond what is specified in the FDA SIS7 ... reniieine e, (W
If yes, report these deviations or adaplations in the summary report table.

Were there any exclusions from the SEERAAMAT ..o eeeeeee e reere e erer st ee e eseseesesnreresesssessrnerenss L] ¥i|
If yes, report these exclusions in the sumrmary report table.

Is there an FDA guidance® that is associated with this standard? ... £]

If yes, was the guidance document followed In preparation of this S10K? oo i
Title of guidance: #G93-1 : Use of International Standard 1SO-10993, "Blological Evaluation of Medical Devices Part |

' Tha formatting convention for the title is: [SDO] fnumeric identifier] cerlificalion body involved in conformance assessment to this
[tifle of standard] {date of publicetion] standard. The summary repor! includes informatlon on all standards
? Autharity [24 U.5.C. 3604]. www.{da.gov/edrh/sidsprog. htmi wiitized during the development of the device.
3 hitp:fwww.accessdata. fde.goviscripisicdrhicidocs/eiBlandards/ 5 The supplemenial information shee! (S1S) is additional information
search.cim which Is nacassary before FDA recognizes the slandard. Found at
4 The summary repart should include: any adaptalions used ta adepl hitp:/fwww.accessdata.ida gov/seriptsicdrhicldacs/cfStandards/
to 1he device under review {jor exampla. alternalive tesl methods); search.cim
cholces made whan optlons or & selaction of melhads are describad; & The oniine search for CDRH Guidance Dacuments can be found at
davialions from the standard; reguirements nol applicable lo the www fda.govicdrhiguidance him)
device: and the name and address of the test laboratary or
FORM FDA 3654 {9’07) Page 1 PSC Graploct 1364) 4411090 EF
Zeltiq Aesthetics Traditional 510(k)
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MMARY-REPORT

SfANDARb '.I:l"I'LE
1S0 10993-5, Biological Evaluation of Medical Devices-Part 5: Tests for in vitro cytotoxicity, revision 2, 1/1/1999

CONFORMANCE WITH STANDARD SECTIONS®

SECTION NUMBER SECTION TITLE CONFORMANCE?
3 Test procedures Mives [Ine [dna
TYPE OF DEVIATION OR OPTION SELECTED*

Test on extracts
DESCRIPTION
See ATTACHMENT 15-1

JUSTIFICATION
See ATTACHMENT 15-1

CONFORMANCE?

Oves [One COwa

SECTION NUMBER BECTION TITLE

TYPE OF DEVIATION OR GPTION SELECTED*

DESCRIFTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Bves [Lino Do

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness lisl all sections of the standard and indicate whether conformance is mel. If a section is not applicable {(N/A)
an expianation is needed under *justification.” Some standards include options, so similar io devistions, the aplion chosen needs
to be described and adequately Justified as appropriate for the subject device. Explanation of all deviations or description of
optiens selected when following & stendard Is required under “lype of devialion or option selected,” “descripllon” and "justifica-
tien” on the raport. More than one page may be necessary,

* Types of deviations can Include an exclusion of a section in the slandard, a deviation brought out by the FDA supplsmental

information sheel (818), a deviglion lo adapt the standard 1o the device, or eny adaptation of a section.
Attt B T ETEFETEEP———_-E——————————t——saaaa

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated 1o average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, pathering and maintaining the data necded, 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 Piceard Drive
Rockville, MD 20850

An agency way not conduct or spousor. and a person is not reqitived 1o respond 1o, a collection of information
unfess it displays a curvently vatid OMB controf mmber:

FORM FDA 3654 (9/07) Page 2
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5. COVER LETTER
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January 15, 2008

510(k) Document Mail Center (HFZ-401)
Food and Drug Administration

Center for Devices and Radiological Health
9200 Corporate Boulevard

Rockville, MD 20850

DIAIIOY

8007 L I NV
JNA HYAD vd4

RE: Premarket Notification for the Zeltiq CLN1 Dermal Cooling Device

APPLICANT Zeltiq Aesthetics, Inc.
4698 Willow Road
Pleasanton, CA 94588

OFFICIAL Donald Johnson

CORRESPONDENT  Vice President, Operations, Regulatory, & Quatity Affairs
Phone ‘ ©) ()@
Fax (” (e
e-mail: (b)(4)

DEVICE
CLASSIFICATION  Class II, 21 CFR §878.4810

ProODUCT CODES 79 GEX - laser instrument, surgical, powered
89 IOL - pack, hot or cold, water circulating
89 ISA — massager, therapeutic, electric

Dear CDRH Staff:

Please note that as of July 31, 2007, Juniper Medical, Inc. changed the company name to
Zeltiq Aesthetics, Inc. Previous 510k submissions were made under the name of Juniper

Medical.

Pursuant to the provision of Section 510(k) of the Federal Food, Drug and Cosmetic Act
and the Safe Medical Devices Act of 1990, notification is made of the intention of Zeltiq
Aesthetics, Inc. to market and distribute the Zeltiq CLN1 Dermal Cooling Device, an
upgrade to the recently cleared Juniper CLN1 Dermal Cooling Device (K072152, cleared
September 7, 2007). This upgraded Zeltiq CLN1 Dermal Cooling Device includes:

e avacuum applicator that provides pulsatile massage,

e useofa|(Di)) |with the Zeltiq gel as the interface between the applicator

sleeve and the skin,

/14

Zeltiq Aesthetics Traditional 510(k) -
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¢ hardware modifications to include a transmitter system that supports an accessory
pager, and
e software modifications to provide:
o [(0)(4) b))

(b
o |l 5§ §4; (b)(4) and

o an optional pager for notification of device status {e.g., system error,
treatment complete).

The upgrade is substantially equivalent in intended use and mechanism of action to the
Juniper CLN1 Dermal Cooling Device (K072152), the Juniper Cooling Device XTRA
(K063715), the Juniper Cooling Device (K060407), and the MediSeb ElfCare thermal
therapy device for both hot and cold applications (K023231). The device is also
substantially equivalent to the Cynosure Triactive Therapeutic massager (K030876). The
pager incorporated into the upgrade is substantially equivalent to the Spacelabs Ultraview
Waveform Pager System (K992749),

Substantial equivalence was determined on a descriptive basis by comparing the
technological characteristics of the devices (see Sectionl). The descriptive rationale for
substantial equivalence is supported by bench testing (see Section14).

This submission has been formatted per the recommendations made by the Agency in the
Guidance: “Format for Traditional and Abbreviated 510(k)s”, issued on August 12, 2005.
Zeltiq regards information provided in support of this premarket notification to be
confidential and proprietary and afforded such protection under 21CFR 807.95 and other
applicable regulations and statutes. In accordance with the Safe Medical Devices Act of
1990, a 510(k) Summary of Safety and Effectiveness is included in this notification. A
CD with an electronic version of this submission is enclosed for the reviewers’
convenience.

We trust that this submission will be satisfactory for review. If there are any questions,
or if additional information is required, please contact me at (D) () or by email
at| (®) (4 )

Sincerely, % g Z 5”;

Donald Johnson
Vice President, Operations, Regulatory, and Quality Affairs
Zeltiq Aesthetics, Inc.

Zeltiq Aesthetics Traditionat 510(k)
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SECTION 6. INDICATIONS FOR USE STATEMENT

6. INDICATIONS FOR USE STATEMENT

510(k) Number (if known):

Device Name: Zeltig CLN1 Dermal Cooling Device

Indications for Use;
The Zeltig CLN1 Dermal Cooling Device is intended for use as a skin cooling device to
minimize pain and thermal injury during laser and dermatological treatments. Alternative
uses include skin cooling as a local anesthetic for procedures that induce minor local
discomfort. The Zeltiq CLN1 Dermal Cooling Device can also pyovide localized thermal
therapy (hot or cold) to minimize pain for post traumatic and / oy post surgical pain and to
temporarily relieve minor aches and pains and muscle spasms. /The optional massage
function can also be used for the relief of minor muscle aches, pain, and spasm and for
the improvement in local circulation and temporary reduction/in the appearance of
cellulite.

The Zeltiq Coupling Gels facilitate thermal contact of the Zeltiq CLN1 Dermal Cooling
Device with a patient’s skin by mitigating minor varianceg in device-to-skin contact.

Over-The-Counter Use
(21 CFR 801 Subpart C)

Prescription Use  x
(Part 21 CFR 801 Subpart D)

AND/OR

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page of

Zeltiq Aesthetics Traditional 510(k) .
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SECTION 7. 510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

7. 510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

This 510(k) summary of safety and effectiveness information is being submittéd in
accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

APPLICANT Zeltig Aesthetics, Inc.
4698 Willow Road
Pleasanton, CA 94588
TRADE NAME: Zeltig Cooling Device
COMMON NAME: Skin Refrigerant
CLASSIFICATION
NAME: Laser instrument, surgical, powered
DEVICE
CLASSIFICATION: Class 11, 21 CFR §878.4810
PropucTt CODE 79 GEX - laser instrument, surgical], powered

89 IOL - pack, hot or cold, water circulating
89 ISA - massager, therapeutic, eléctric

PREDICATE DEVICE: The Zeltiq CLN1 Dermal Cooliig Device is substantially
equivalent in intended use and mechanism of action to the
Juniper CLLN1 Dermal Cooling Device (K072152). The
device is also substantially equi
Triactive Therapeutic massa

SUBSTANTIALLY EQUIVALENT To: /

The Zeltiq CLN1 Dermal Cooling Device is substantially equivalent in intended use and
mechanism of action to the Juniper CLN1 Dermal é)oling Device (K072152) and the
Cynosure Triactive Therapeutic massager (K030876). The pager device used in the
Zeltig CLN1 Dermal Cooling Device is substantiaﬁy equivalent to the Spacelabs
Ultraview Waveform Pager System (K992749). /

f‘"

/
DESCRIPTION OF THE DEVICE SUBJECT TO P]‘EMARKET NOTIFICATION:
The Zeltig CLN1 Dermal Cooling Device is A thermoelectric cooling and heating device
that applies controlled cooling or heating to/a treatment site. The device also includes the
option of electrically powered or pulsatile /\/racuum massage.

Zeltiq Aesthetics Traditional 510(k)
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SECTION 7. 51((K) SUMMARY OF SAFETY AND EFFECTIVENESS

INDICATION FOR USE: ]

The Zeltig CLN1 Dermal Cooling Device is intended for use as a skin cooling device to
minimize pain and thermal injury during laser and dermatological treatments. /Alternative
uses include skin cooling as a local anesthetic for procedures that induce migfor local
discomfort. The Zeltig CLN1 Dermal Cooling Device can also provide logalized thermal
therapy (hot or cold) to minimize pain for post traumatic and / or post su
temporarily relieve minor aches and pains and muscle spasms, The optj
function can also be used for the relief of minor muscle aches, pain, and spasm and for
the improvement in local circulation and temporary reduction in the gppearance of
cellulite.

The Zeltiq Coupling Gels facilitate thermal contact of the Zeltig JLN1 Dermal Cooling
Device with a patient’s skin by mitigating minor variances in deyice-to-skin contact.

TECHNICAL CHARACTERISTICS:

The Zeltig CLN1 Dermal Cooling Device is a thermoelectrit cooling and heating device
that applies controlled cooling or heating to a treatment sit¢. The optional massage
feature uses electrically powered vibration or pulsatile vaguum, depending on the
applicator.

PERFORMANCE DATA:
Testing confirms that the Zeltiq CLN1 Dermal Cooling Device can be used in an
equivalent manner to the predicate devices.

BASIS FOR DETERMINATION OF SUBSTANTIAL EéUlVALENCE:

The indications for use for the Zeltiq CLN1 Dermal Cooling Device are the same as for
the predicate devices cited in this application. A technological comparison and bench
testing demonstrate that the Zeltig CLN1 Dermal Cooling Device is functionally
equivalent to the predicate devices.

Zeltiq Aesthetics Traditional 510(k) ) -
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SECTION 8. TRUTHFUL & ACCURATE STATEMENT

8. TRUTHFUL AND ACCURATE STATEMENT

Pursuant to 21 CFR 807.87(j) 1 certify that in my capacity as Vice President,
Operations, Quality, and Regulatory Affairs of Zeltiq Aesthetics, Inc., I believe to
the best of my knowledge, that all data and information submitted in this premarket
notification are truthful and accurate and that no material fact has been omitted.

DNewt/ (flohle 15 /os

Donald Johnson ’7f Date

Vice President, Operations, Quality, & Regulatory Affairs
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SECTION 9. CLASS IT1 SUMMARY AND CERTIFICATION

9,  CLASS H1 SUMMARY AND CERTIFICATION

The Zeltiq CLN1 Dermal Cooling Device is a Class 11 medical device regulated
under 21 CFR §878.4810. Thus, the Class IIT Summary and Certification
requirement as described in 21 CFR §807.87(j) and §807.94 does not apply to this
device and submissionn.

Zeltig Aesthetics Traditional 510{k)
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SECTION 10. FINANCIAL CERTIFICATION
OR DISCLOSURE STATEMENT

10. FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT

The requirement for financial certification or disclosure requirement as described in
21 CFR §807.87(i) does not apply to this submission.

Zeltiq Aesthetics Traditional 510(k}
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SECTION 11. DECLARATION OF CONFORMITY
& SUMMARY REPORTS

11. DECLARATION OF CONFORMITY & SUMMARY REPORTS

This submission is a traditional 510(k) submission. The requirement for a
declaration of conformity and a summary report of testing is not required.

Zeltiq Aesthetics Traditiona! 510(k)
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SECTION 12. EXECUTIVE SUMMARY

12. EXECUTIVE SUMMARY
Topical application of heat and cold (thermotherapy) is commonly used to
ameliorate the pain and inflammatory damage caused by an injury. Thermotherapy
has been shown to:

» decrease muscle spasm secondary to musculoskeletal pathology or nerve root
irritation; and
* causec analgesia.

In general, the goal of cold application as a therapeutic modality is related to
prevention of tissue damage and reduction of the inflammatory products in the
acute stage of an injury. Heat is usually applied after the acute phase, causing
capillary dilation and encouraging blood flow to the tissue. Similarly, application
of massage can alleviate minor muscle aches and pains and may temporarily reduce
the appearance of cellulite.

The Juniper Cooling Device was originally cleared for use as a skin cooling device
to minimize pain and thermal injury during laser and dermatological treatments
(K060407). The intended use was subsequently modified with the Juniper Cooling
Device XTRA (K063715) to include localized thermal therapy (hot or cold) to
minimize pain for post traumatic and/or post surgical pain and to temporarily
relieve minor aches and pains and muscle spasms, as well as for use of the optional
massage function for the relief of minor muscle aches, pain, and spasm and for the
improvement in local circulation and temporary reduction in the appearance of
cellulite.

Another series of device upgrades were implemented in the Juniper CLN1 Dermal
Cooling Device (K072152) to enhance portability, simplify the user interface,
provide a belt applicator with a larger treatment area, and provide a disposable

sleeve both as an interface ( ?) (%) (b)(4)
D o@

The current submission for the Zeltig CLN1 Dermal Cooling Device includes the

following design enhancements:

* avacuum applicator with pulsatile massage,

o useofal bzb()(ﬂ with the Zeltiq gel as the interface between the applicator
sleeve and the skin,

e hardware modifications to include a transmitter system that supports an
accessory pager, and

¢ software modifications with:

o |(0)(4)
o (b)(4)
o a pager for notification of device status (e.g., system error, treatment
complete).
Zeltig Aesthetics Traditional 510(k)
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SECTION 12. EXECUTIVE SUMMARY

There is no change to the intended use, however, in this premarket notification for
the Zeltiq CLN1 Dermal Cooling Device.

Zeltiq Aesthetics
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12.1.

12,2,

INTENDED USE

The Zeltiq CLN1 Cooling Device is intended for use as a skin cooling
device to minimize pain and thermal injury during laser and dermatological
treatments. Alternative uses include skin cooling as a local anesthetic for
procedures that induce minor local discomfort. The Zeltiq CLN1 Dermal
Cooling Device can also provide localized thermal therapy (hot or cold) to
minimize pain for post traumatic and / or post surgical pain and to
temporarily relieve minor aches and pains and muscle spasms. The optional
massage function can also be used for the relief of minor muscle aches, pain,
and spasm and for the improvement in local circulation and in the temporary
reduction in the appearance of cellulite.

The Zeltiq Coupling Gels facilitate thermal contact of the Zeltig CLN1
Dermal Cooling Device with a patient’s skin by mitigating minor variances
in device-to-skin contact.

PREDICATE DEVICE

The Zeltiq CLLN1 Dermal Cooling Device is substantially equivalent in
intended use and mechanism of action to the Juniper CLN1 Dermal Cooling
Device (K072152) and the MediSeb ElfCare thermal therapy device
(K023231). The device is also substantially equivalent to the Cynosure
Triactive Therapeutic massager (K030876). The pager device used in the
Zeltig CLN1 Dermal Cooling Device is substantially equivalent to the
Spacelabs Ultraview Waveform Pager System {(K992749),

Table 1 compares the similarities and differences of the Zeltig CLN1
Dermal Cooling Device and its predicates.

Traditional 510(k)
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SECTION 12.

EXECUTIVE SUMMARY

Table 1. Substantial Equivalence Matrix for the Zeltiq CLN1 Dermal Cooling

Device

Indications for Use

e .. usedto
minimize pain and
thermal injury
during laser and
dermatological
treatments. ..

®  Alternative uses
include skin
cooling as a local

procedures that
induce minor local

discomfort;

e localized thermal
therapy (hot or cold)
to minimize pain for
post traumatic and /
or post surgical
pain;

e for temporary relief

of minor aches and

pains and muscle /
spasms;

temporary
improvement in
local circulation;

e temporarily reduces
the appearance of
cellulite.

anesthetic for e

. same

L same

. same

® same

® same

® same

® same

® same

Flat applicator, with

Skin cooling / Flat or cupped Elatlicator Flat applicator, | slightly protruding
heating applicator, applied ppﬁe d 2 applied rollers at the outer
mechanism topically :gp'wll topically edges, applied
ki topically
Variable, depending
Applicator
: (b)(4) e same 2 on attachment
interface surface (b)(4) 6,500 mm W
area
Zeltiq Aesthetics Traditional 510(k)
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SECTION 12. EXECUTIVE SUMMARY

L
Temperature 2 .
control Thermoelectric e e Laser
mechanism
Treatment DY (7 e same -(10)°C to 20°C to 60°C
temperatures A0 0N 42°C (estimated)
Recommended
Maximum (B () treatment time: 30
recommended (b)(4) e il - axir:lw;:::lu:rc:;tmcm
application time I E——
specified
Yes - electrically Yes-— "
= - 1
Massage Feature powered electrically Y;:’meﬂe(‘;umlzzl ﬁ{e
(vibration or pulsatile powered P
wibsating s
Unit attached to a hand-
held patient interface; . ; lf:;g:; Unit attached to a
General Design optional strap available nee wgp adiustable hand-held patient
for hands-free 2 &] interface
application / ad
Temperature TR L) ® same +1° Al
D B A S
Temperature Computer screen and | e sami/ e same LCD
display LCD
® safme AC/Optional | e same
Power Source AC 7‘5 Hattery
Microprocessor Vs ° /same ® same ® same
controlled
Safety Shut-off Yes — auto shut off RS ¢ seos Yes
Reusable
N
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SECTION 12. EXECUTIVE SUMMARY

Table 2. Substantial Equivalence Matrix for the Zeltig CLN1 Paging Device

lndicatins for Use

To provide a secondary means of * ...to provide A secondary means of
notification and display of system 4

status (e.g., procedure completion,
system error) to mobile health care
providers

of routine patient status and alarm
events

The Iroi unit acts as the server that seryer collects and formats i
collects and formats monitoring data to | monijtoring data
send to the transmitter via an RS§232

Server

port

Transmitter [ (D) (4) (b)(4) | y Flex-Binary paging transmitter that
Inc. that operates on UHF frequency eets site requirement and operates in
(420 — 470 MHz) with synthesized the protected 929-931 MHz paging
frequency and modulation band

Receiver (Pager) | Batterv operated alphanumeric pager by | Battery operated, alphanumeric pager

(b)(4) that stores by Motorola (CP1250) that stores up to
to 99 messages. 43 messages

!

Messages delivered “immediately” Notification occurs within 4 to 8
seconds after an alarm event (for
telemetry and hardwired patients)

_ Receiver (Pager) | e  Stores up to 99 messages ®  Stores up to 43 messages
- e Displays up to 4 lines of téxt, 200 e Displays up to 8 lines of text,
character display zooms in to 4 lines for larger view.

Tsmitter

e Backlighting ¢ Backlighting

e Vibrate and beep ale e User selectable alerts

e  Operates on a single AAA battery | »  Operates on a single AAA battery
° indi e Low battes

indicator

Reule .

|
Zeltiq Aesthetics Traditional 510(k)
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SECTION 12. EXECUTIVE SUMMARY

12.3. PERFORMANCE STANDARDS
No performance standards have been established by the Agency to date that
apply to this device.

12.4. BENCH & ANIMAL TESTING
Bench testing and software validation demonstrate that the Zeltiq CLN1
Dermal Cooling Device| (P) (4) (b)(4) and
(b) (4) (b)(4) The testing also demonstrates
that the optional massage and pager features work within design
specification parameters.

Zeltiq Aesthetics Traditional 510{k)
Zeltig Aesthetics Dermal Cooling Device CONFIDENTIAL 34 of 454

FOI - Page 56 of 686



SECT

ION 13, DEVICE DESCRIPTION

13. GENERAL DEVICE DESCRIPTION

Like the earlier version of the device, the Zeltig CLN1 Dermal Cooling Device is
a thermoelectric device that applies a user selected treatment profile in a
controlled manner to a treatment site. The Zeltig CLN1 Dermal Cooling Device
that is the subject of this submission includes design enhancements that provide:

* avacuum applicator with pulsatile massage, and

o useofa (D)) |with the Zeltiq gel as the interface between the
applicator sleeve and the skin,

* hardware modification to include a transmitter system that supports an
accessory pager, and

» software modifications with:
o [(D)(4)
O =
o a pager for notification of device status (e.g., system error, treatment

complete).

(b)(4)

13.1. SPECIFIC DEVICE DESCRIPTION

The Zeltiqg CLN1 Dermal Cooling Device consists of the following
components:

* Applicator;

* Applicator Sleeves;
Portable control unit containing the control and power systems; and
User Interface,

Like the earlier version of the device, the Zeltig CLN1 Dermal Cooling
Device is a thermoelectric device that applies a user selected treatment
profile in a controlled manner to a treatment site. The Zeltig CLN1 Dermal
Cooling Device that is the subject of this submission includes design
enhancements that provide:

1. An alternate applicator design as an accessory to the Zeltig CLN1
Dermal Cooling Device. This applicator includes the use of a vacuum to
provide the massage feature. The vacuum applicator also draws tissue

into the applicator during the cooling treatment.
2. [(b)(4)

(b)(4)

1| (B)(
(B) (%)

Zeltig Aesthetics

) (b)(4)

(b)(4)

Traditional 510¢k)
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SECTION 13. DEVICE DESCRIPTION

Zeltiq Aesthetics
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13.2.

3. Hardware modification to include a transmitter system for support of an
accessory pager that provides a secondary means of notification and
display of system status to mobile health care providers, and

4. Software upgrades to include enhancements to the user interface

including feedback on:
o |(0)(4)

(b)(4)

o the device status during treatment, such as when the treatment is
complete or if a system error oceur, through use of an optional
pager that notifies the user.

There are no changes to the belt applicator, and its disposable sleeve, or the
coupling gels

THE APPLICATOR

Two applicator designs are available for use with the Zeltiq CLN1 Dermal
Cooling Device, the articulated belt applicator (3-Link and 5-Link) cleared
in the previous 510(k) for the device (K072152) and the vacuum applicator
that is the subject of this 510(k). Both applicators apply cooling or warming
to the treatment site, and both applicators provide the massage function.
The articulated belt applicator provides vibrational massage; the vacuum
applicator provides puisatile massage.

The vacuum applicator draws the skin up between two independently
controlled aluminum plates. The construction and functionality of the plates
are similar to the links of the articulated belt. Each plate houses an
independently controlled thermoelectric cooler (TEC) that provides the
cooling or warming at the skin surface. Vacuum is maintained to hold the
tissue in place while the treatment is applied. Figure 1 shows the vacuum
applicator.

Traditional 510(k)}
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SECTION 13. DEVICE DESCRIPTION

Vacuum button
-~ Green LED
Cancel button Start button
Red LED Blue LED

Figure 1 - Vacuum applicator

The applicator is connected to the control unit by a flexible cable. The cable,
like that of the articulated belt applicator, incorporates the tubing for liquid
exchange between the thermoelectric coolers and the chiller housed in the
control unit, as well as electrical connections.

The top of the vacuum applicator includes three buttons and LED indicators.
The buttons are provided as an optional method to initiate or terminate
treatment and to start and stop the vacuum pump. A blue LED illuminates
when the device is ready to start a treatment application and flashes during
treatment. If a system error is detected, the treatment is automatically
terminated and a red LED illuminates. Operation of the vacuum pump is
indicated by a green LED above the button used to start and stop the vacuum.

13.3. THE APPLICATOR SLEEVE
el (D4
The (b)(4) |
| (b)(4) (b)(4) iT'he sleeve is attached to the

applicator prior to use of the Zeltiq CLN1 Dermal Cooling Device. The

disposable sleeve provides an interface and a physical barrier between the

applicator and the skin. (See Figure 2.) (?) (%) (b)(4) |
|.(b) (4) (b)(4) |
[(P) () o@ |Sleeves are
disposable, single patient use items.| '~/ '™/ (b)(4) lina
(b)(4) (b)(4) |

R

Zeltiq Aesthetics Traditional 510(k)
ltiq Aesthetics Dermal Cooling Device CONFIDENTIAL 37 of 454
FOI - Page %5 of éé%

Q58



SECTION 13. DEVICE DESCRIPTION

Figure 2 — Applicator sleeve placed in vacuum applicator.

13.4. ConNTROL UNIT
The control unit is a portable device that can be easily positioned prior to
treatment. The control unit includes the user interface, chiller, and control
electronics. The control unit also includes a storage area for the applicator,
disposable sleeves, and coupling gel.

The thermoelectric modules in the applicator are controlled and powered by
an integrated controller console. As a safety feature, power to the applicator
will shut off automatically if (b)(4) I
(b)(4)

(b)(4)

o) (b)(4) | The system has been tested for electrical
safety through IEC60601 testing.

(b)(4)
(b)(4)

() (4) (b)(4) |

There is no change to the controller and power supply for the Zeltiq CLNI
Dermal Cooling Device that is the subject of this submission.

13.4.1. USER INTERFACE
Control parameters for the Zeltiq CLN1 Dermal Cooling Device are
entered through a user interface on a touch screen LCD. The touch
screen and color display allow selection of the treatment profile and
display of warnings and errors. During use, the device displays the
current treatment condition| (b) (4) (b)(4) |at the
applicator/skin interface, the preceding treatment condition, and the
remaining treatment time on the user interface screen. There is no
change to these aspects of the user interface for the Zeltig CLNI
Dermal Cooling Device that is the subject of this submission.

Zeltiq Aesthetics Traditional 510(k)
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SECTION 13. DEVICE DESCRIPTION

Enhancements to the user interface have been included in the Zeltiq
CLN1 Dermal Cooling Device. These| (P (%) ()4

(0) (4) (pyay

. |(DILA)

(b)(4)

In addition, an optional paging system has been added to provide a
secondary system to notify staff of system status such as: when a
treatment session is cancelled, procedure completion or system error.
The paging system consists of:

¢ The control unit, which collects and formats monitoring data to

send to| (P) (4) (b)(4)
o [(O)TE)

(b)(4)

13.4.2. DEVICE OPERATION

Complete instructions for use and principles of operation can be
fgogl)n(dﬁri)n Section 15 of this submission. In brief,| () (4)(b)(4)

(b)(4)

(b) (4) (b)(4)

(b) (4)

(b)(4)

(0) (4)

system error occurs.

(b)(4) by the system or a

13.5. INTENDED USE
The Zeltiqg CLN1 Dermal Cooling Device is intended for use as a skin
cooling device to minimize pain and thermal injury during laser and
dermatological treatments. Alternative uses include skin cooling as a local
anesthetic for procedures that induce minor local discomfort. The Zeltiq

Zeltiq Aesthetics Traditional 510(k) o
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SECTION 13. DEVICE DESCRIPTION

CLN1 Dermal Cooling Device can also provide localized thermal therapy
(hot or cold) to minimize pain for post traumatic and / or post surgical pain
and to temporarily relieve minor aches and pains and muscle spasms. The
optional massage function can also be used for the relief of minor muscle
aches, pain, and spasm and for the improvement in local circulation and
temporary reduction in the appearance of cellulite.

The Zeltiq Coupling Gels facilitate thermal contact of the Zeltig CLNI
Dermal Cooling Device with a patient’s skin by mitigating minor variances

in device-to-skin contact.

There is no change to the intended use of the device.

Zeltiq Aesthetics Traditional 510(k}
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SUBSTANTIAL EQUIVALENCE DISCUSSION

14.

1. DOES THE DEVICE HAVE SAME INDICATION STATEMENTS? c.ceooiiisisissiasssrnssseninsisios YES

Zeltig Aesthetics
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SUBSTANTIAL EQUIVALENCE DISCUSSION

The Zeltig CLN1 Dermal Cooling Device is an upgrade to the recently cleared skin
cooling device, the Juniper CLN1 Dermal Cooling Device (K072152). The design
upgrade now includes the use of a vacuum applicator, enhanced user interface
features, and an| () () (b)(4) The Zeltiq CLNI1
Dermal Cooling Device is substantially equivalent in intended use and mechanism
of action to the Juniper CLN1 Dermal Cooling Device (K072152) and the MediSeb
ElfCare thermal therapy device for both hot and cold applications (K023231). The
device is also substantially equivalent to the Cynosure Triactive Therapeutic
massager (K030876) as it includes an electrically powered, pulsatile massage
feature for the temporary improvement in local circulation and the temporary
reduction in the appearance of cellulite. Information on these substantially
equivalent devices is provided in Attachment 14-1 and Attachment 14-2 of this
premarket notification.

The 510(k} “Substantial Equivalence” Decision-Making Process in ODE Guidance
Document #K86-3, Guidance on the CDRH Premarket Notification Review
Program, was used to determine substantial equivalence (see Figure 3). Table 1

compares the attributes of the predicate devices to the Zeltiq CLNI Dermal Cooling

Device. Answers to the relevant questions lead to a determination of substantial
equivalence, as follows:

Yes. The indications for use for the Zeltig CLN1 Dermal Cooling Device are the
same as those for the predicate cooling / warming devices, the Juniper CLN1 Dermal
Cooling Device (K072152) and the MediSeb ElfCare thermal therapy device for both
hot and cold applications (K023231).

All three thermotherapy devices are indicated for local management of pain after
dermatology procedures, trauma or other surgical procedures. When the optional
massage feature of the Zeltiq CLN1 Dermal Cooling Device is employed, the

modified device is also substantially equivalent to the Cynosure Triactive Therapeutic

Massage System (K030876). Both devices can be used for “temporary improvement
in local circulation” and to “temporarily reduce the appearance of cellulite.”

DOES NEW DEVICE HAVE THE SAME TECHNOLOGICAL CHARACTERISTICS,

E.G., DESIGN, MATERIALS, ETC.7 cviveirscrirnsrssssstsossmstsssssnorsansinssssranssssssnsasssisssosssenasses YES

Yes. All three thermoelectric thermotherapy devices are designed to cool the skin.
All three devices remove heat from small predefined areas of the skin using a non-
reactive interface that can maintain| (©) (%) (b)(4) All three
devices use microprocessor controlled thermoelectric components| (D) ({)a)

(bld@) |and all three have a flat electro-thermic electrode patient interface applied

directly to the skin. (0)(4) (b)(4)

Traditional 510(k)
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SECTION 14, SUBSTANTIAL EQUIVALENCE DISCUSSION

(L) (©)4)

(B)%) (0)4) And, like the Juniper CLN1 Dermal Cooling Device
and ElfCare device, the Zeltig CLN1 Dermal Cooling Device can also heat the skin
using a single thermoelectric component. And, finally, like the Juniper CLN1 Dermal
Cooling Device and the TriActive Therapeutic Massage System, the Zeltiq CLNI
Dermal Cooling Device can provide powered massage to the targeted treatment area.

3. ARE THE DESCRIPTIVE CHARACTERISTICS PRECISE
ENOUGH TO ENSURE EQUIVALENCE? «.vvicritieremsssssnsnsenesisssssmsassssssanestsnissesessssssssnneses YES

Yes. The operation of the Zeltiq CLN1 Dermal Cooling Device does not involve a
new technological principle. Device operation and application is the same as the
predicates, and the application parameters do not differ substantially from other
similar devices commercially available in the US.

4. ARE PERFORMANCE DATA AVAILABLE TO ASSESS EQUIVALENCE? wrvvrrsiisercrcnerananss YES

Yes. Bench testing and software validation demonstrate that the Zeltiq CLN! Dermal
Cooling Device () (4) (b)(4) an
area of skin. The testing also demonstrated that both the optional vacuum massage
feature and the pager performed within specifications.

5, DOES THE PERFORMANCE DATA DEMONSTRATE EQUIVALENCE? .uovvciicinersrronssens YES

Yes. Testing confirms that the Zeltig CLN1 Dermal Cooling Device can be used in
an equivalent manner as the predicates.

6. REASON FOR PREMARKET NOTIFICATION?

This premarket notification is being submitted in order to obtain clearance to market
the Zeltiq CLN1 Dermal Cooling Device with a vacuum applicator and user interface
enhancements.

CONCLUSION:

The indications for use for the Zeltiq CLN1 Dermal Cooling Device are the same as the
indications for the predicate devices cited in this application. Technological comparisons
and bench testing demonstrate that the Zeltig CLN1 Dermal Cooling Device is
functionally equivalent to the predicate devices.
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SECTION 14, SUBSTANTIAL EQUIVALENCE DISCUSSION

h -
510(K) “SUBSTANTIAL EQUIVALENCE” DECISION MAKING PROCESS
FOR THE JUNIPER COOLING DEVICE XTRA
Not “substantially
New device is compared to equivalent”
marketed device Determination
Does new device have same Da the diffe alter the intended
indications statement? therapeutic/diagnostic effect?
Yes
y
New device hag same intended use and may be New device has new intended use |——
substentially equivalent under FFDCA
Does the device have the same technological e Do the new characteristics raise new
characteristics, e.g. design, materials, etc...7 fgﬁgg&x:"ﬂmﬁ types of safety or effectiveness
questions?
l Yes
No Are the descriptive characteristics Yes Do accepted scientific methods exist
precise enough 1o ensure for assessing effects of new
l equivalence? characteristics?
e perfnrmam sty Are performance data available to
3“’1']?{;‘“ gl assess effects of new
equivelemge? characteristics? |
Yes
 — Performance
L 2 data required
h 4
Performance Performance data Yes Substantially Performance data demonstrate
data required demonstrate equivalence? Equivalent equivalence?
Not substantially equivalent Not substantially equivalent
Figure 3. Substantial Equivalence Decision Making Process for the Zeltiq CLN1
Dermal Cooling Device.
-
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SECTION 14, SUBSTANTIAL EQUIVALENCE DISCUSSION

ATTACHMENT 14-1. PREDICATE DEVICE INFORMATION — THE ELFCARE DEVICE
(K023231)
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Aadlcd Engineering
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SECTION 14,

SUBSTANTIAL EQUIVALENCE DISCUSSION

and electrotherapy.

<5 Most effective treatment method currently available
as shown in clinical trials.

< Close monitoring of the patient’s progress. The
unit can be programmed to carry out a complete
series of treatments. Elfcare’s recall ability will report
what treatment was actually carried out, and when,

<0 The physiclan can see more patients in less time
as patients can continue treatment at home,

Treatment is supervised y a ﬁl!ﬂed
health professional

=0 Fully integrated software package, including patient
file management, algorithm generation and
management and a professional package of
recommended protocols for use with specific medical
conditions.

Zeltiq Aesthetics
iq Aeslhetlcs Dermal Cooling Device

FOI - Page é@ of 686

< The only system capable of synergising cold, heat

The electrode becomes icy cold

Suitable for treatment on
all areas of the body

=5 state-of-the-art patent-pending t

CONFIDENTIAL

instantaneously as required.
Exact temperature
calibration - no bags, no mess

Self-treatment at home is
easy. No stress, no mess, relax

divectly to the unit via ELFcare’s external
accessory.

synthesize all known algorithms and prot

Traditional 510(k)
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SECTION 14. SUBSTANTIAL EQUIVALENCE DISCUSSION

-
Compact, portable
hand-held unit with
active switchesand
voice options
s can be transmitted
ith heat or cold in multiple
, external power input . :
dctive switches —
communication port —
Treatment in the gym or on
the sports ﬂcld no ice n«dad
Nt
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D Ak

_Mediseb..

edical Engineering

Mediseb Ltd 6 Galgaley Ha'plada st,
P.O.B. 12678, Herzlia, 46733, Israel
Tel: +972-3-950-0885; Fax: 4972-9-950-0886
Emait segev@mediseb.com
hetp/ rwww. mediseb.com
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SECTION 14. SUBSTANTIAL EQUIVALENCE DISCUSSION

ATTACHMENT 14-2. PREDICATE DEVICE INFORMATION — CYNOSURE TRIACTIVE
THERAPEUTIC MASSAGER (K030876)
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SECTION 14, SUBSTANTIAL EQUIVALENCE DISCUSSION

-
- — . -
110 Vac - 3 & imay
47" 120 ow (A - 197 8 cm) VD= DREEN
|
88 Ibs (40 k5 i f'g_
MAIN APPLICATIONS
» MINIMIZE CELLULITE
* PRE AND POST-LIPOSUCTION PROCEDURES
*» FACIAL SMOOTHING OF CELLULITE
* BODY SMDOTHING OF CELLULITE
* ENHANCES MICROCIRCULATION c e
* THERAPEUTIC MASSAGE 0459
\/
www.cynosurelaser.com
www.laserfacial.biz
) (T 3=}
E 1
:
g Cynosure, Inc.
2 10 Elizabeth Drive
- Cheimsford, MA 01824 USA
: Tel 978-256-4200
:E; Tol-Free: BOO-BB6-2966
9 Fax: 978256 6556
—
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SECTION 14. SUBSTANTIAL EQUIVALENCE DISCUSSION

- B OBJECTIVE:
' a perfect figure. (o)

T ieActiva is the resukt of DEKA ‘s new techriology based on

the combination of three different methods capable of restoring

a normal balance to your skin. SMOOTHING AND TONING
This treatment is designed to dramatically reduce the appearance

of cellulite through the combined action of a localized cooling

system, rhythmic massage and deep laser stimulation.

!

e

" RESULT:
a body e

always in shape.

{/ Cellulite and Darmodynamic method.
e g

The deep massaging and stimulating action on the subcutaneous
tissue allow toxin elimination and tissue oxygenation, thus creating
a smoother appearance of the skin.

STIMULATION
The laser action stimulates

N blood micro circulation within
the veins and arteries while
also increasing lymphatic
capacity.
-~ COOLING
Cryotherapy aids in cellulite
reduction by reducing oedema
MASSAGE
A penetrating massage stimulates
lymph-drainage that provides
greater elasticity and flexibility
o the skin.
TRI-ACTIVE.
A THREE-FOLD ACTION
AGAINST CELLULITE.
N~
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ATTACHMENT 14-3. PREDICATE DEVICE INFORMATION — ULTRAVIEW CLINICAL
MESSENGER (K992749)
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SECTION 14,

SUBSTANTIAL EQUIVALENCE DISCUSSION

Ultraview™
Clinical
Messenger
Wireless Alarm
& Waveform

91841

u Alarm notification 1o pagerin 410 8
seconds

w [Displays up 1o 12 seconds of the
alamed waveform for any monitored
parameter

® Receives broadcasts of vital signs al
user-specified intervals to aid in
remote monitoring of acule patients

a Wavelomrs and alarms from
slanrlab;le devices comnected via
Flexport” systom inlerface

& Second Messenger” leature helps
ensire quick response

u Operates int the protected 926-931 MHz
paging band

a High-resolution LCD display - hot for
diagnosis

m Stores alarm and waveform
information for later retrieval

u Easydo-urse Windows-based
administration module

n Compact size

SPECIFICATIONS

The Ultraview Clinical Messenger Wireless Altarm
and Waveform Messaging System provides
caraglvers mability with alarm notification.
Typically, notification occurs within 4 to 8 seconds
after an alarm event (for tetemetry and hardwired
patients). The system provides an audio and/or
vibrating alert along with a series of displays that
show patient identtfication, alarm parameters, and
up to & 12-second waveform snapshot. The
Utraview Second Messenger featurs allows
alarms to escalate fo altemate caregivers if
alarms are not addressed in a specific time
peried. Users may alsc scheduie patient status
updates for dispatch o a repeating basts If

The administration module enables convenient
assignment of patients to caregivers from any
locatlon on the network, including
WIinDNA®-enabied Ultraview 1700 and Universal
Clinical Workstations (UCW®),

intended tise — The Ultraview Clinical
Messanger Wireless Alarm and Waveform
Messaging System is designed to interface with
the Spacslabs Medical monitoring network to
provide a secondary means of notification and
display of patient alarm information to mobile
health care providers. Tha device Is indicated for
use in real-time monitoring of routine patient
status and alarm events. The messaging system

Messaging System

desired.
Page 1012
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SUBSTANTIAL EQUIVALENCE DISCUSSION

Ultraview
Clinical
Messenger
Wireless
Alarm &
Waveform
Messaging
System
91841
]

Spacelabs Medical, Inc,

15220 W E. 40th Street
P.C. Box 97013

Redmond, WA 680739713
Telephone (425) 882-3700
Fax: (425) 885-4877

Telex: 4740085 SPL W

Ultraview, Second dMessenger,
Flexport, UCW and WinDNA are
frademarks of Spacelabs
Medical, inc.

Cther brands and product
names are trademarks of their
respective owners

All specifications are subject lo
change wathou notice

www.spacefabs_com
© Spacetabs Medical, Inc. 2001

061-1079-00 Rev. € 052001

SPECIFICATIONS

Is intended to serve as a parallel. redundant
mechanism to Inform the clinical siaff of patient
events.

The Clinicat Messenger system serves as a
secondary alarm in any hospital snvironment
currently using or intending to use a Spacelabs
patient-monitoring netwerk. The Clinical
Messenger system supplements the primary
patient-monltoring system by providing a
forwarding mechanism for announcing anct
displaying patient alarm events and the critical
information assoclated with the events — including
parameter values and waveforms, The pager
pravides an audio or vibrating atert along with a
serles of displays showing patient identification,
alarm parametars and waveform snapshot,

The Ultraview Clinical Messenger Wireless
Alarm and Waveferm Messaging System Is
a secondary alarm. it does not replace the
primary alarm function on the monitor.

HARDWARE REQUIREMENTS:
Pagers and Transmitter System —

Motorola CP1250 Advanced Information Services
World Messaging Pagers.

The pager transmitter system must be Flex-Binary
protocol capable. Other raquirements for the
pager transmitter and antenna are site-specific. A
site survay is performed to determine coverage
area and system requiraments.

Clinical Messenger System =
Clinical Messenger server
Clinical Messenger Flex Encoder server
Flex-Binary paging transmitter
Mahitor
Keyboard
Mouse
Switch box
Network and serial connections

All hardware for use with the Ultravrew Clinical
Messenger Wirelsss Alarm and Waveforn Massagmyg
System must meet all federal and intermational
standards pertaining to electromagnetic emissions and
terferance

Page 2 of 2
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SECTION 15, PROPOSED LABELING

15. PROPOSED LABELING
The following sections contain:

+ The proposed labeling and instructions for use for the Zeltiq CLN1 Dermal
Cooling Device (Attachment 15-1 and Attachment 15-2, respectively);

* The proposed labeling and instructions for use for the Zeltiq Vacuum Applicator
Single Patient Use Sleeve Directions for Use — (Attachment 155-3 and
Attachment 155-4, respectively)

Zeltiq Aesthetics Traditional 510{k)
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SECTION 15. PROPOSED LABELING

ATTACHMENT 15-1. PROPOSED LABELING FOR THE ZELTIC CLNI DERMALCOOLING
DEVICE
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SECTION 15. PROPOSED LABELING

ATTACHMENT 15-2. PROPOSED INSTRUCTIONS FOR USE FOR THE ZELT1Q CLN1
DERMAL COOLING DEVICE
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PL10691 Rev C

Zeltiq CLN1 Dermal Cooling Device
Directions for Use

CAUTION: Federal (USA) law restricts this device fo sale by or on the order of a
physician,

Zeltiq Aesthetics, Inc.
4698 Willow Road
Pleasanton/ CA 94588
(925) 474-2500

Molenstraat 15
13 BH, The Hague
The Netherlands

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.

CONFIDENTIAL 1
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Pages 83 through 100 redacted for the following reasons:

User Manual, not distributed publicly, b4



SECTION 15. PROPOSED LABELING

ATTACHMENT 15-3. PROPOSED LABELING FOR THE ZELTIQ VACUUM APPLICATOR
SINGLE PATIENT USE SLEEVE

Zeltiq Aesthetics Traditienal 510(k)
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Manufactured at: 4698 Willow Road
Pleasanton, CA 94588

www.zeltig.com
(D)%)

(b)(4)

Traditional 510(k)
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SECTION 15, PROPOSED LABELING

ATTACHMENT 15-4, PROPOSED DIRECTIONS FOR USE FOR THE ZELTIQ VACCUM
APPLICATOR SINGLE PATIENT USE SLEEVE
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Vacuum Applicator Single Patient Use Sleeve and Gel Pad DFU DR 10862-B

Zeltiq Aesthetics Vacuum Applicator Single Patient
Use Sleeve
Directions for Use

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

Zeltiq Aesthetics, Inc.
4698 Willow Road
Pleasanton, CA 94588

Authorized Representative:
Emergo Europe
Molenstraat 15

2513 BH, The Hague

The Netherlands

Phone: +31.70.345.8570
FAX: +31.70.346.7299

CONFIDENTIAL i
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SECTION 16. STERILIZATION & SHELF LIFE

16. STERILIZATION & SHELF LIFE

The Zeltiqg CLN1 Dermal Cooling Device, including the applicators and disposable
sleeves, are not sold sterile. The shelf life for the disposable sleeve is 6 months.
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SECTION 17. BIOCOMPATABILITY

17.

Zeltiq Aesthetics
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL 91 of 454
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BIOCOMPATIBILITY

17.1. ZELTIQ CLN1 DERMAL COOLING DEVICE
The only new patient contacting materials introduced in the design upgrade to the
Zeltig CLN1 Dermal Cooling Device are the| (b) (4) (b)(4)

(b)(4) (b)(4) lused with the coupling gel at the
interface between the applicator and the skin. Both of these materials have a long
history of use in medical devices and, therefore, fuil biocompatibility testing was
not repeated by Zeltiq.

(b) (4) (b))

(b) (4) (b)(4) The material has a long
history of use not only for short-term external applications such as the intended use
of the applicator sleeve but also for permanent implants. Therefore, only a
cytotoxicity test was performed on a/ (D) (4) (b)(4) the applicator
sleeve. Using the ISO Elution Method {ISO 10993), the sample showed no
evidence of any cell lysis or toxicity; see Attachment 17-1 for a copy of the test
report.

(b) (4)
(b))

(o) (b)(4)

Traditional 510(k)
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SECTION 17. BIOCOMPATABILITY

ATTACHMENT 17-1 TR-044 BIOCOMPATIBILITY TESTING OF LDPE FROM BLOOMER
PLASTICS
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Zeitig Aesthetics Dermat Cooling Device CONFIDENTIAL 92 of 454

™3
FOI - Page 114 of 686



. aya . (b)(4)
Biocompatability testing of (b)(4)
b) (4
Plow V2 SPUS
TR-044
P Ve
20-Dec-07
(b)(4)
(b)(4)
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TR-030 (0) t(ay

1. Summary
(b) (4)

(b)(4)

2, Purpose

(b) (4)
(b)(4)

3. References
(b) (4) (b)(4)

4. Backaround
(b)(4)

(b)(4)

5. Methods
(0 (%) (b))

6. Results
7 oyay

7. Conclusions
(b) (4)
(b)(4)

Zeitiq Aesthetics Confidential Page 2 of 2
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TEST FACILITY:

REPORT

SPONSOR:

(b) (4)
(b))

COMFIDENTIAL

(b) (4)

Zeltiq Aesthetics
Zeltiq Aesthetics Dermal Cooling Device
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Zeltiq Aesthetics

4698 Willow RoadSuite 100
Pleasanton , CA 94588

STUDY TITLE:

Cytotoxicity Study Using the ISO Elution Method
(1X MEM Extract)

TEST ARTICLE:

O (b)ca)

IDENTIFICATION NO.:

(0) (4 pya)

(b)(4)

Traditional 510(k)
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Summary

(b)(4)
(b)(4)
(b) (4)
(b)(4)
(b)(4)
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1. introduction

Purpose

Th:l:est article idantified hetow was extracted, and the extract was subjected to an /n witro cytotoxicity study for biocompatibility
based on the requirements of the Internationnl Organization for Standardization 10993: Bialogical Evaluation of Medical
Devices, Part 5: Tests for Cytotoxicity: in virro Methods. The test was performed to determine whether leachables extracted
from the material would cause cytotoxicity.

Dates
The test article was received on August 20, 2007. The cells were first exposed to the extract August 23, 2007, and the
abservations wera concluded an August 25, 2007.

2, Materlals

The test article provided by the sponsor was identified and handied as follows:

Test Article: Item 015-10-B

Identification No.: Caode Item 015-10-B

Storage Condilions: Room Temperature

Extraction Vehicle: Single strength Minimum Essential Medium supplemented with 5% serum and
2% antibjotics (1X MEM}

Test Article Preparation: Based on the ISP ratio of 120 cm*:20 ml, a 60 cm’ portion of the test article was covered
with 10 ml of IX MEM. A single preparation was extracted with agitation at 37°C for
24 hows,

Negative Control Preparation: b)(4
: P (B) () _
((b)(4)L)! The preparation wes subjected to the extraction conditions previously described
for the test article.

Reagent Control Preparation: A single aliquot of 1X MEM without test material was subjecied to the same extraction
conditions as described for the test article.

Positive Control Preparation:  The current NAMSA positive control,[ (D) () (p)(4) wes used. Based om
the USP ratio of 60 cm®20 ml, 2 single 29.6 cm® pertion of the control material was covered
with 2.9 ml of IX MEM and extracted with agitation at 37°C for 24 howrs,

Condition of Extracts: Test: Clear
Reagent Control; Clear
Negative Control: Clear
Positive Control: Clear

3. Test System

Test System Management

L~528, mouse fibroblast cells, (ATCC CCL 1, NCTC Clope 929, of strain L, or equivalent source) were propegated and
maintained in open wells containing single strength Minimum Essential Medium supplemented with 5% serum and

2% antibiotics (1X MEM) in a gaseous eavironment of 5% carbon dioxide (CO,). For this study, 10 cm® wells were seeded,
labeled with pessage number and date, and incubated at 37°C in 5% CO; to abtain sub-confluent monolayers of cells prior to use.
Aseptic procedures were used in the handling of the cell cultures following approved NAMSA Standard Operating Procedures,

4, Methods

Triplicate culture wells were selected which contained & sub-confluent cell monolayer. The growth medium contained in
triplicate cultures was replaced with 2 mi of the lest extract. Similarly, triplicate cultures were replaced with 2 mi of the reagent

(b)(4)
(b)(4)
Zeltiq Aesthetics Traditional 510(k)
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(0) (4)

(b)(4)

5. Results
(b)(4)

(b))

6. Conclusion
(b)(4)

(b)(4)

7. Records
(b)(4) (b))

8. References
(b)(4)

(b)4)

(b)(4)
(b)(4)
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Appendix 1 - Reactivity Grades For Elutlon Testing

(b) (4)
(b)(4)
(b) (4)
(b)(4)
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SECTION 18. SOFTWARE

18. SOFTWARE

The Zeltig CLN1 Dermal Cooling Device software has two components: the
Control Unit and the Applicator.

The Control Unit software provides the user interface to select a treatment profile
and apply treatment. It controls the chiller (housed within the control unit) and the
Applicator. The Control Unit| (b) (4) (b)(4) i

(b)(4) (b)(4) A data
logging service is also provided by the Control Unit.

The Applicator software responds to commands from the Control Unit| (Ph{4)
(b)(4)
(b)(4)

Communication must be maintained between the Control Unit and Appiicator for
treatment to start and continue.

Key changes to the Zeltiqg CLN1 Dermal Cooling Device software from that of the
predicate includes:

e [(D)(4)
(b)(4)

(hp)(#) Tand

* Use of an optional pager that notifies the user of device status during
treatment such as when the treatment is complete or if a system error
OCCUrs,

A full software validation was conducted to assure that these changes were properly
implemented. A copy of the validation report can be found in Attachment 16-1.

18.1. LEVEL OF CONCERN

The level of concern for the Zeltig CLN1 Dermal Cooling Device is moderate.
Operation of the device via the associated software directly affects the patient
and/or operator such that failures or latent design flaws could result in a non-serious
{(minor-moderate) injury to the patient and/or operator.

Documentation provided in support of the software modifications incorporated into
the Zeltig CLN1 Dermal Cooling Device is in compliance with the Guidance for the
Content of Premarket Submission for Software Contained in Medical Devices (May
11, 2005) for a moderate level of concern determination. This documentation is
described in the following sections with complete documents provided, when
required, as appendices.
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SECTION 18. SOFTWARE

18.2. SOFTWARE DESCRIPTION

The software is described in DR10051, Software Design Description, included as
Attachment 18-1. The major processors in the Zeltig CLN! Dermal Cooling
Device include:

o [(D)(4) (b)(4)
o« [(B(E) (b)(4) interfaces between thel(b)t4) and the rest
of the system hardware

The|(bjt4)l and (8)(%) comprise the Control Unit.

e | (D)(4) b)a - control overall applicator functions

o |(D)(4) (b)a) — (@)@ | control TEC heating and cooling

The| (P) (4) )4 and (D) (4) )4 comprise the Applicator
software.

18.3. DEVICE HAZARD ANALYSIS

The hazard analysis consists of both a System Hazard Analysis (SHA), DR 10320,
included as Attachment 18.2, and a Failure Modes Effects Analysis (FMEA),
DR10622, included as Attachment 18.3. All identified risks have been mitigated to
a level that is acceptable.

18.4. SOFTWARE REQUIREMENTS SPECIFICATION
See Zeltiq document DR10020, CLN1 Software Requirements Specification,
Attachment 18-4.

18.5. ARCHITECTURE DESIGN

The software architecture design is included in Zeltiq document DR10051, CLN]1
Software Design Description, as Figure 1. This document is included in
Attachment 18-1

18.6. TRACEABILITY ANALYSIS

The software traceability analysis is discussed in Zeltiq document TR-050, CLN1
SW Release 08 Verification Test Report. Software requirements that trace to code
resulted in a code inspection to ensure that the requirements were met. The code
inspection is tabulated in TR-050, included in Attachment 18-5.

18.7. SOFTWARE DEVELOPMENT ENVIRONMENT

The software development environment is described in Section 6.4 of Zeltiq
document DR10013, CLN1 Software Development Plan. Document DR10013 is
included in Attachment 18-7.
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SECTION 18.

SOFTWARE

18.8. SOFTWARE VERIFICATION AND VALIDATION (V&V)

The software V&V test plan is described in Zeltiq document DR10690, CLNI1
Software Verification Procedure Specification. This document is included as
Attachment 18-6. The results of the V&V are included as Section 7 in Zeltiq
document TR-050, CLN1 SW Release 08 Verification Test Report. This document
is included in Attachment 18-5.

18.9. REvISION LEVEL HISTORY LOG
The revision level history log is described in Table 3 below.

Table 3. Software Revision History Log.

S;{)j;zze CO Efg::tt;ve V&V Key Additions / Changes
05 00118 | 11 July 2007 | TR-10710 | Initial release
06 00134 | 14 Aug 2007 | TR-033 | Add Vacuum applicator feature |
07 00171 | 02 Oct 2007 | TR-040 [/ (BT
(b)(4)
08 00242 | 11 Jan2008 TR-050 | Current release described in this
section

18.10. UNRESOLVED REMAINING SOFTWARE ANOMALIES

There are no unresolved anomalies that represent any patient or operator hazards.
The remaining unresolved software anomalies, caller deferred Software Correction
Request (SCRs), are listed in Section 8 of TR-050, CLN1 SW Release 08
Verification Test Report, included in Attachment 18-5.
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SECTION 18. SOFTWARE

ATTACHMENT 18-1. SOFTWARE VALIDATION : DR10051, CLN1 SOFTWARE DESIGN
DESCRIPTION
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Juniper Medical - Confidential and Proprietary

Part Number: DR-10051 Revision: A Page 1 of 22
Title: CLN1 Description, Software Design
Author / Revised by: Approved By: Date:
[ (D) (4) " pya) December 19, 2007
Project:
CLN1
Title:
CLNI Description, Software Design
Revision co# Approval | Effective Description
Date Date
02 CO-00125 | 7/25/07 712507 Update to reflect current design.
A CO-00215 | 12/19/07 11/20/07 Rev A Release
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Part Number: DR-10051 Revision: A
Title: CLN1 Description, Software Design
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Part Number: DR-10051 Revision: A Page 3 of 22
Title: CLN1 Description, Software Design
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Part Number: DR-10051 Revision: A Page 5 0of 22
Title: CLN1 Description, Software Design
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Juniper Medical — Confidential and Proprietary

Part Number: DR-10051 Revision: A Page 6 of 22
Title: CLN1 Description, Software Design
- (b)(4)
(b)(4)
| -
Figure 1| (b)(4) | Software Architecture Overview
-
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Title: CLN1 Description, Software Design
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Title: CLN1 Description, Software Design

(b)(4)
(b)(4)
¥
Zeltig Aesthetics Traditional 510(k)
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL 112 of 454

333
FOI - Page 134 of 686



Juniper Medical - Confidential and Proprictary

Part Number; DR-10051

Revision: A

Title: CLN1 Description, Software Design
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Part Number; DR-10031 Revision: A Page 10 of 22
Title: CLN1 Description, Software Design
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Part Number: DR-10051 Revision: A Page 14 of 22
Title: CLN1 Description, Sofiware Design
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Title: CLN1 Description, Software Design
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Part Number: DR-10051 Revision: A Page 16 of 22
Title: CLN1 Description, Software Design
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SECTION 18. SOFTWARE

ATTACHMENT 18-2. DR10320, SYSTEM HAZARD ANALYSIS (SHA)
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SECTION 18. SOFTWARE

ATTACHMENT 18-3. DR10622, FAILURE MODES AND EFFECTS ANALYSIS
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SECTION 18. SOFTWARE

ATTACHMENT 18-4. DR10020, SOFTWARE REQUIREMENTS SPECIFICATION
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Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL 445 of 454
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Verification Test Report

tywj| Vacuum Applicator Disposable
TR-031

Zeltig Aesthetics, Inc.
11-Sep-07

(b) (4)

(b)(4)

Zeltiq Aesthetics Traditional 510(k) .
Zeltig Aesthetics Dermal Cooling Device CONFIDENTIAL 446 of 454 g /C -7
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1. Summary

TR-031

(b)(4)

(b))

N

. Purpose

(0)(4)

(b))

3. References

(0)(4)

(b)(4)

4. Background

(0) (%)

(b)(4)

5. Methods

(b)(4)

(b)(4)

Juniper Medical

Zeltig Aesthetics
Zeltiq Aesthetics Dermal Cooling Device
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6. Results
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SECTION 21, PERFORMANCE TESTING - ANIMAL

21. PERFORMANCE TESTING - ANIMAL
(D) (4) (b)(4)

Zeltig Aesthetics Traditional 510(k) Q e
Zeltig Aesthetics Dermal Cooling Device CONFIDENTIAL 454 of 454 B } J
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£ _ Food and Drug Administration
g C Office of Device Evaluation &
B _ Office of In Vitro Diagnostics

o COVER SHEET MEMORANDUM
From: Reviewer Name . ‘7‘

i

Subject: 510(k) Number CosOLLY / S
To: The Record

e
Please list CTS decision code '
0 Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

http://ercom. fda.qgovieRocomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/0 5631/Screening%20Checklist%207%
202%2007.doc )

0 Hold (Additionghnfdrmation or Telephone Hold).
}g Final Decisiony(SE, /SE with Limitations, NSE, Withdrawn, etc.).

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

Indications for Use Page Altach IFU
510(k) Summary /510(k} Statement  Aftach Summary
Truthful and Accurate Statement. Must be present for a Final Decision
Is the device Class Ii1? :
If yes, does firm include Class |lI Summary’? Must be present for a Final Decision
Does firm reference standards?
(H yes, please attach form from http://www.fda.gov/opacom/moarechoices/fdaforms/FDA-
3654.pdf)
ls thls a comblnatlon product? :
(Please specify category , see LA
http://eroom.fda.gov/eRoomReq/Files/CDRH3/CDRHPremarketNotifications10kProgram/0_413b/CO
MBINATION%ZOPRODUCT%ZOALGORITHM%ZO( REVISED%203-12- 03) DOC
Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http://www.fda.qgov/cdrh/ode/guidance/1216.htm!)
Is this device intended for pediatric use only? X
Is this a prescription device? {If both prescription & OTC, check both boxes.) X
Is clinical data necessary to support the review of this 510(k)? '
Did the application include a completed FORM FDA 3674, Certification with Requirements of 3{
ClinicalTrials.gov Data Bank?
(If not then applicant must be contacted to obtain completed form. )
Does this device include an Animal Tissue Source? - X
All Pediatric Patients age<-—21 X
Neonate/Newborn (B|rth to 28 days) X
Infant (29 days -< 2 years old) o=
Child (2 years -< 12 years old) X
Adolescent (12 years -< 18 years old) X
Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this
group, different from aduits age 2 21 (different device design or testing, different protocol K
procedures elc.)
Transitional Adolescent B (18 -<= 21, No special considerations compared to aduits => 21 years .
old)
Nanotechnology e e <
Rev. 7/2/07
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Is this device subject to Section 522 Postmarket Surveillance? . Contact OSB.
(Postmarket Surveillance Guidance, ' 5 ‘
hty Jwww, fda ov/cdrh/osbiguidance/316.htmi )

Is thls dewce subject to the Tracklng Regulatlon? (Medlcal Device Tracking " Contact OC.
Guidance, http://iwww.fda.govicdrh/comp/guidance/169.html)
Regulation Number Class* Product Code

L[ CFR. 878 ¢#lo T GEX | (o EH

(*If unclassified, see 510(k} Staff)

Additional Product Codes: ZLo 2

Review: R GSDR 5'/1 /0?
{Branc@ (Branch Code) (Daté)

Final Review: W Al /%/L ﬁv’ LB, < / 2,—/267
(Division Diregfor) (Dgte) *

FOI - Page 478 of 686



TRVICE
» S S.p,
o )

of WEALTY
& 4,

W

C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard
Rockville, MD 20850

Premarket Notification [510(k)] Review
Traditional

K080118/S2

Date: April 30, 2008
To: The Record Office: ODE
From: Long Chen, Ph.D. Chemical Engineer Division: DGRND/GSDB

510(k) Holder. Zeltig Aesthetics, Pleasanton, CA

Device Name: Zeltiq Aesthetics CLN1 Dermal Cooling Device
Contact: Donald V Johnson, VP Operations, Regulatory, & Quality Affairs
Phone: | (P) (48)a)
Fax:| (D) (()a)
Email: (b)(4) (b)(4)

. Purpose

The 510(k) holder would like to introduce the subject modified Zeltiq Aesthetics CLN1 Dermal Cooling
Device into interstate commerce.

This device has been previously cleared as Juniper CLN1 Dermal Cooling Device (K072152). In this
submission, the sponsor has made an upgrade to the accessories and software. In addition, the
sponsor noted that Juniper Medical, Inc. has changed the company name to Zeltig Aesthetics, Inc. as
of July 31, 2007.

This device is for use as a skin cooaling device to minimize pain and thermal injury during laser and
dermatological treatments. It can also provide localized thermal therapy (hot or cold) to minimize pain
for post traumatic and/or post surgical pain and to temporarily relieve minor aches and pains and
muscle spasms. [n addition, the massage function can be used for the relief of minor muscle aches,
pain and spasm and for the improvement in local circulation and temporary reduction in the
appearance of cellulite. According to the sponsor, the upgrade was implemented

» toinclude a vacuum applicator that provides pulsatile message;

e ifousea (%Rl)(, @)(5) with the Zeltig gel as the interface between the applicator sleeve and the

skin;
+ to modify the hardware and software to include a transmitter system that supports a pager.

The sponsor indicated that the treatment parameters will be the same as the predicate, Juniper CLN1
Dermal Cooling Device (K072152). This includes the treatment temperature | (D) (6)4), (o) °) | the
maximum apbilication time from| ( ")), (0)(5)) (| and the maximum applicator interface surface area
of | [(B)(4y b)(S) IThe range of the vacuum pressure will be from (B)afHo)s) P} The verification test for
the vacuum applicator was conducted and the results are also provided.

(b) (4)
(b)(4)
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(b)(4) (b)(4) It was agreed that we should asked the sponsor to
separate out the recommended treatment procedure based on the indications, specifically in three
categories: for minimizing pain and thermal injury during laser and dermatological treatments, for
hot/cold therapy, and for massage therapy. Subsequently, the submission was put on hold again on
March 28, 2008 for further information on substantial equivalence, directions for use and Zeltiq
coupling gel.

This subject supplement (K080118/S2) received on April 28, 2008 is in response to this additional
information request. In this supplement, the sponsor has adequately responded to all the deficiencies.
An SE is recommended.

Il. Administrative Requirements

Indications for Use page (rndicate if: Prescription or OTC) X
Truthful and Accuracy Statement X
510(k) Summary or 510(k) Statement ” X
Standards Form

The sponsor has provided the required certification of compliance for clinical trials (Form 3674). No
clinical data has been referenced by this submission.

lil. Device Description

Is.th.e device life-supporting or life sustaining? | X
Is the device an implant (implanted longer than 30 days)? X
Does the device design use softwa're? X

Is the device sterile? X
Is the device reusable (not repfocessed single use)?

Are “cleaning” instructions included for the end user? X

The Zeltiq CLN1 Dermal Cooling Device consists of the following components:
Applicators;

Applicator Sleeves;

Portable control unit containing the control and power system; and

User Interface.

This device is a thermoelectric device that applies a user selected treatment profile in a controtled manner
to a treatment site. It includes design enhancements to the predicate, Juniper CLN1 Dermal Cooling
Device (K072152), as follows:

* An alternate vacuum applicator design. It includes the use of a vacuum to provide the massage

feature. The vacuum applicator also draws tissue into the applicator during the cooling treatment.

» Inclusion of a| (Di8)f4)  for use with the coupling gel.

* Hardware modification to include a transmitter system for support of an accessory pager.

¢ Software upgrades to include the enhancements to the user interface.

The Zeltiq CLN1 Cooling Device, including the applicators and disposable sleeves, are sold non-sterile.
Cleaning instruction is included in the Direction for Use: Zeltiq CLN1 Dermal Cooling Device.
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lll. Indications for Use

The Zeltig CLN1 Cooling Device is intended for use as a skin cooling device to minimize pain and thermal
injury during laser and dermatological treatments. Alternative uses include skin coaling as a local
anesthetic for procedures that include minor local discomfort. The Zeltiq CLN1 Cooling Device can also
provide localized thermal therapy (hot or cold) to minimize pain for post traumatic and/or post surgical
pain and to temporarily relieve minor aches and pains and muscle spasms. The optional massage
function can also be used for the temporary relief of minor muscle aches, pain, and spasm, for temparary
improvement in local circulation and temporary reduction in the appearance of cellulite.

The Zeltiq Coupling Gels facilitate thermal contact of the Zeltiq CLN1 Dermal Cooling Device with a
patient’s skin by mitigating minor variances in device-to-skin contact.

This indication statement is the same as that of the predicate, Juniper CLN1 Dermal Cooling Device
{K072152). No change in the intended use also.

IV. Predicate Device Comparison

The sponsor has proposed the following predicates: Juniper CLN1 Dermal Cooling Device (K072152),
MediSeb ElfCare thermal therapy device (K023231) for the intended use and mechanism of action:
Cynosure Triactive Therapeutic massager (K030876) for the massager; Cynosure Triactive Therapeutic
Massage System (K030876) and LPG USA (K990445) for the vacuum applicator and Spacelabs
Uttraview Waveform Pager System (K992749) for the pager.

The sponsor has updated the substantial equivalence comparison table to include the comparison of the
indications for use, principle of operation, function and features with additional predicates, LPG USA,
K990445, and Syneron Vesasmooth, KO70092 (Attachment 1, K080118/S2). This revised comparison
table has the predicate, Juniper CLN1 Dermal Cooling Device (K072152) with the same indication for the
temporary reduction of cellulite appearance It is noted that the Syneron predicate (K070092), and LPG
predicate (K990445), although, have the temporary reduction of cellulite appearance indication, they do
not have the heating and cooling functions together with the massager. The Cynosure predicate
(K030876) includes| (D) ()a) sources for heating.

The sponsor also updated the substantial equivalence comparison table (Table 2, K0801 18/81) to
include the comparison specific to the pager system {Spacelabs Ultraview Waveform Pager System,
K992749). It compares the indications, principle of operation, and design features.

The proposed device is SE in indications, design configuration, method of operation, and functions to its
predicates. The subject device does not change the fundamental scientific technology and do not raise
new questions of safety or efficacy.

V. Labeling

The sponsor has provided the package labels and revised Directions for Use for the following:
» Zeltig CLN1 Dermal Cooling Device
+ Zeltiq Aesthetics Vacuum Applicator Single Patient Use Sleeve

The sponsor has revised the directions for use (Attachment 2, K080118/S2) to include the general

treatment oroce)dure for different indications. in the followina three cateaories| (0) (%) i) v,
(D) (4, (b)(5

(b)(4), (b)(5)

The labeling are found to be adequate.

VI. Sterilization/Shelf Life/Reuse
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The Zeltiq CLN1 Coolina Device, including the applicators and disposable sleeves, are sold non-sterile.
The sleeves and| \(b)4). b)(s) | are intended for single use and are disposable after each procedure.

VIl. Biocompatibility

According to the sponsor, the only new patient contacting materials introduced in this design upgrade are
(D) (4) (b)(@) and the| (P) (%)) used with the
coupling gel at the interface between the applicator and the skin.

(b) (4)

(b)(4)

VIII. Software
Version:  Rev. 08, Jan 11, 2008
Level of Concern: Moderate
Software description: (Attachment 18-1) | X
Device Hazard Analysis: (Attachments 18—2 .and 18-3) | N X
Software Requirements Specifications; (Attachhénf 18-4) X
Architecture Design Chart: (Attachment 18-1) X
Design Specifications: (Attachment 18-1) X
Traceability Analysis/Matrix: (Attachment 18-5) X
Development: (Attachment 18-7) X
Verification & Validation Testing: (Attachments 18-5 and 18-6) X
Revision level history: (page 103) X
Unresolved anomalies: (Section 8, Attachment 18-5) | N X

The changes in the software from that of the predicate, Juniper CLN1 Dermal Cooling Device (K072152)
include the following:
o [(D)(4)

(b)(4)

¢ Use of an optional pager that notifies the user of device status during treatment such as when the
treatment is complete or if a system error occurs.

VIl Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

The sponsor stated that the following electromagnetic and electrical safety testing is being conducted:
(b)(4), (b)(5)

(b)(4), (b)(5)

IX. Performance Testing — Bench

1O
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The sponsor has conducted the verification tests for the vacuum applicator and the disposable sleeves.
Test results are provided (Attachments 20-1 and 20-2, K080118).

X. Performance Testing — Animal

Xl. Performance Testing — Clinical

Xil. Substantial Equivalence Discussion

Yes No

1. Is Product A Device X If NO = Stop, see 510(k) staff
2 1Is De.vice Subject To 510(k)? X If NO = Stop, see 510(k) staff
3. Same Indication Statemlent? X IfYES=GoTo5
4. Do Differences Alter The Effect Or Raise New If YES = Stop NSE

Issues of Safety Or Effectiveness?
5. Same Technological Characteristics? | X | fYES=GoTo7
6. Could The New Characteristics Affect Safety Or fYES=GoTo8

Effectiveness? '
7. Descriptive Characteristics Precise Enough? X ff NO=Go To 10

If YES = Stop SE

8. New Types Of Safety Or Effectiveness Queéfions? | if YES = Stop NSE
9. Accepted Scientific Methods Exist? If NO = Stop NSE
10. Performance Data Available? . If NO = Request Data
11. Data Demonstrate Equivalence? | Final Decision;

Note: See hitp.//eroom.fda.gov/ieRoomReq/Files/CDRH3/CDRHPremarketNotification
510kProgram/0_4147/FLOWCHART 510K DECISION.PDF for Flowchart to assist in decision-making
process. Please complete the following table and answer the corresponding questions. "Yes" responses
to questions 4, 6, 8, and 11, and every "no" response requires an explanation.

1. Expiain why not a device:
2. Explain why not subject to 510(k):

3. Explain how the new indication differs from the predicate device's indication:
Please see section |ll and |V

4, Explain why there is or is not a new effect or safety or effectiveness issue:
5. Describe the new technological characteristics:
6. Explain how new characteristics could or could not affect safety or effectiveness:
7. Explain how descriptive characteristics are not precise enough:
8. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:
9. Explain why existing scientific methods can not be used:
5
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10.  Explain what performance data is needed:
11. Explain how the performance data demonstrates that the device is or is not substantially equivalent:
Xll.  Deficiencies

The sponsor has adequately responded to all the deficiencies in the Al letter dated March 28, 2008 as
follows:

1) Substantial Equivalence

In your response to deficiency #1 in FDA's letter dated February 27, 2008, you have provided a
substantial equivalence matrix for the vacuum applicator (Table 1, K080118/S1) with additional
substantial equivalence matrix for the Zeltiq CLN1 Dermal Cooling Device (Table 1, K080118) to include
these two predicates. Please provide a revised substantial equivalence matrix for the Zeltiq CLN1
Dermal Cooling Device to include these two new predicates, if they are applicable.

Response:

The sponsor has updated the substantial equivalence comparison table to include the comparison of the
indications for use, principle of operation, function and features with additional predicates, LPG USA,
K990445, and Syneron Vesasmooth, K070092 {(Attachment 1, K0O80118/S2). This revised comparison
table is adequate.

2) Directions for Use

In your revised directions for use for the PL10691-D Zeltiq CLN1 Dermal Cooling Device (Attachment 2,
K080118/51), you did not include any treatment procedure recommended for different indications,
specifically in three categories: for minimizing pain and thermal injury during laser and dermatological
treatments, for hot/cold therapy, and for massage therapy. Please revise your directions for use to include
the generai treatment procedure recommended for minimizing pain and therma! injury during laser and
dermatological treatments, for hot/cold therapy, and for massage therapy.

Response:

The sponsor has revised the directions for use (Attachment 2, K080118/S2) to include the general
treatment procedure for different indications, in the following three categories: for minimizing pain and
thermal injury during laser and dermatological treatments, for hot/cold therapy, and for massage therapy.
For example, [(D)(4), (b)(5) (b)(4), (b)(5)

I (b)(4), (b)(5)

profiles are found to be acceptable (Table 1, Attachment 2, K080118/S2).

3) Zeltig Coupling Gel

In your response to deficiency #7, you indicate that the Zeltiq Coupling Gel is the same gel that was
previously named the Juniper Coupling Gel. However, you did not clarify whether the Zeltiq Coupling
Gel is the gel 400 or gel 600 in the predicate, Juniper CLN1 Dermal Cooling Device (K072152). Please

clarify.

Response:

The sponsor clarified that the Zeltiq Coupling Gel is the same gel that was previously named the Juniper
Coupling Gel (KO63715}. This gel is different from the Zeltiq Coupling Gel 400 or gel 600 in the
predicate K072152.

XiV. Contact History

A telephone conversation with the sponsor (Donald V Johnson) followed up by an e-mail on 2/27/2008
asking for additional information.
A telephone message left with the sponsor (Donald V Johnson) followed up by an e-mail on 3/28/2008
asking for additional information.

=
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Further clarification with the sponsor (Bryan Olin} on 4/16, 4/17 and 4/23/2008.

XV. Recommendation

Regulation Number: 21 CFR 878.4810

Regulation Name: Laser Instrument, Surgical, Powered
Regulatory Class: Class |

Product Code: GEX

Additional Product Code: ILO, ISA

\ﬁ@é/—« ?"/?"/"oé

Long Chen D
Lead Reviewer, GSDB/DGRND

ot </l

NeitOgderr —Fd 4 Kiani Date
Branch Chief, GSDB/DGRND
(acTr Ne-)
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Chen, Long H

From: Bryan Qlin [bolin@zeltiq.com]

Sent:  Wednesday, April 23, 2008 3:57 PM

To: Chen, Long H

Cc: Donald Johnsaon

Subject: RE: Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request (4/16/08)

Dr. Chen-
Thank you for the message. We will prepare and send a hard copy response to the document mail center.
We understand your comment that accepting the rationale for safety does not imply support for any other indication.

Regarding the 5 vs. 6 patients, there are actually 6 patients listed in the report who were treated with (D) (4) )@
(D) (4 (bya) These six patients are| (D) (1) (p)a) f had a typo in the email below.

Bryan Olin, Ph.D.
Senior Director, Quality Assurance
Zeltig Aesthetics
4698 Willow Road
Pleasanton, CA 94588
(b)(4)
(b)(4)

The information in this emall {including any attachmeants) may be privileged and/or confidential and is intended only for the recipient(s} listed above. Any use. disclosure, distribution or
copying of this email is prohibited except by or on behaff of the intended recipient. 1 you have received this email in error, please notify me immediately and destroy all copies of the
transmittal. Thank you.

From: Chen, Long H [mailto:long.chen@fda.hhs.gov]

Sent: Wednesday, April 23, 2008 9:48 AM

To: Bryan Olin

Subject: RE: Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request (4/16/08)

Bryan,
Your response is acceptable. Please send in your hard copy response to our document mail center.
However, | want to point out that your Prospective Clinical Study of| (b) (4) (b)(4)
(D) (4)

(b)@)

(D) (4)(b)(4)
Also, the data contains only 5 (five) patients, not 6 patients as stated, that were treated with a (b (4) (b)(4)
(b) (4)

(b)(4)

Long

Long Chen, Ph.D.
(240)276-3628

G~ "B/DGRND/ODE

k. chen@fda.hhs.gov

From: Bryan Olin [mailto:bolin@zeltig.com]

4/29/2008 iy
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Sent: Tuesday, April 22, 2008 2:06 PM

To: Chen, Long H

Cc¢: Donald Johnson

Subject: RE: Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request (4/16/08)
Dr. Chen-

Te facilitate your review, | have replied to each of your requests in turn below.

1. [(BYT4) (b)(4)
and provide justifications why it is safe to use under the proposed | (D) (4) )4

(b) (4)

(b)(4)

4/29/2008
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(™TH
(b)(4)
(M™TH
(b)(4)

2. Please make it clear in your[ (i)(4)) |that there will bea| (D) (4) (b)(4)

[(B) (4) b)@)

Please see the revised description of [(0)(4) (b)(4) |of the attached directions for use which

includes this information.
3. Please clarify in your (R5\4) |to include (P)(4) (0)(@) |

Please see the revised description of| (P (%) (b)(4) |of the attached directions for use which

includes this information.
Regards,
Bryan

Bryan Qlin, Ph.D.
Senior Director, Quality Assurance

4/29/2008
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Zeltig Aesthetics
4698 Willow Road
Pleasanton, CA 94588

() (3)
(b)(3)

The information in this email (including any altachments) may be privileged and/or confidential and is intended only for the recipient{s) listad above. Any use, disclosure,
distribution or copying of this email is prohibited except by or on behalf of the intended recigient. [f you have received this amail in error, please notify me Immediately and
destroy all copies of the transmittal. Thank you.

From: Chen, Long H [mailto:long.chen@fda.hhs.gov]

Sent: Thursday, April 17, 2008 7:11 AM

To: Bryan Olin

Subject: RE: Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request (4/16/08)

Bryan,
Thank you for the information. However, | want to bring it up to your attention that| (P) (%) (b)(4)
(b)(4) (b)(4) It does not apply to your massage indication.
Also,| (0) () (b)(4)
(D) (Pib)(a)
Therefare,
(b)(4)
(b)(4)
Long

Long Chen, Ph.D.
(240)276-3628
GSDB/DGRND/ODE/FDA
long.chen@fda.hhs.gov

Sent: Wednesday, April 16, 2008 6:51 PM

To: Chen, Long H

Cc: Donald Johnson

Subject: Zeltiq Aesthetics CLN1 Dermal Cocling Device (K080118): Supplemental information request (4/16/08)

Dr. Chen-

Per our phone discussion today, | understood that we have two final issues to work through which | will address in

this note,
1. Zeltig still needs to be more specificin| (D) (4) (b)(4) | For example, you indicated that
you were under the impression that| (0) (%) (b)(4)
We revised the| (D) (4) )4 the| (D) (4) ()4 in our directions for use, PL10691-E CLN1

DFU, as follows:

(D) (4) (b)(4) may be avaitable for selection by the user {Figure 7} in the
Settings mode. (D) (4) (b)(4)
(b) (4)
(b)(4)
4/29/2008 L1
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The underlined text above represents the revised section that provides additional detaii of what happens
during| (P) (4) (b)(4)

2. Concerns regarding the () (%) (b)(4) For example, you indicated
that we should provide predicates or data to support this.

As indicated in our discussion, | reviewed our previcus submissions. [n each of the past two cleared
submissions, K072152 and K053715, and in our current submission, K080118, we have included the
MediSeb ElfCare thermal therapy device for both hot and cold applications (K023231) as a predicate
device. | believe that our substantial equivalence to this device supports (b)(4) (b)(4)

Note that as described by the Eif Care labeling included in the submission {attached as FifCare

brochure.pdf), the EIf Care device allows| (D) (4) (b)(4)
(b)(4) b))

. (b)(4)

. ©@

In addition, EifCare labeling on the MediSeb website, www.mediseb.com (attached as ElfCare Website.pdf
with quotes highlighted in yellow) indicates that: [ (D) (4) (b)(4)
(D) (%) (b)(4)

(O16)@)

Hence, we believe that the EifCare predicate we provided in this and previous submissions supports the
() (4) (b)(4)

(b) (4) (b)(4) than those previously cleared for the
ElfCare device under K023231.

I believe that these comments should address the concerns of which we spoke this morning. As always, piease do
not hesitate to contact me should you have additional guestions.

Bryan Olin, Ph.D,

Senior Director, Quality Assurance
Zeltig Aesthetics

4698 Willow Road

Pleasanton, CA 94588
(b)(4)
(b)(4)

The information in this emaif {including any attachments} may be privileged and/or confidential and is intended only for the recipient{s} listed above. Any use,
disclosure, distribution or copying of this email is prohibited except by or on behalf of the intended recipient. if you have received this email in error, pfease notify me
immediately and destroy all copies of the transmittal. Thank you.

From: Bryan Olin

Sent: Wednesday, April 16, 2008 9.35 AM

To: 'Chen, Long H'

Cc: Donald Johnson

Subject: RE: Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request (4/11/08)

Dr. Chen-

As | mentioned in my voice mail, the | (D) (4) (b)(4)

4/29/2008 \ ¥
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Regards,
Bryan

Bryan Olin, Ph.D.

Senior Director, Quality Assurance
Zeltiq Aesthetics

4698 Willow Road

Pleasanton, CA 94588

(b) (4)
(b)(4)

The information in this email {including any attachments) may be privileged and/or confidential and is iended only Tor the recipient(s) listed above. Any use,
disclosure, distribution or copying of this email is prohibited except by or on hehalf of the Intended recipient. If you have received this email in error, please notify me
immediately and destroy alf copies of the transmittal. Thank you.

From: Chen, Long H [mailto:long.chen@fda.hhs.gov]

Sent: Wednesday, April 16, 2008 6:16 AM

Ta: Bryan Olin

Subject: RE: Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request (4/11/08)

Bryan,

(b) (4)
(b)(4)

Long

Long Chen, Ph.D.
(240)276-3628
GSDB/DGRND/ODE/FDA
long.chen@fda.hhs.gov

From: Bryan Olin [mailto:bolin@zeltiq.com]

Sent: Tuesday, April 15, 2008 2;18 PM

To: Chen, Long H

Cc: Donald Johnson

Subject: Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request

{4/11/08)

Dr. Chen-

As discussed via telephone on 4/11/08, you indicated that you needed an appropriate predicate device in
order to clear our device’s usage () (4) (b)(4)

(b) (4) (b)(4)

To answer this question, we have reproduced Table 3 (page 30) from our submission K063715 (Juniper XTRA
with massage function), which lists a number of predicate devices.

We note that this table listskb)id) predicate devices (P) (4) (b))
(D) (%) (b)(4)
(0 (b)4)
Table 3. Cleared devices with the indication “temporarily reduces the appearance of cellulite.”
| | 51000 | Product |
4/29/2008 1 4
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Device Number Code Classification Technological

Thermassage KO061001 1SA §890.5660 | Massage — suction

TriActive Therapeutic

Massage System K03087 ISA §890.5660 Heating — laser (808nm)

Massage — suction

Dermosonic Non-invasive .
Heating — ultrasound

Subdermal Therapy System | K052934 ISA §890.5660 Massage ~ suction
Biocellulase Heating — laser
Smoothshapes 061603 NUV 3878.4810 Massage — rollers & suction

Heating — infrared light &
Velasmooth Shaper K050397 NUV §878.4810 RF energy
Massage —rollers & suction

ISA - massager, therapeutic, electric
NUV - massager, vacuum, light induced heating

The summaries of safety and effectiveness for these two devices reinforce that| (P) (4) (b))
(b)) (4) " (b4 as follows (we added the bold/underline):

(b)(4)

(b)4)

(b) (4)
(b)(4)

For your convenience, we have also attached the summaries of safety and effectiveness for both devices.

We believe that this provides the appropriate predicate information to altow clearance (P) (4) (b))

() (yta)

Please do not hesitate to contact me should you have any additional questions.
Regards,

Bryan

Bryan QOlin, Ph.D.

Senior Director, Quality Assurance
Zeltiq Aesthetics

4698 Willow Road

Pleasanton, CA 94588
(D) (4
(b)(4)

The informaticn in this email {including any attachments) may be privileged and/or confidential and is intended only for the recipient(s) listed above. Any use,
disclosure, distribution er cepying of this email is prahibited except by or on behalf of the intended recipient. If you have received this email in error, please
notify me immediately and destroy all copies of the transmittal. Thank you,

4/29/2008 20
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Chen, Long H

From: Chen, Long H

Sent:  Thursday, April 17, 2008 10:11 AM

To: ‘Bryan Qlin’

Subject: RE: Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request (4/16/08)

Bryan,

}’E??Z)vou for the information. However, | want to bring it up to your attention that the| (©) (4) (b)(4)
(b)(4)
LI (b)(4)
(D) ()(a)

Therefore,

(b) (4)

(b)(4)

Long

Long Chen, Ph.D.
(240)276-3628
GSDB/DGRND/ODE/FDA
lo- -~hen@fda. hhs.gov

From: Bryan Olin [mailto:bolin@zeltiq.com]

Sent: Wednesday, April 16, 2008 6:51 PM

To: Chen, Long H

Cc: Donald Johnson

Subject: Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request (4/16/08)

Dr. Chen-

Per our phone discussion today, | understood that we have two final issues to work through which 1 will address in this

note.
1. Zeltig still needs to be more specific| () (%) (b)(4) For example, you indicated that you were
under the impression that (D) (4) (b)(4)
We revised the|(P) (4) (b)(4) in our directions for use, PL10691-E CLN1 DFU,
as follows:
(b)Y (H
(b)(4)
The underlined text above represents the revised section that provides additional detail of what happens| (i)(4))
DIE) (b)4)
2. Concerns regarding the (D) (4) (b)(4) For example, you indicated that
we should provide predicates or data to support this,
4/29/2008 AN
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As indicated in our discussion, | reviewed our previous submissions. In each of the past two cleared submissions,
KO72152 and KO63715, and in our current submission, KO80118, we have included the MediSeb ElfCare thermal

therapy device for both hot and cold applications (K023231) as a predicate device. | believe that our substantial

equivalence to this device| (D) (4) (b)(4)

Note that as described by the EIf Care labeling included in the submission {(attached as ElfCare brochure.pdf), the

Elf Care device allows| (?) (%) b)@)
(D) (4 g0)a) highlighted in yellow in the attachment:
. (b)(4)
In addition, ElfCare labeling on the MediSeb website, www.mediseb.com with
{ (D) (4) (b)(4)
0y (%) (b)(4) B

Hence, we believe that the ElfCare predicate we provided in this and previous submissions supports the safety of
(b) (4) (b)(4)

(0) (4) (b)(4) than those previously cieared for the £lfCare device under
K023231.

| believe that these comments should address the concerns of which we spoke this morning. As always, please do not
hesitate to contact me should you have additional questions.

Bryan Olin, Ph.D.

Senior Director, Quality Assurance
Zeltig Aesthetics

4698 Willow Road

Pleasanton, CA 94588
(b)(4)
(b)(4)

The infarmation in this emai! (including any attachments) may be privileged and/or confidential and is intended only for the recipient{s) listed above. Any use, disclosure,
distribution or copying of this email is prohibited except by or on behaif of the intended recipient. |f you have received this email in error, please notify me immediately and
destroy all copies of the transmittal. Thank you.

From: Bryan Olin

Sent: Wednesday, April 16, 2008 9:35 AM

To: 'Chen, Long H'

Cc: Donald Johnson

Subject: RE: Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request (4/11/08)

Dr, Chen-

As | mentioned in my voice mail,| () (%) (b))
Regards,

Bryan

Bryan Olin, Ph.D.

Senior Director, Quality Assurance
Zeltig Aesthetics

4/29/2008 Ny
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4698 Willow Road
Pleasanton, CA 94588
(b)(4)

(b)(4)

The information in this email {including any attachments) may be privileged andfor confidential and is intended only for the recipient(s} isted above. Any use, disclosure,
distribution or copying of this email s prohibited except by or on behalf of the intended recipient. i you have received this email in error, please notify me immediately and
destroy all copies of the transmittal. Thank you.

From: Chen, Long H [mailto:long.chen@fda.hhs.gov]

Sent: Wednesday, April 16, 2008 6:16 AM

To: Bryan Olin

Subject: RE: Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request (4/11/08)

Bryan,

Regarding to your proposed (D) (4) (b)(4) please clarify
(b)(4) (b)(4) If this is the case, you need to
provide (D) (4) (b)(4) . Thanks.

Long

Long Chen, Ph.D.
(240)276-3628
GSDB/DGRND/ODE/FDA
long.chen@fda.hhs.gov

From: Bryan Olin [mailto:bolin@zeltig.com]

Sent: Tuesday, April 15, 2008 2:18 PM

To: Chen, Long H

Cc: Donald Johnson

Subject: Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request (4/11/08)

Dr. Chen-

As discussed via telephone on 4/11/08, you indicated that you needed an appropriate predicate device in order to
clear our device’s| (?) (%) b))
AT

To answer this question, we have reproduced Table 3 {page 30) from our submission K0O63715 (Juniper XTRA with
massage function}, which lists a number of predicate devices.

We note that this table lists two predicate devices that| (?) (%) (b)(4)
(b) (4)

(b)(4)
QIC) o K080118.

Table 3. Cleared devices with the indication “temporarily reduces the appearance of cellulite.”

Device 1\15:31(::21_ Prcoodd?t Classification Technological
Thermassage K061001 ISA §890.5660 | Massage — suction
TriActive Therapeutic .
Massage System K030876 ISA §890.5660 mits':gge‘f'if;rﬁg?g"m)
Dermosonic Non-invasive K052934 ISA §890.5660
Subdermal Therapy System Heating — ultrasound
4/29/2008 e
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Massage — suction

Heating — laser

Massage — rollers & suction
Heating — infrared light & RF

Velasmooth Shaper K(50397 NUV §878.4810 energy
Massage — rollers & suction

Biocellulase Smoothshapes K361603 NUV §878.4810

[SA - massager, therapeutic, electric
NUV - massager, vacuum, light induced heating

The summaries of safety and effectiveness for these two devices reinforce that they| (P) (4) (b)(4)
(D) (65ay as follows (we added the bold/underline):

o [(D)(4)
(b)(4)

o |(D)(4)
(b)(4)

For your convenience, we have also attached the summaries of safety and effectiveness for both devices.

We believe that this provides the appropriate predicate information to| (P) (4) (b)(4)

(i)

Please do not hesitate to contact me should you have any additional questions.
Regards,
Bryan

Bryan Qlin, Ph.D.

Senior Director, Quality Assurance
Zeltiq Aesthetics

4698 Willow Road

Pleasanton, CA 94588

(b) (4)
(b))

The information in this email {including any attachments) may be privileged and/or confidential and is intended only for the recipient(s) listed above. Any use,
disclosure, distribution cr copying of this email is prohibited except by or on behalf of the intended recipient. If you have received this email in error, please notify me
immediately and destroy all copies of the transmittal. Thank you.

4/29/2008 ~ Y
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Chen, Long H

From: Chen, LongH

Sent: Wednesday, April 16, 2008 9:16 AM

To: '‘Bryan Olin'

Subject: RE: Zeltig Aesthetics CLN1 Dermal Cooling Device (K080118): Supplemental information request (4/11/08)

Bryan,

Regarding to your proposed (D) (4) (b)(4) please clarify whether
(b) (4) (b)(4) If this is the case, you need to provide

(b) (4) (b)) Thanks.

Long

Long Chen, Ph.D.
(240)276-3628
GSDB/DGRND/ODE/FDA
long.chen@fda.hhs.gov

From: Bryan Olin [mailto:bolin@zeltiq.com]

Sent: Tuesday, April 15, 2008 2:18 PM

To: Chen, Long H

Cc: Donald Johnson

Subject: Zeltiq Aesthetics CLN1 Dermal Cooling Device (KOB0118): Supplemental information request (4/11/08)

Dr. Chen-
As discussed via telephone on 4/11/08, you indicated that you needed an appropriate predicate device in order to clear

our device’s| (b) (4) (b)(4)
(0) (%) o))

To answer this question, we have reproduced Table 3 (page 30) fram our submission K063715 {Juniper XTRA with
massage function), which lists a number of predicate devices.

We note that this table lists two predicate devices that| (°) (%) (b)(4)
() (%) (0)4)
(b)(4) (b)(4) K080118.

Table 3. Cleared devices with the indication “temporarily reduces the appearance of cellulite.”

. 510(k) Product . . .
Device Number Code Classification Technological
Thermassage K061001 ISA §890.5660 | Massage — suction
TriActive Therapeutic .
Massage System K 030876 ISA §890.5660 | Hicating — laser (808nm)
Massage — suction
Dermosonic Non-invasive Heati It d
Subdermal Therapy System | K052934 ISA §890.5660 Mea INg — uftrasoun
assage — suction
Biocellulase Smoothshapes | K061603 NUV §878.4810 | Heating —laser .
Massage — rollers & suction
Heating — infrared light & RF
4/29/2008 ,)1{
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energy

Velasmooth Shaper Massage — rollers & suction

m@_g]‘ NUV ‘ §878.4810

ISA - massager, therapeutic, electric
NUYV - massager, vacuum, light induced heating

The summaries of safety and effectiveness for these two devices reinforce that| (°) (4) (b)(4)
(k)4 |as follows (we added the bold/underline):

. [
(b)(4)

o [(D)(4)
(b)(4)

For your convenience, we have also attached the summaries of safety and effectiveness for both devices.

We believe that this provides the appropriate predicate information to| (D) (4) (b)(4)

(i)

Please do not hesitate to contact me should you have any additional questions.
Regards,
Bryan

Bryan Olin, Ph.D.

Senior Director, Quality Assurance
Zeltiq Aesthetics

4698 Willow Road

Pleasanton, CA 94588

(D) (4)
(b))

The information in this email (including any attachments} may be privileged and/or confidential and is intended only for the recipient(s) listed above. Any use, disclosure,
distribution or copying of this email is prohibited except by or on behalf of the intended recipient. if you have received this email in error, please notify me immediately and
destroy all copies of the transmittal. Thank you.

4/29/2008 L C
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g’ y Foed and Drug Administration
! ( Office of Device Evaluation &

5 7 Office of In Vitre Diagnostics
il COVER SHEET MEMORANDUM

From:  Reviewer Name /.LV_""(’ C’/vb;u/
Subject:  510(k) Number k;, SO NS S

To: The Record

Pizase list CTS decision code L'

0 Refused to accept (Note: thls s considered the first review cycle, Sée Screening Checklist
- hitp:/eroom.fda.govieRoomBen BRHPremarketNotifi ication510kProgram/ Screening Checklist)
Hold (Additional Information okTelephone Hold).— ' o

O Final Decision {SE, SE with Limitations, NSE, Withdrawn, etc.).

Please comp]ete the followmg for a f‘ nal clearance decusmn {i.e. SE SE with Limitations, etc)

Indications. for Use Page Altach IFU _
510(k) Summary /510(k) Statement Attach Summary | |
Truthful and Accurate -Sfafemen_t. | Must be present for a Final Decision

Is the device Ciass I[|?

 If yes, does firm include Class il Summary? ‘ | Must be present for a Final Decision =

Does firm reference standards? -
(If yes, please attach form from
ht

tp:lferoom.fda.qovieRaomRe IFlIesICDRHSICDRHPremarketNoufcatlon51DkPro ram/0_4136/ABB '
REVIATED STANDARDS DATA FORM.DOC)

Is this a combination product?
(Please specify category 5ee
Jferoom.ida.gov/eRoomReq] esIC RH3/CDRHPremarketiNotifications 10kPro /D 413b/CO =i
BINA 1ON%20PRODUCT%20AL GO %20 VISED%203- 2-03).D0C ‘ ‘
s this a reprocessed single use device? ‘ o
(Guidance for Industry and FDA Staff - MDUFMA - Validation Dat in 510(k)s for X

Reprocessed Single<Use Medical Devices, hitp: hwww fda. gov!cdrhlodelgwdanceﬂ216 html ) -
is this dewce intended for pediatric use only? I~
s this a prescription devnce? (If both prescription & OTC, check hoth boxes, ) - " .

I ls clmlcal data necessary to slipport the revlew of this 510(k)?
‘" Does this device mclude an Ammal Tissue Source?

Is this device subject to Section 522 Pbstmarket Surveillance? | Contact 0SB,
(Postmarket Surveillance Guidance, . .
fda.govicd Vosh/guldance/316.ht )

N

Is this dewce sub]ect to the Tracklng Regulation? (Medical Devxce Tracklng Contact OC.

~ Guidance, hitp:/iwww. fda.gov/edrh/comph urdance!‘[ﬁg html) = _ .
«Regulation Number - Class* ' ~ Product Code
2 CFR f?P-Wo. U Gex

(i unclassified, see 510k} Siafh)

Addltlonal Product Codes "IL‘O ‘e IS 4’ _

Rsyi-s\fvz-lm(x(ﬁ\p ﬂ/ﬂg\/‘ | L | _ Ggﬂﬂ) 3/2‘3/‘)?

ik (Branl:h Chlef) ' _ (Branch Code) (Da}é)

Fina! Review:

. " (Division Dirsctor) ' o (Date)
Rev. 5/30/07 '
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Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard
Rockville, MD 20850

Premarket Notification [510(k)] Review
Traditional

K080118/S1

Date: March 28, 2008
To: The Record Office: ODE
From: Long Chen, Ph.D. Chemical Engineer Division: DGRND/GSDB

510(k) Holder: Zeltiq Aesthetics, Pleasanton, CA

Device Name: Zeltiq Aesthetics CLN1 Dermal Cooling Device
Contact: Donald V Johnson, VP Operations, Regulatory, & Quality Affairs
Phone: 925-474-2509

Fax: 925-474-2509

Email: djiohnson@zeitiq.com

. Purpose

The 510{k) holder would like to introduce the subject modified Zeltiq Aesthetics CLN1 Dermal Cooling
Device into interstate commerce.

This device has been previously cleared as Juniper CLN1 Dermal Cooling Device (K072152). In this
submission, the sponsor has made an upgrade to the accessories and software. In addition, the
sponsor noted that Juniper Medical, Inc. has changed the company name to Zeltiq Aesthetics, Inc. as
of July 31, 2007,

This device is for use as a skin cooling device to minimize pain and thermal injury during laser and
dermatological treatments. It can also provide localized thermal therapy (hot or cold) to minimize pain
for post traumatic and/or post surgical pain and to temporarily relieve minor aches and pains and
muscle spasms. In addition, the massage function can be used for the relief of minor muscle aches,
pain and spasm and for the improvement in local circutation and temporary reduction in the
appearance of cellulite. According to the sponsor, the upgrade was implemented

* toinclude a vacuum applicator that provides pulsatile message,

e touse a by, B)s) with the Zeltiq gel as the interface between the applicator sleeve and the

skin;
¢ to modify the hardware and software to include a transmitter system that supports a pager.

Furthermore, the sponsor indicated that the treatment parameters will be the same as the predicate,
Juniper CLN1 Dermal Cooling Device (K072152). This includes the treatment temperature fromp)@y)(bys)

(8%, (b)(s) the maximum application time from| (Pl)(), 0/ (3 and the maximum apolicator interface
surface area of | (B)(4)/(b)(5) The range of the vacuum pressure will be from| () o)@?) The
verification test for the vacuum applicator was conducted and the resuits are also provided.

In this supplement, the sponsor has addressed some of the deficiencies identified in the telephone
hold letter dated February 27, 2008, in the foliowing areas: substantial equivalence, vacuum
applicator, paging system, wireless technology, electrical safety test, and cleaning instruction.
However, the sponsor has not included any general treatment procedure for different indications in
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the directions for use.

| had a discussion with Neil Ogden, Branch Chief, GSDB/DGRND, and Richard Felten,
GSDB/DGRND, on 3/28/2008. It was agreed that we should asked the sponsor to separate out the
recommended treatment procedure based on the indications, specifically in three categeries: for
minimizing pain and thermal injury during laser and dermatological treatments, for hot/cold therapy,
and for massage therapy. As a result, the deficiencies are identified in section X!l and need to be
clarified.

li. Administrative Requirements

Yes . No . N/A

Indications for Use page (Indicate if: Prescription or OTC) X
Truthful and Accuracy Statement X
510(k) Summary or 510{k) Statement X
Standards Form

The sponsor has provided the required certification of compliance for clinical trials (Form 3674). No
clinical data has been referenced by this submission.

lll. Device Description

Yes | No | NIA
Is the device life-supporting or life sustaining? X
Is the device an implant (implanted longer than 30 days)? X
Does the device design use software? X
Is the device sterile? - X
Is the device reusable {not reprocessed single use)? y
Are "cleaning” instructions included for the end user?

The Zeltiq CLN1 Dermal Cooling Device consists of the following components:
e Applicators;
s Applicator Sleeves;
s Portable control unit containing the control and power system; and
¢ User Interface.

This device is a thermoelectric device that applies a user selected treatment profile in a controlled manner
to a treatment site. it includes design enhancements to the predicate, Juniper CLN1 Dermal Coaling
Device (K072152), as follows:

¢ An alternate vacuum applicator design. It includes the use of a vacuum to provide the massage

feature. The vacuum applicator also draws tissue into the applicator during the cooling treatment.

« Inclusion of a (B)4,4b)5)( for use with the coupling gel.

» Hardware modification to include a transmitter system for support of an accessory pager.

s Software upgrades to include the enhancements to the user interface.

The Zeltiq CLN1 Cooling Device, including the applicators and disposable sleeves, are sold non-sterile.
Cieaning instruction is included in the Direction for Use: Zeltiq CLN1 Dermal Cooling Device.

{ll. Indications for Use

0
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The Zettig CLN1 Coocling Device is intended for use as a skin cooling device to minimize pain and thermal
injury during laser and dermatological treatments. Alternative uses include skin cooling as a local
anesthetic for procedures that include minor locat discomfort. The Zeltiq CLN1 Cooling Device can also
provide localized thermal therapy {hot or cold) to minimize pain for post traumatic and/or post surgical
pain and to temporarily relieve minor aches and pains and muscle spasms. The optional massage
function can also be used for the relief of minor muscle aches, pain, and spasm and for the improvement
in local circulation and in the temporary reduction in the appearance of cellulite.

The Zeltiq Coupling Gels facilitate thermal contact of the Zeitiq CLN1 Dermal Cooling Device with a
patient’s skin by mitigating minor variances in device-to-skin contact.

This indication statement is the same as that of the predicate, Juniper CLN1 Dermal Cooling Device
{K072152). Na change in the intended use also.

IV. Predicate Device Comparison

(b) (4), (b)(9)

(b)(4), (b)(5)

V. Labeling

The sponsor has provided the package labels and revised Directions for Use for the following:
+ Zeltig CLN1 Dermal Cooling Device
o Zeltig Aesthetics Vacuum Applicator Single Patient Use Sleeve

However, the sponsor has not included any general treatment procedure for different indications in the
directions for use, specifically in three categories: for minimizing pain and thermal injury during laser and
dermatological treatments, for hot/cold therapy, and for massage therapy. See new deficiency #2.

VI. Sterilization/Sheif Life/Reuse

The Zeltiq CLN1 Cooling Device, including the applicators and disposable sleeves, are sold non-sterile.
The sleeves and| (B)4)*b)(sf are intended for single use and are disposable after each procedure.

VII. Biocompatibility

According to the sponsor, the only new patient contacting materials introduced in this design upgrade are
the] (D) (4). (®)@PIb)s) ) on the applicator sleeve and the| (b)) m)(sy) (| pad used with the
coupling gel at the interface between the applicator and the skin.

Since)(4)) biBas a long history of similar use in the medical device, the sponsor performed a cytotoxicity
test on a sample af)(4))bxFilm used for the applicator sleeve. No evidence of any cell lysis or toxicity,
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using the ISO elution method, was reported,
The sponsor also stated that the (0) i, )B) ) lis currently marketed as a Class | medical device as
an orthopedic accessory for casting ( (D) (4), (D) (5) (b)), (b)(5)

VIil. Software

Version: Rev. 08, Jan 11, 2008
Level of Concern: Moderate
Yes m

Software description: (Attachment 18-1) X
Device Hazard Analysis: (Attachments 18-2 and 18-3) X
Software Require.ments Specificatiohs: (Attachment 18-4) X
Architecture Design Chart: (Attachment 18-1) X
Design Specifications: (Attachment 18-1) X
Traceability Analysis/Matrix: (Attachment 18-5) | X
Developt'nent: | (Attachment 18-7) X
Verification & Validation Testing: (Attachments 18-5 and 18-6) X
Revision ilevel history: (page 103) | X
Unresolved anomalies: (Section 8, Attachment 18-5)” | X

The changes in the software from that of the predicate, Juniper CLN1 Dermal Cooling Device (K072152)
include the following:
+ Monitoring and feedback on the quality of the contact between the applicator and the skin prior to
and during treatment;
+ Monitoring and feedback on the detection of a freeze event during treatment including automatic
shut off the device if a freeze event is detected; and
+ Use of an opticnal pager that notifies the user of device status during treatrent such as when the
treatment is complete or if a system error occurs.

Vill. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

The sponsor stated that the following electromagnetic and electrical safety testing is being conducted:
(b)(4), (b)(5)
(b)(4), (b)(5)

B@ 0

IX. Performance Testing — Bench

The sponsor has conducted the verification tests for the vacuum applicator and the disposable sleeves.
Test results are provided (Attachments 20-1 and 20-2, K080118).

X. Performance Testing — Animal

Xl. Performance Testing — Clinical

o
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Xll. Substantial Equivalence Discussion
Yes No

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

Issues of Safety Or Effectiveness?
5. Sarhé Technorogical Charact.er.istics? o FYES=GoTo7
6. Could The New Characteristics Affect Safety Or fYES=GoTo8

Effectiveness?
7. Descriptive Characteristics Precise Enough? fNO=GoTo 10

If YES = Stop SE

8. New Types Of Safety Or Effectiveness Questions? f YES = Stop NSE
9. Accepted Scientific Methods Exist? if NO = Stop NSE
10. Performance Data Available? If NO = Request Data
11. Data Demonstrate Equivalence? Final Decision:

Note: See http://eroom.fda.govieRoomReq/Files/CORH3/CDRHPremarketNotification
510kProgram/0_4147/FLOWCHART 510K DECISION.PDF for Flowchart to assist in decision-making

process. Please complete the following table and answer the corresponding questions. "Yes" responses
to questions 4, 6, 8, and 11, and every "no" response requires an explanation.

1.

2.

10.
11.

X,

1)

Explain why not a device:
Explain why not subject to 510(k):

Explain how the new indication differs from the predicate device's indication:
Please see section lll and IV

Explain why there is or is not a new effect or safety or effectiveness issue:

Describe the new technological characteristics:

Explain how new characteristics could or could not affect safety or effectiveness:

Explain how descriptive characteristics are not precise enough:

Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:
Explain why existing scientific methods can not be used:

Explain what performance data is needed:

Explain how the performance data demonstrates that the device is or is not substantially equivalent:

Deficiencies

Substantial Equivalence
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(b)(4), (b)(5)

(b)(4), (b)(5)

b. Please revise the Substantial Equivalence tables to include detailed information of each
category and identify relevant similarities and differences.

¢. Please provide additional predicate(s) for some of the different features, or

d. Please provide data and/or rationale to justify that the differences do not adversely affect the
safety and effectiveness of your device.

Response:

The sponsor has updated the substantial equivalence comparison table (Table 1, K080118/51) to
include the comparison specific to the vacuum applicator {Cynosure Triactive Therapeutic Massage
System, K030876, LPG USA, K990445; and Syneron Velasmooth, KO70092). It compares the vacuum
functions, massage, message with simultaneous heating, massage/cooling, console, pulsatile vacuum,
suction power, frequency, cycle rate, power source, sterility and reusable.

However, the indications for use was not included in the comparison, specifically, the comparison of the
indication for the temporary reduction of cellulite appearance. The Syneron predicate (K070092) is not a
valid predicate due to the difference in the indication (for temporary reduction of thighs circumferences).
LPG predicate (K990445}, although has the temporary reduction of cellulite appearance indication, it
does not have the heating and cooling functions together with the massager. The Cynosure predicate
(K030876) includes six 808nm IR sources for heating. See new deficiency #1.

in addition, the sponsor has not included any general treatment procedure for different indications in the
directions for use, specifically in three categories: for minimizing pain and thermal injury during laser and
dermatological treatments, for hot/cold therapy, and for massage therapy. See new deficiency #2.

The sponsor also updated the substantial equivalence comparison table (Table 2, K080118/51) to
include the comparison specific to the pager system (Spacelabs Ultraview Waveform Pager System,
K992749). It compares the indications, principle of operation, and design features.

2) Vacuum Applicator
You indicate that an alternate vacuum applicator with the massage feature is included in this device.
However, the information you provided for the vacuum applicator is not adequate.

a. Please describe in detail the functions and features of the vacuum applicator.
b. [(B)(4), (b)(5) —(b)(4), (b)(5) S—
c. Please discuss the safety features incorporated with the vacuum applicator.
d. Please provide a predicate for applying vacuum together with warm or cold massage; or
e. Please provide data and/or justification to demonstrate the safe use of vacuum applicator during
warm or cold massage.
Response:

(b) (4), (b)(5)
(b)(4), (b)(5)

3} Paging System

12
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You indicate that an optional paging system has been added to provide a secondary system to notify staff
of system status. However, the information you provided for this paging system is not adequate.
a. Please describe in detail the components, functions and features of the paging system.
b. Please provide an overall hardware cenfiguration diagram that includes this optional paging
system.
c. Please include in your Software Architecture Design Chart (page 110) how the paging system will
interface with the rest of the software system.
d. Please indicate whether the wireless communication is used between the transmitter and the
pager.
e. Please include in your Direction for Use a section related to the paging system.

Response:

The paging system is to provide a secondary system to notify staff of system status: when a treatment
session is cancelled, procedure completion or system error. The sponsor has updated the software
architecture design chart (Attachment 3, K080118/S1) and the directions for use (Attachment 2,
K080118/81) to include the paging system.

4) Wireless Technology
If wireless technology is used in your paging system, please address the following issues:
a. How users will interact with the system.
b. For wireless devices that use computer programs {“software”), the program’s ability to handle the
device responses and/or failures under EMI conditions
c. All functions that the wireless device will perform, and all safety-related requirements,
specifications, features, and functions that will be implemented wirelessly
d.  Wireless protocol specification name or designation (e.g., WMTS, IEEE 802.11b) for all wireless
technologies incorporated into the device.
e. Wireless transmitter/receiver parameters such as operating frequency, output power, etc.
f. All coexistence, data integrity (e.g., data throughput, latency) and security features and
performance requirements that the wireless system will meet.
g. Data security features to prevent unauthorized access to data or networks

Response:
(b)(4), (b)(5)

(b)(4), (b)(5)

5) Electrical Safety Test

In Section 19, Electromagnetic Compatibility and Electrical Safety, you indicate that the following
electromagnetic and electrical safety testing is being conducted! (D) (4), (D) {301, (b)(5)

(b)(4)

(b)(4)

Response:
The sponsor stated that the paging system will be included in the electrical safety test that complies with

(D) (4] (Bdyoio)(s)

68) Cleaning Instruction
In Section 16, Sterilization & Shelf Life, you indicate that the applicators and disposable sleeves are not

sold sterile. However, in your Direction for Use: Zeltiq Aethetics Vacuum Applicator Singie Patient Use
Sleeve, you did not address and/or provide instructions how to keep the sleeves and| {5j(4) 1bys) clean
prior to use. Please clarify and revise your labeling accordingly.

Response:

1Hx
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The sponsor clarified that the sleeves and| (5)(4)tb)(s} | are intended for single use and are disposable
after each procedure. :

7) Zeltig Coupling Gel
You indicate in the labeling that Zeltiq Coupling Gel is applied to the patient prior to use of the system.

However, you have not provided any information regarding to the Zeltig Coupling Gel.
a. Please compare the Zeltiq Coupling Gel with (°) ({8ya){ @®)6p)  lin the predicate, Juniper
CLN1 Dermal Cooling Device (K072152). If they are different,
b. Please provide detailed information of the Zeltiq Coupling Gel, including the manufacturing
process, common and/or trade names of each chemical, etc..
c. Please provide predicate(s) for this Zeltiq Coupling Gel, or
d. Please provide data to demonstrate the safety and efficacy of the Zeltiq Coupling Gel.

Response:

The sponsor clarified that the Zeltiq Coupling Gel is the same gel that was previously named the Juniper
Coupling Gel. However, the sponsor did not indicate whether the Zeltiq Coupling Gel is the gel 400 or gel
600 in the predicate, Juniper CLN1 Dermal Cooling Device (K072152). See new deficiency #3.

New Deficiencies
Consequently, new deficiencies will need to be clarified by the sponsor. They are summarized as
follows:

1} Substantial Equivalence
(b)(4), (b)(5)

(b)(4). (b)(5)

2) Directicns for Use

In your revised directions for use for the PL10691-D Zeitiq CLN1 Dermal Cooling Device {Attachment 2,
K080118/S1), you did not include any treatment procedure recommended for different indications,
specifically in three categories: for minimizing pain and thermal injury during laser and dermatological
treatments, for hot/cold therapy, and for massage therapy. Please revise your directions for use to include
the general treatment procedure recommended for minimizing pain and thermal injury during laser and
dermatological treatments, for hot/cold therapy, and for massage therapy.

3) Zeltig Coupling Gel
In your response to deficiency #7, you indicate that the Zeltiq Coupling Gel is the same gel that was

previously named the Juniper Coupling Gel. However, you did not clarify whether the Zeltiq Coupling
Gel [ (D) (4), (D) (%)a), (b)(5) Juniper CLN1 Dermal Cooling Device|bjta), th))). Please
clarify.

XIV. Contact History

A telephone conversation with the sponsor (Donald V Johnson) followed up by an e-mail on 2/27/2008
asking for additional information.
A telephone message left with the sponsor (Donald V Johnson) followed up by an e-mail on 3/28/2008
asking for additional information.

XV. Recommendation

| recommend that this submission be placed on hold pending receipt of the response to the above
questions.
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Regulation Number: 21 CFR 878.4810

Regulation Name; Laser Instrument, Surgical, Powered
Regulatory Class: Class I

Product Code: GEX

Additional Product Code: ILO, ISA

%—\ Z/mf/urc?

Long Chen Date
Lead Reviewer, GSDB/DGRND

()'ZE/( Ztincar m%. AT > / 2y /w’

Neil Ogden * k Date
Branch Chief, GSDB/DGRND
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Chen, Long H

From: Chen, Long H
ent: Friday, March 28, 2008 10:39 AM
ro: 'djohnson@zeltiq.com'
Subject: 510(k) submission - Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118/S1)
Attachments: k080118.s1_email.1.doc
Don,

| have enclosed a copy of the additional information request for the subject 510 (k) supplement. Feel free to contact me for
any further clarification.

k080118.s1_
il.1.doc (69 K

Long

Long Chen, Ph.D.
{240)276-3628
GSDB/DGRND/ODE/FDA
long.chen@fda.hhs.gov

THIS MESSAGE IS INTENDED FOR THE USE QF THE PARTY TO WHOM IT IS ADDRESSED AND MA Y CONTAIN INFORMATION THAT (S
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW If you are nof the addressee, or a parson authorized to
deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based o the content
of this communication is not authorized. If you have received this document in error, please immediately notify us by email or felephone.
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March 28, 2008

Mr. Donald V Johnson

VP Operations, Regulatory, & Quality Affairs
Zeltiq Aesthetics, Pleasanton, CA

Ph# (D) (4)

Fax? (b)(4)

e-mail] (P (D m)e

Re: 510(k) submission - Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118/S1)
Dear Mr. Johnson,

In reviewing the subject supplement, we have the following additional questions that
need to be clarified to facilitate our review process:

Substantial Fauivalence

]L
(b)(4), (b)(5)

(b)(4), (b)(5)

2) Directions for Use

In your revised directions for use for the PL10691-D Zeltiq CLN1 Dermal Cooling
Device (Attachment 2, KO80118/S1), you did not include any treatment procedure
recommended for different indications, specifically in the following categories: for
minimizing pain and thermal injury during laser and dermatological treatments, for
hot/cold therapy, and for massage therapy. Please revise your directions for use to include
the general treatment procedure recommended for minimizing pain and thermal injury
during laser and dermatological treatments, for hot/cold therapy, and for massage
therapy.

3} Zeltig Coupling Gel

In your response to deficiency #7, you indicate that the Zeltiq Coupling Gel is the same
gel that was previously named the Jumper Coupling Gel. However, you did not clarify
whether the Zeltiq Coupling Gel is| (”) ({54 b)) in the predicate, Juniper
CLN1 Dermal Cooling Device (K072152). Please clarify.

The subject submission will be placed on hold pending your response with the requested
information. If you need more than 30 days to provide a full and complete response, you
should submit a request for an extension of time to Document Mail Center (HFZ 401).

"
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For further information on how to apply for an extension and for general 510(k)
information, please visit the FDA Website at;
http://www.fda.gov/cdrh/devadvice/31435 html#link 6

Sincerely,

[Long Chen, Ph.D.

Chemical Engineer

Phones#: (240)276-3600, Fax#: (240)276-3733

General and Surgical Devices Branch

Division of General, Restorative and Neurological Devices

FDA/ODE

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN
INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. Jf you
are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notffied that any
review disclosure, dissemination, copying, or other action based on the content of this communication is nof authorized. If
you have received this document in error, please immediately notify us by email or telephone.

RV
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Food and Drug Administratien
Qffice of Device Evaluation &
Cffice of In Vitro Diagnostics

o 3ERYICY

o COVER SHEET MEMORANDUM
Reviewer Name . Z/M aibv\-/
LT &
Screening Checklist)

From:
Subject:  510(k) Number
To: The Record
Please list CTS decision code é 1 .
U Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
s hitp://eroom.fda.gov/eRoomReq/Files/CDRH3/CDRHPremarketNotifications 10kPro ram/
Hold (Additional Information or Telephone Hold). _
0 Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).
Please complete the following for a final clearance decision (i.e., SE SE with Limitations, etc.):
‘ Altach IFU
Attach Summ_ary

g
+,
%

ot HEALZ,
L

A

Must be presént for a Final Decision
A

Must be present for a Final Decision

Indications for Use Page

N %

510(k) Summary /510(k) Statement
Truthful and Accurate Statement.
Is the device Class Iil? .
| If yes, does firm include Class Il Summary? '
Does firm reference standards? A
(If yes, please attach form from '
: httg:ﬂeroom.fda.goweRoomRegIFileleDRH3!CDRHPremarketNotiﬁcation510kProgramIU 4136/ABB
REVIATED STANDARDS DATA FORM.DOC)
see -
httg:lleroom.fda.govleRoomReg!FiieleDRHS!QDRHRremarketNotiﬁcation510kProgramIO 413b/CO
20(REVISED%203-12-03).00C o
510(k)s for

In (N

Reprocessed Single-Use Medical Devices,

Is this a combination product?
(Please specify category
MBINATION%20PRODUCT%ZOALGORITHM%
Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff ~ MDUFMA - Validation Data in
http:fwww.fda.govicdrh/ode/quidance/1216. htmi)

Contact OC,

I this device intended for pediatric use only? ,
Is this a prescription device? (If both prescription & OTC, check both boxes.)
| Contact 0SB,

Is clinical data necessary to support the re_viéw of this 510(k)?

Doees this device inciude an Animal Tissue Source?

Is thls device subject to Section 522 Postmarket Surveillance?
(Postmarket Surveillance Guidance, : .

.html) . ‘

' Product Code

hit

o:/fwww. fda.govicdrh/osb/guidance/316.htm .
Is this device subject to the Tracking Regulation? (Medical Device Tracking
GEX

Guidance, http:/iwww.fda gov/cdrh/compiguidance/169
Class*
I

Regulation Number
("If unclassified, see 510(k) SiaF)

2/13/53

(Date}

L[ CER §74. ¢8io_
1L0, I35/ |
_ G4

v

(Date) .

Addition;lﬁdjft Codes;__ |
' (Brafich Chief) (Branch Code)

Review:

Final Review: _
(Division Director)

Rev. 5/30/07
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PRE-REVIEW FORM: COMPANY/DEVICE HISTORY

Please complete the pre-review form prior to beginning the review of this 51 O(k). This form
is designed to be a ool to identify key items that may be important to consider regarding
the regulation of the subject device and if you should even begin the review of the 510(k).

if you answer YES to quéstions 1, 2. or 3; do NOT begin the review of this 510(k):

1. Are you aware of the submitter being the subject of an integrity investigation?
(Please see HANTEGRITY LIST\CDRH REVIEWER SCREENING LIST.DOC)

2. Is the device exempt from 510(k) by regulation (Please see

m/0_4134/510(K)%20EXEMPT%20%20FORM.DOC or subject to enforcement
discretion (No regulation - See 510(k) Staff)?

http./feroom.fda.govieRoomReq/Files/!CDRH3/CDRHPremarketNotifications 1 OkProg ré X

7 3 '. Does this device type require a PMA by regulation?

Questions 4-8 are intended to help you start your review:

4. s this 510(k) a candidate for “Refuse to Accept'?

(If so, please use the Traditional/Abbreviated or Special 510(k) Refuse to Accept
Screening Checklist,
http:lleroom.fda.qovleRoomReq/Files!CDRH3/CDRHPremarketNotiﬂcation510kProqra

m{0_4d69/Screening%20Checklist.doc)

(Please see management.) ' X

5. a. Did the firm request expedited review? (See management,)

b. Was expedited review granted? (See Guidance for Industry and FDA Staff
Expedited Review of Devices for Premarket Submissions,
hitp://www.fda.gov/cdrh/mdufma/guidance/108.html)

6 To thé_best of your knowledge, was there a Pleasic;ilist document number
pre-IDE, 513(g) or other pre-submission for this andf/or date, here:
- type of device? ;

7. 7 To the bestﬂofﬁ)ur'kﬁowledgé Has-a 510(k) Piease list document numbér, here:
previously been submitted for this specific device
(i.e., previously found NSE or withdrawn)?

8. Does this device have indications or technology that are cross-cutting and impact the
review policy of another branch(es)? (Please contact other branch(es) and see
Guidance for Industry and FDA Staff on Bundling Multiple Devices or Mutltiple
Indications in a Single Submission
hitp:/fiwww.fda.gov/cdrh/mdufma‘quidance/1215.html)

Rev. 5/30/07
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SERVICE,
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¢ HEALTY
of 4,

s wc DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUWM

L

rarg

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulgvard
Rockville, MD 20850

Premarket Notification {510(k)] Review

Traditional
K080118
Date: February 27, 2008
To: The Record Office: ODE
From: Long Chen, Ph.D. Chemical Engineer Division; DGRND/GSDB

510(k) Holder: Zeltiq Aesthetics, Pleasanton, CA

Device Name: Zeltiq Aesthetics CLN1 Dermal Cooling Device
Contact. Donald V Johnson, VP Operations, Regulatory, & Quality Affairs
Phone: 925-474-2509

Fax: 925-474-2599

Email: djohnson@zeitig.com

. Purpose

The 510(k) holder would like to introduce the subject modified Zeltiq Aesthetics CLN1 Dermal Cooling
Device into interstate commerce.

This device has been previously cleared as Juniper CLN1 Dermal Cooling Device (K072152). In this
submission, the sponsor has made an upgrade to the accessories and software. In addition, the
sponsor noted that Juniper Medical, inc. has changed the company name to Zeltiq Aesthetics, Inc. as
of July 31, 2007.

This device is for use as a skin cooling device to minimize pain and thermal injury during laser and
dermatological treatments. It can also provide localized thermal therapy {hot or cold) to minimize pain
for post traumatic and/or post surgical pain and to temporarily relieve minor aches and pains and
muscle spasms. According to the sponsor, the upgrade was implemented

* toinclude a vacuum applicator that provides pulsatile message,

* touse af (B)i),(b)s) with the Zeltiq gel as the interface between the applicator sleeve and the

skKin;
* to modify the hardware and software to include a transmitter system that supports a pager.

Furthermore, the sponsor indicated that the treatment parameters will be the same as the predicate.

Juniper CLN1 Dermal Cooling Device (K072152). This includes the treatment temperature from)(a}) (hls)
(1)), (B)s)the maximum application time from| (D18)&). (of5) (Gand the maximum applicator interface

surface area of | (5)(4) )5} | However, the range of the vacuum pressure has not been addressed.

Although the sponsor has conducted the verification test for the vacuum applicater, the information
provided for the vacuum applicator and the paging system are not adequate. As a result, the
deficiencies are identified in section XIll and need to be clarified.

=)
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. Administrative Requirements

Yes | No = NIA

Indications for Use page {Indicate if: Prescription or OTC) X
Truthful and Accuracy Statement X
510(k) Summary or 510(k) Statement X

Standards Form

The sponsor has provided the required certification of compliance for clinical trials (Form 3674). No
clinical data has been referenced by this submission.

Ill. Device Description

Yes No ; N/A

Is the device life-supporting or life sustaining? X
Is the device an implant (implanted longer than 30 days)? X
Does the device design use software? X

Is the device sterile? X

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

The Zeltig CLN1 Dermal Cooling Device consists of the following components:
s Applicators;
e Applicator Sleeves;
« Portable contro! unit containing the control and power system;, and
s User Interface.

This device is a thermoelectric device that applies a user selected treatment profile in a controlled manner
to a treatment site. It includes design enhancements to the predicate, Juniper CLN1 Dermal Cooling
Device {(K072152), as follows:

e An alternate vacuum applicator design. It includes the use of a vacuum to provide the massage

feature. The vacuum applicator also draws tissue into the applicator during the cooling treatment.

e Inclusion of al (B)() b)) for use with the coupling gel.

s Hardware modification to include a transmitter system for support of an accessory pager.

» Software upgrades to include the enhancements to the user interface.

The Zeltiq CLN1 Cooling Device, including the applicators and disposable sleeves, are sold non-sterile.
Cleaning instruction is included in the Direction for Use: Zeltig CLN1 Dermal Cooling Device. However,
the cleaning instruction has not been included in the Direction for Use: Zeltiq Aethetics Vacuum
Applicator Single Patient Use Sleeve.

fll. Indications for Use

The Zeltiq CLN1 Cooling Device is intended for use as a skin cooling device to minimize pain and thermal
injury during laser and dermatological treatments. Alternative uses include skin cooling as a focal
anesthetic for procedures that include minor local discomfort. The Zeltiq CLN1 Cooling Device can also
provide localized thermal therapy (hot or cold) to minimize pain for post traumatic and/or post surgical
pain and to temporarily relieve minor aches and pains and muscle spasms. The optional massage
tunction can also be used for the relief of minor muscle aches, pain, and spasm and for the improvement
in local circulation and in the temporary reduction in the appearance of cellulite.

~§0%P
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The Zeltig Coupling Gels facilitate thermal contact of the Zeltiq CLN1 Dermal Cooling Device with a
patient’s skin by mitigating minor variances in device-to-skin contact.

This indication statement is the same as that of the predicate, Juniper CLN1 Dermal Cooling Device
(K072152). No change in the intended use also.

IV. Predicate Device Comparison

The sponsor has proposed the following predicates: Juniper CLN1 Dermal Cooling Device (K072152),
MediSeb ElfCare thermal therapy device (K023231) for the intended use and mechanism of action:
Cynosure Triactive Therapeutic massager (K030878) for the massager; and Spacelabs Ultraview
Waveform Pager System (K992749) for the pager.

The sponsor has conducted the substantial equivalence comparison with these predicates. However, the
vacuum feature of the pulsatile message and the wireless feature of the transmitter/pager have not been
compared adequately.

V. Labeling

The sponsor has provided the package labels and Directions for Use for the following:
» Zeltig CLN1 Dermat Cooling Device
o Zeltig Aesthetics Vacuum Applicator Single Patient Use Sleeve

However, the information regarding to the paging system has not been included.

V1. Sterilization/Shelf Life/Reuse

The Zeltiq CLN1 Cooling Device, including the applicators and disposable sleeves, are sold non-sterile.
Since the patient contact of the device is limited to the intact skin, this device is categorized as a non-
critical patient contact device. According to FDA guidelines (http://www.fda.govicdrhiode/198.pdf), the
device will need to be thoroughly cleaned prior to use.

However, the sponsor has not addressed this issue regarding how to ensure or maintain the applicators
and disposable sleeves clean prior to application.

VIl. Biocompatibility

According to the sponsor, the only new patient contacting materials introduced in this desian uparade are
(b)(4), (b)(5) (h)(4)._(h)(5)
RAERIRAR) (0)@), 0)5)

(b)(4), (b)(5)

(b)(4), (b)(5)

(D) (4), (D) (5) (b)), (b)s) \
The sponsor also stated that the| () iy, ) () |is currently marketed as a Class | medical device as
an orthopedic accessory for casting | (b) (4), (D) (5) (0)(4), (b)(5)

VIIl. Software

Version: Rev. 08, Jan 11, 2008
Level of Concern: Moderate

h{:1
Software description: (Attachment 18-1) X
Device Hazard Analysis: {Attachments 18-2 and 18-3) X
° 2 04
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Software Requirements Specifications: (Attachment 18-4) X
Architecture Design Chart: (Attachment 18-1) X
Design Specifications: (Attachment 18-1) X
Traceability Analysis/Matrix: (Attachment 18-5) X
Development: (Attachment 18-7) X
Verification & Validation Testing: {Attachments 18-5 and 18-6) X
Revision level history: (page 103) X
Unresolved anomalies: (Section 8, Attachment 18-5) X

The changes in the software from that of the predicate, Juniper CLN1 Dermal Cooling Device (K072152)
include the following:
* Monitoring and feedback on the quality of the contact between the applicator and the skin prior to
and during treatment;
+ Monitoring and feedback on the detection of a freeze event during treatment including automatic
shut off the device if a freeze event is detected; and
* Use of an optional pager that notifies the user of device status during treatment such as when the
treatment is complete or if a system error occurs.

VIIl. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

The sponsor stated that the following electromagnetic and electrical safety testing is being conducted:
(b)(4), (b)(5)

(b)(4), (b)(5)

{X. Performance Testing — Bench

The sponsor has conducted the verification tests for the vacuum applicator and the disposable sleeves.
Test results are provided (Attachments 20-1 and 20-2).

X. Performance Testing — Animal

Xl. Performance Testing — Clinical
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XIl. Substantial Equivalence Discussion
Yes No

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

Issues of Safety Or Effectiveness?
5. Same Technological Characteristics? FYES=GoTo7
8. Could The New Characteristics Affect Safety Or _ FYES=GoTo8

Effectiveness?
7. Descriptive Characteristics Precise Enough? If NO=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? If NO = Request Data
11. Data Demonstrate Equivalence? Final Decision:

Note: See hitp /leroom.fda.gov/eRoomReq/Files/CDRH3/CDRHPremarketNgtification
510kProgram/0 4147/FLOWCHART 510K DECISION. PDF for Flowchart to assist in decision-making

process. Please complete the following table and answer the corresponding guestions. "Yes" responses
to questions 4, 6, 8, and 11, and every "no" response requires an explanation.

1.

2.

10.
1.

Xin.

1)

Explain why not a device:
Explain why not subject to 510(k):

Explain how the new indication differs from the predicate device's indication:
Please see section lll and IV

Explain why there is or is not a new effect or safety or effectiveness issue:

Describe the new technological characteristics:

Explain how new characteristics could or could not affect safety or effectiveness:

Explain how descriptive characteristics are not precise enough:

Explain new types of safety or effectiveness question(s} raised or why the question(s) are not new:
Explain why existing scientific methods can not be used:

Exptain what performance data is needed:

Explain how the performance data demonstrates that the device is or is not substantially equivalent:

Deficiencies

Substantial Equivalence

SN
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(b) (4),

(b) (5)

(b)(4), (b)(5)

Please revise the Substantial Equivalence tables to include detailed information of each
category and identify relevant similarities and differences.

Please provide additional predicate(s) for some of the different features, or

Please provide data and/or rationale to justify that the differences do not adversely affect the
safety and effectiveness of your device.

2) Vacuum Applicator

You indicate that an alternate vacuum applicator with the massage feature is included in this device.
However, the information you provided for the vacuum applicator is not adequate.

® 000w

Please describe in detail the functions and features of the vacuum applicator.

(b)(4), (b)(5) (b)(4), (b)(5)

Please discuss the safety features incorporated with the vacuum applicater.

Please provide a predicate for applying vacuum together with warm or cold massage; or

Please provide data and/or justification to demonstrate the safe use of vacuum applicator during

warm or cold massage.

3) Paging System
You indicate that an optional paging system has been added to provide a secondary system to notify staff

of system status. However, the information you provided for this paging system is not adequate.

a.
b.

c.

d.

e.

Please describe in detail the components, functions and features of the paging system.

Please provide an overall hardware configuration diagram that includes this optional paging
system.

Please include in your Software Architecture Design Chart {page 110) how the paging system will
interface with the rest of the software system.

Please indicate whether the wireless communication is used between the transmitter and the

pager.
Please include in your Direction for Use a section related to the paging system.

4) Wireless Technology

If wireless technology is used in your paging system, please address the following issues:

a.
b.

C.

d.

e.
f.

Q.

How users will interact with the system.

For wireless devices that use computer programs (“software”), the program’s ability to handle the
device responses and/or failures under EMI conditions

All functions that the wireless device will perform, and all safety-related requirements,
specifications, features, and functions that will be implemented wirelessly

Wireless protocol specification name or designation (e.g., WMTS, IEEE 802.11b) for all wireless
technologies incorporated into the device.

Wireless transmitter/receiver parameters such as operating frequency, output power, etc.

All coexistence, data integrity (e.g., data throughput, latency) and security features and
performance requirements that the wireless system will meet.

Data security features to prevent unauthorized access to data or networks

5) Electrical Safety Test

In Section 19, Electromagnetic Compatibility and Electrical Safety, you indicate that the following
electromagnetic and electrical safety testing is being conducted: Dielectric Strength (IEC/UL 60601-1),

SR
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Leakage Current (IEC/UL 60601-1), Emission of Electromagnetic Radiation (IEC/UL 60601-1), and
Immunity to ESD (IEC/UL 60601-1). '
Please confirm that
a. your device will be tested in compliance with the latest version of the IEC/UL 60601-1; and
b. the equipment under test (EUT) will include the paging system with transmitter and pager.

6) Cleaning Instruction

In Section 16, Sterilization & Shelf Life, you indicate that the applicators and disposable sleeves are not
sold sterile. However, in your Direction for Use: Zeltig Aethetics Vacuum Applicator Single Patient Use
Sleeve, you did not address and/or provide instructions how to keep the sleeves and | (b)), 1)) |clean
prior to use. Please clarify and revise your labeling accordingly.

7) Zeltig Coupling Gel
You indicate in the labeling that Zeltiq Coupling Gel is applied to the patient prior to use of the system.

However, you have not provided any information regarding to the Zeltiq Coupling Gel.
a. Please compare the Zeltiq Coupling Gel witr| (D) (4p)4)(®)(5p) in the predicate, Juniper
CLN1 Dermal Cooling Device (K072152). If they are different,
b. Please provide detailed information of the Zeltiq Coupling Gel, including the manufacturing
process, cammon and/or trade names of each chemical, etc..
¢. Please provide predicate(s) for this Zeltig Coupling Gel, or
d. Please provide data to demonstrate the safety and efficacy of the Zeltig Coupling Gel.

XIV. Contact History

A telephone conversation with the sponsor (Donald V Johnson) followed up by an e-mail on 2/27/2008
asking for additional information.

XV. Recommendation

| recommend that this submission be placed ¢n hold pending receipt of the respense to the above
guestions.

Regulation Number: 21 CFR 878.4810

Regulation Name: Laser Instrument, Surgical, Powered
Regulatory Class: Class Il

Product Code: GEX

Additicnal Product Code: ILO, ISA

S — 201/ o8

Long Chen Date
Lead Reviewer, GSDB/DGRND

/ﬂ){ 1T Ol “"\?{’Lﬁ’/ﬁ; 7//12? /‘f'”/

Neil Ogden * Date
Branch Chief, GSDB/DGRND

! 243
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Chen, Long H

“rom: Chen, Long H

.ent: Wednesday, February 27, 2008 11:33 AM

To: 'djohnson@zeltiq.com'

Subject: 510(k) submission - Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118)
Attachments: k080118 _email.1.doc

Don,

As discussed, | have enclosed a copy of the additional information request for the subject 510 (k) submission. Feel free to
contact me for any further clarification.

a)

k080118 _em
i.1.doc (81 KE

Long

Long Chen, Ph.D.
(240)276-3628
GSDB/DGRND/ODE/FDA
long.chen@fda.hhs.gov

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW if you are not the addressee, or a person authorized lo
‘iver the document to the addressee, you are hereby notified that any review disciosure, dissemination, copying, or other action based on the content
- this communication is not authorized If you have received this document in error, please immediately notify us by email or telephone.

Xy
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February 27, 2008

Mr. Donald V Johnson

VP Operations, Regulatory, & Quality Affairs
Zeltiq Aesthetics, Pleasanton, CA

Ph#: (925)-474-2509

Fax#: (925)-474-2599

e-mail: djohnson@zeltiq.com

Re: 510(k) submission - Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118)
Dear Mr. Johnson,

In reviewing the subject submission, we have the following additional questions
that need to be clarified to facilitate our review process:

D) Substantial Equivalence
(b)(4), (b)(5)

(b)(4). (b)(S)

b. Please revise the Substantial Equivalence tables to include detailed

information of each category and identify relevant similarities and differences.

¢. Please provide additional predicate(s) for some of the different features, or
d. Please provide data and/or rationale to justify that the differences do not
adversely affect the safety and effectiveness of your device.

2) Vacuum Applicator
You indicate that an alternate vacuum applicator with the massage feature is included in
this device. However, the information you provided for the vacuum applicator is not
adequate.
a. Please describe in detail the functions and features of the vacuum applicator.
b. [{P) (), (B)(5) (b)4), (b))
c. Please discuss the safety teatures incorporated with the vacuum appitcator.
d. Please provide a predicate for applying vacuum together with warm or cold
massage; or
e. Please provide data and/or justification to demonstrate the safe use of vacuum
applicator during warm or cold massage.
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3) Paging System
You indicate that an optional paging system has been added to provide a secondary
system to notify staff of system status. However, the information you provided for this
paging system is not adequate.
a. Please describe in detail the components, functions and features of the paging
system.
b. Please provide an overall hardware configuration diagram that includes this
optional paging system.
¢. Please include in your Software Architecture Design Chart (page 110) how
the paging system will interface with the rest of the software system.
d. Please indicate whether the wireless communication is used between the
transmitter and the pager.
e. Please include in your Direction for Use a section related to the paging
systermt.

4) Wireless Technology
If wireless technology 1s used in your paging system, please address the following issues:
a. How users will interact with the system.
b. For wireless devices that use computer programs (“*software™), the program’s
ability to handle the device responses and/or failures under EMI conditions
c. All functions that the wireless device will perform, and all safety-related
requirements, specifications, features, and functions that will be implemented
wirelessly
d. Wireless protocol specification name or designation (e.g., WMTS, [EEE
802.11b) for all wireless technologies incorporated into the device.
e. Wireless transmitter/receiver parameters such as operating frequency, output
. power, etc.
f.  All coexistence, data integrity (e.g., data throughput, latency) and security
features and performance requirements that the wireless system will meet.
g. Data security features to prevent unauthorized access to data or networks

5) Electrical Safety Test
In Section 19, Electromagnetic Compatibility and Electrical Safety, you indicate that the

following electromagnetic and electrical safety testing is being conducted: %bk3248,"'()0)(5)(
(b)(4), (b)(5)

(b)(4), (b)(5)

6) Cleaning [nstruction

In Section 16, Sterilization & Shelf Life, you indicate that the applicators and disposable
sleeves are not sold sterile. However, in your Direction for Use: Zeltiq Aethetics Vacuum
Applicator Single Patient Use Sleeve, you did not address and/or provide instructions
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how to keep the sleeves and| (b)), bs)'| clean prior to use. Please clarify and revise your
labeling accordingly.

7) Zeltig Coupling Gel

You indicate in the labeling that Zeltiq Coupling Gel is applied to the patient prior to use
of the system. However, you have not provided any information regarding to the Zeltiq
Coupling Gel.

a. Please compare the Zeltiq Coupling Gel with| ') (%) 1)) in the
predicate, Juniper CLN1 Dermal Cooling Device (K072152). If they are
different,

b. Please provide detailed information of the Zeltiq Coupling Gel, including the
manufacturing process, common and/or trade names of each chemical, etc..

¢. Please provide predicate(s) for this Zeltiq Coupling Gel, or

d. Please provide data to demonstrate the safety and efficacy of the Zeltig
Coupling Gel.

The subject submission will be placed on hold pending your response with the
requested information. If you need more than 30 days to provide a full and complete
response, you should submit a request for an extension of time to Document Mail Center
(HFZ 401). For further information on how to apply for an extension and for general
510(k) information, please visit the FDA Website at:
http://www.fda.gov/cdrh/devadvice/31435 himl#link 6

Sincerely,

Long Chen, Ph.D.

Chemical Engineer

Phone#: (240)276-3600, Fax#: (240)276-3733

General and Surgical Devices Branch

Division of General, Restorative and Neurological Devices

FDA/ODE

THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN
INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you
are nof the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If
you have received this document int error, please immediately notify us by email or lelephone.

177
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AESTHETICS

K0808118 Response
Zeltiq Aesthetics Dermal Cooling Device
April 25, 2008
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Cffice of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

March 14, 2008 Rockville, Maryland 20850
ZELTIQ AESTHETICS 510 (k) Number: K080118
4698 WILLOW ROAD Product: ZELTIOQ
PLEASANTON, CA 94588 AESTHETICS CLN1
ATTN: DONALD V., JOHNSON DERMAL COOLING
DEVICE

The additional information you have submitted has been received.

We will notify you when the procegsing of this submission has been
completed or 1f any additional information is required. Please
remember that all correspondence concerning your submission MUST

be sent to the Document Mail Center (HFZ-401) at the above

letterhead address. Correspondence sent to any address other than

the cne 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.

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/cdrh/ode/guidance/1567.html. Please refer
to this guidance for assistance on how to format an original submisgion
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.

hq
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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
Qffice of Device Evaluation
Center for Devices and

Radiological Health
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMNISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET Sao OMB Sestermant 06 page 5.

Fonn Approval
OMB No, 8010-0120
Expiration Daie: August 31, 2010,

Dais of Submssion User Féa Bayment 1D Numbar
3/12/2008 MDB031D85-856733

SECTION A TYPE OF SUBMISSION

FOA SUbMISSIon DOCGmAnt Namber (1! known)
KORGg118

Company / Insttution Name

PMA PMA & HDE Suppiemant PDP 510(k} Meetling
"} Original Submission [} ragutar (150 day) [ osiginal POP {7 originat Submission: [ Pro-510(K) Meeting
"] Pramarket Repon [ gpecial [] Netica of Compietion ] Traditional [(J#re-IDE Maating
I3 Modutar Submissian [} Pansi Track (PMAOnly) | [ ] Amendment o PP [T specal ] Pre-Pia Masiing
Amantmart A0-day Supplement Abhreviay lata Pre-PDP
[ amendme [ 20-day Supplen: 0O atad égosrrp | Masting
] mepon [ 30-day Nofice secion [ bay 100 Mesting
["] Repon Amendment [ 135-day Supplement E) dditionat nformenian [0 Agresmem Meeting
] tisersing Agrsament | [) Reaitime Review L] wird Party [} Datermination Meeting
Amendmant io PMA & 2petiy):
[ HDE Sipplemon CJother fspectty)
[ other
hE Humanttarian Device Clays || Exemption Petiion | Evaluation of Automatic Other Submission
Exemplion {HDE} Class Uil Designation
) {02 Novo)
{7] Original Submissian 5 originat Submissian () 0dginal Submissien [] original Submissien [(Is13@
1 Amendmam 1 Amsndment [ Audtionat tnformation [ Addionat Informetion CJomer
{1 Supploment [ supplemant (descrive submigelon):
] Pepont
[7] Repont Amendment
Have you used or cited Standards in your submission?  [Jves  [/Ino (¥ Yes, please complste Section |, Page 5)
SECTION B SUBRITTER, APPLICANT OR SPOMSOR
Compeny / Institution Name Establishment Ragistration Number {if known)
Zeilig Aesthatics
Civision Nama (7 applicabls) Fhona Numiar (ckiding 21as CO06)
{ (b)( 6})(4)
tirest Address FAY, Nurmber (includding area cods}
4698 Wilow Road { 1(D) (B)a)
Ciy Stata / Province ZIP/Postal Code | Cotrntty
Pleasanton CA 04588 USA
Comtact Name
Donald V. Johnson
Contact Title Comact E-mail Address
Vice Presldent, Operations, Regulalory, and Quality Affairs (D) ( 1&3) (4)
SECTION G APPLICATION CORRESPONDENT {£.g.. consullant, it different frem above)

Division Mame (if applicable} FPhane Number fincluding ares code)
( )
Strast Address FAX. Number {inciuding area cods)
( )
City Steta / Provinee ZIFiPostat Code Gauniry
Gontact Neme
Contact Tibe ' Contact E-mall AGrass
FORM EDA 3514 (9/07) PAGE 1 OF 5 PAGES
[T TER NN, CITE P NT O i g
CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device K080118 Response Page 1 of 81
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SECTION D1

REASON FOR APPLICATION

PIA. PDP. OR HDE

] withdrawal

[[] additional or Expanded Indications

D Requast for Extenslon

[] Post-approval Study Protocol

[_] Request for Applicant Hold

) Requas tor Ramoval of Applicant Hold

[[] Reques to Remove or Add Manutacturing Stte

D Process change:
[] Manutacturing
|:| Sterilization
[ Packaging
[ Other (spacity beiow)

B Change n design, component, or
specificaton:
D Software /Hardware
] Color Aduttive
I Material
D Specifications
D Other {specity below)

[ Location change:
D Manufacturer
[T stesiizer
[1 Packager

[ response 1o FDA comespandence:

[ Labefing change:
[ indications
[] instructions
[ Performance
] shetf Life
) Trade Name
] omer (spacify betow!

[:I Report Submission:
D Annual or Periodic
[ Post-approval Study
[] Advarse Reaction
[ Davica Detact
] Amendiment

7] change in Ownership
D Changa in Corraspondant
D Change of Applicant Address.

[J other Reason (specify):

SECTION D2

[] New Device

[C] New mdication

[ agdition of Institution

D Expansion / Extension of Study
[ r8 certification

[T Termination of Study

[] withdrawal ot Application

[[] unanticipated Adversa Efect
[[] Netification of Emargency Use
E] Compassionate Use Request
[ Treatment IDE

7] Continued Access

REASCON FOR APPLICATION - 1DE

[:] Change in:
[ comespondent/ Applicant
[ ] pesign rDevice
[} intarmed Consent
] Manutacursr
D Manufacturing Process
{7 Pratocol - Feasibiiity
[ Pratocel - Cther
] sponser

[] Repon supmission:
[J cumrent investigater
U Annual Progress Report
r_"I Site Waiver Report

] Fmal

[[J Repose to FDA Letter Concaming:
{1 Conditional Approval
E] Desmed Approved
[ Deficient Finat Roport
[ Deficiam Progress Report
[ Deficient investigator Rapart
[} pisapprovat
[} Request Extension of

Time tc Respond 10 FDA

[ mequast Mesting
[ request Hearing

D Other Reason (specify):

SECTION D3 REASON FOR SUBMISSION - 510(k)
[[] new Davice [J Additional or Expanded Indications ] changs in Tachaalogy
[/ Other Rezsen (specify):
Response lo questions regarding KOB0118, in letter from FDA dated Fabruary 27, 2008.
PAGE 2 OF 5 PAGES

FORM FOA 3514 (9/07)

Zeltig Aesthetics Dermal Cooling Device
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SECTION ADDITIONAL INFOBMA [ON ON b10(K) SUBMISSIONS

Product oodes of dovicas to which substantial equivalence is claimed Summary of, or staterment conceming,
T T safety and offactivenass information
1| GEX 2 '3
£ 10L I1SA 4| MSX [ 510 09 summary
5| NUV 8|IRO 7 8 [C] 540 (x} statement
Information on devices to which substantial equivalence is claimed (if known)
510{k) Number ' Trade or Propristary ar Mode! Nama Manulacturer
; K072152 . CLN1 Dermat Cooling Device | Zeltig Aesthetics, Inc
i | KO30876 Cynosure Triactive Therapeulic Cynosure, inc
2 2| Massager 2
K023231 Elfcare MediSeb
3 3 3
. K082748 . Uttraview Waveform Pager System . Spacelabs Medical, Inc
5 K070092 5 Velasmooth 1 5 Syneron Medical, Ltd
6 K990445 o Therapeutic Massager ¢ LPG USA
| H
| i

SECTION I PRODUCT INFORMATION - ARPLICATION TO ALL APPLICATIONS
Common or usual namg or classification

[ Trade or Propristary or Modal Name for This Davice Modal Number
1 E Zeltig Assthetics CLN1 Dermal Cooling Device 1
2, 2
3 3
4 4
5 3
FDA document numbers of all prior related submissions (regardiess of outbome} )
1 ko72152 2 KoB3r1s % koB0407 4 5 6
7 8 9 10 H 12
Data {ncludad In Submiasion
[] Lanoratory Testing [ Aaimal Trials ] Human Trals
SECTION G PRODUCT CLASSIFICATION - APPLICATION TQO ALL APPLICATIONS
Product Cade GC.F.R, Saction (if applicabla) Device Class
ILO, GEX, ISA 800.5720, 878.4810, 830.5660 [Jcass ] Cisss
ClassHfication Panel *
[ crassm [ unciassified

Indications (from labeling}

The Zeltiq CLN1 Dermal Cooling Device is intended for use as a skin cooling device to minimize pain and thermal injury during laser

and dermatological treatments. Alternative uses include skin cocling as a local anesthetic for procedures that induce minor iocal
discomfort. The Zeltiq CLN1 Dermat Cooling Device can also provide localized thermal therapy (hot ar cold) to minimize pain for post
traumatic and / or post surgical pain and to temporarily relieve minor aches and pains and muscle spasms. The optional massage
function can also be used for the relief of minor muscle aches, pain, and spasm and for the improvement in local circulation and
temporary reducticn in the eppearance of celiulite. The Zeltiq Coupling Gels facilitaie thermal contact of the Zeltiq CLN1 Dermal -]

FORM FDA 3514 (3/07) PAGE 3 OF 5 PAGES

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device K080118 Response Page 3 of 81
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FDA Document Number?l?kmwn)
K0B0118

Node: Submission of this information doas not atfect the need to submita 2691
or 289 e Device Establishment Registration form.

SECTION H MANUFACTURING f PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

Facliity Establishment Identiter (FEN Number
[] original ity (FED Mo [ Manutacturer [ Contract Stesiizer
[] Aad "] Detete ] contract Manutacturer [[] Repackager / Relabeler
Company / Insthution Name Establishment Registration Number
Diviston Nama (if appficable) Phona Numbar (inofuding arca coda)
( }
Street Addrass FAX Number (inciuding area code)
{ )
City State / Provinice ZIP/Postal Code Courtry
Contact Name Contact Tidle Contact E-mail Address

Bty Establishmant Identifer (FEI) Numbe
Factty wifer {FEN Number ] Mamutacturer ] conract Steritizer
[] Gontract Manufacturer [ Repackager / Relabeler
Company / Instinstion Name Establishment Registration Number
Division Name (i agpticable) Phone Number (inciuding area coda)
{ )
Streat Address FAX Numbar (including arsa cods)
( }
City State / Province ZIP/Pestal Code Country
Contact Name Contact Tifle Comtact E-mail Address

Facility Establishiment |dentifer (FEI) Number
[ original 4 or (FED [] Manutacturer [ comtract Sterllizer
D Add D Delate D Contract Manutactures D Rapackager / Relabelar
Company / Institution Name Ezteilishment Regismation Number
Division Name (if appiicable) Phone Number (including area code)
{ )
Street Address FAX Number (including erea code)
€ )
City State { Province ZIP/Postal Code Country
Comact Name Comtact Tide Contact E-mail Addreas

FORM FDA 3514 (9407) PAGE 4 OF 5 PAGES

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device K080118 Response Page 4 of 81
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SECTIONT

UTILIZATION OF STANGARDS

Note: Compieta this section if your application or submission cites standards or includes a *Deciaration of Conformity fo 2 Recognized Standard”
statement.
Htandards No. Standards Standards T1ie Varsion Dale
Organization
1
Standards No. Standards Standards Title Version Date
Organization
2
Standards No. Standards Standards Titla Varsion Date
Organization
3
Standards No. ndards Standards Tide Version Date
nization
]
Standards No. Standards Standards Tltie Versicn Date
Organization
5
Standards No. Standards Standards Tile version Date
Organization
]
Standards No. Standards Standards Tlie Version Date
OCrganizaticn
7
Piease include any additional standards to be cited on a separate page.
Publle reporting burden for this collection of informatinn is estimated to average 0.5 hour per sesponse. including the time for reviewing instructions, scarching
existing dots sources, gathering amd muintaining the dufa needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this coltection of information, incleding suggestions for peducing this burden to:
Frad and Drug Admanisiration
CDRH (HFZ-342)
0200 Corporate Bivd,
Rockyille, MD 0850
An agency may dol conduct ar sponsor, and u person is not regaired io respond 1o, a entlection of information nless it displays « currenly valid OMB contml

FORM FDA 3514 (9/07)

Zeltiq Aesthetics Dermal Cooling Device
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HH DMC

AR 13 2008

March 11, 2008

Document Mail Center

510(k) Document Mail Center (HFZ-401)
Food and Drug Administration

Center for Devices and Radiological Health

9200 Corporate Boulevard
Rockville, MD 20850

Re: 510(k) submission - Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118)

Dear Dr. Chen:

The following is in response to additional questions presented by FDA in a letter dated
February 27, 2008 regarding the subject submission. Each question presented by FDA is
listed in italics, followed by the response from Zeltiq Aesthetics.

1} Substantial Equivalence
9XE)

(b)(4)
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Table 1. Substantial Equivalence Matrix for the Zeltiq CLN1 Dermal Cpoling

Vam
function

Massage (e.g.,
mechanical
manipulation)

Massage with
simultaneous
heating

Massage/cooling

Cnsole with

(b)(4)

NA

Cte s

fold fold fold
Vibration Pulsatile Pulsatile Pulsatile
vacuum acuum and vacuum
rollers and/or
massage
sibarefiiionl Yes No Yes
Yes, possible contact Yes, No Yes, contact
cooling at skin. simultanegus cooling on
Precaution in DFU: skin
“The effects of
simultaneous use of
massage and cold with
the Zeltiq CLN1
Dermal Cooling

Device have not been
established, and such
simultaneous use

should beavcidcd.” il

electrically Yes NA Yes Yes Yes
powered
vacuum pump
Pulsatile Y Ve e Yes Yes
vacuum J
Suction power ’ 37-375 mm 150 mm Hg
D)%) Hg
(b)(4) (4 Uikpown | c6.500
mBar Hg)
Frequency 1-10 Hz NA 0.1 -5 Hz 0.41 }—{119.23 Unknown
Cycle rate 50% NA 10-90% 10-90% Unknown
Power Source 120 VAC/ 60 Hz 120 VAC/ 120 VAC/ 60 | 120 VAC/60
120 VAC/ 60 Hz 60 Hz Hz Hz
Sterility Non sterile Non sterile Non sterile Non sterile Non sterile
Reusable Yes Yes Yes Yes Yes
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Additional information has been added to the substantial equivalence comparison
table for the pager to include the transmission technology and additional features.
See Table 2.

b. Please revise the Substantial Fquivalence tables to include detailed
information of each category and identify relevant similarities and

differences.

As discussed in the response to Question 1a above, a separate substantial
equivalence comparison table for the vacuum applicator has been included with
additional information on technological characteristics and features. Additional
information also has been included in the substantial equivalence table for the
pager. See Tables 1 and 2.

¢. Please provide additional predicate(s) for some of the different features, or

(b) (4)

(b)(4)

d. Please provide data and/or rationale to justify that the differences do not
adversely affect the safety and effectiveness of your device,

Not applicable; additional predicates were provided in response to Question 1¢
above.
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Table 2. Substantial Equivalence Matrix for the Zeltiq CLN1 Paging Device

N
Indications for Use To provide a secondary means of ® w50 pmv]de a secondary means of

notification and display of system notification and display of patient

status (e.g., procedure completion, alarm information to mobile health

system error) to mobile health care care providers

providers e . .for use in real-time monitoring
of routine patient status and alarm
events

The control unit acts as the server that A server collects and formats

collects and formats| (D) (4b)(4) I 1L(B) (B4 ]

(b)(4) ]

2)

Transmitter D) (4) (b)(4) | Any Flex-Binary paging transmitter that
meets site requirement (and frequency
requirement)

Transmission Wireless Wireless

Technology

Transmission UHF frequency (420 — 470 MHz) with | Protected 929-931 MHz paging band

Frequency synthesized frequency and modulation

Receiver (Pager) | Battery operated alphanumeric pager by | Battery operated, alphanumeric pager

1 (D) (4) " (bya) |that stores up | by Motorola (CP1250) that stores up to
to 99 messag 43 messages

Transmitter Messages delivered “immediately Notification occurs within 4 to 8
seconds after an alarm event (for
telemetry and hardwired patients)

Transmission ASCII text messages; device status Text messages and waveforms; patient

Data data

Transmission Forwarding mechanism Forwarding mechanism

Sequence

Security None required; transmission is device Unknown

status only, no patient data

Receiver (Pager) || (D) (4) 7. Stores up to 43 messages

8. Displays up to 8 lines of text,
zooms in to 4 lines for larger view.
(b)(4) 9. Backlighting

10. User selectable alerts
11. Operates on a single AAA battery

‘ . 12. Low battery indicato

Reusable [ohayl Yes
-

Zeltiq Aesthetics Dermal Cooling Device
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2) Vacuum Applicator

You indicate that an alternate vacuum applicator with the massage feature is included in
this device. However, the information you provided for the vacuum applicator is not
adequate.

a. Please describe in detail the functions and features of the vacuum applicator.

(b) (4)

(b)(4)

b) (4
p. [(P) (D) (0)4)

(b) (4)

(b)(4)

c. Please discuss the safety features incorporated with the vacuum applicator.

(b) (4)
(b)(4)
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(b) (4)

(b)(4)

(b) (4)
(b))

d. Please provide a predicate for applying vacuum together with warm or cold
massage; or

Additional predicates for the use of vacuum together with warm or cold massage
are included in response to Question lc above.

e. Please provide data and/or justification to demonstrate the safe use of vacuum
applicator during warm or cold massage.

Not applicable; additional predicates were provided in response to Question lc
above.

3) Paging System
You indicate that an optional paging system has been added to provide a secondary

system to notify staff of system status. However, the information you provided for this
paging system is not adequate.

a. Please describe in detail the components, functions and features of the paging
system.

The following describes the components, functions and features of the paging
system.

The paging system has the following components, as previously described in
Section 13.4.2 on page 37 of the original 510(k):

e The control unit, which collects and formats| () (%) ()a)
(D)4 )9

* A transmitter| . °) (%) (b)(4) that is located in the
control unit, receives input via a RS232 port and transmits messages via UHF
frequency () (4) (b)(4) and

e  An alphanumeric pager (°) (%) (p)a) that receives messages from

the transmitter.

The function of the paging system is to provide a secondary system to notify staff
of system status: when a treatment session is cancelled, procedure completion or system
€1ror,
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Further detail describing the components, functions and features is provided in
DR-10051, CLN1 Software Design Description (Attachment 3).

b. Please provide an overall hardware configuration diagram that includes this
optional paging system.

We have updated DR-10051, CLN1 Software Design Description, including
Figure 1 (the Software Architecture Design chart on page 110 of the originai
submission} to include the optional pager system. Note that the Software
Architecture Design chart includes hardware configuration.

This updated document has been provided in Attachment 3; the updated figure is
provided below for your convenience, highlighting the addition of the pager and
transmitter.
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CLN1 Software Architecture

N— (b)(4)

(b)4)

c. Please include in your Sofiware Architecture Design Chart (page 110) how
the paging system will interface with the rest of the software system.

Please see the response to Question 3b above and Attachment 3, DR-10051,
CLN1 Software Design Description, which describes additional interactions
between the paging system and the rest of the software system.
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d. Please indicate whether the wireless communication is used between the
transmitter and the pager.

Wireless communication is used between the transmitter and the pager; specific
details are provided in the response to Question 4.

e. Please include in your Direction for Use a section related to the paging
system.

The Directions for Use have been revised to include a section related to the
paging system. Please see Section 2.5 of PL10691 Rev D, Zeltiq CLN1 Dermal
Cooling Device Directions for Use, (Attachment 2). Note that for convenience,
this section has been reproduced in the response to Question 4a below.

4) Wireless Technology
If wireless technology is used in your paging system, please address the following issues:

a. How users will interact with the system.

Section 2.5 of PL10691 Rev D, Zeltig CLLN1 Dermal Cooling Device Directions
for Use, (Attachment 2) contains the following instructions for user interactions
with the paging system:

(b) (4)

(b)(4)

1. [
2. (b)(4)
3.
CONFIDENTIAL
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(b) (4)

(b)(4)

b. For wireless devices that use computer programs (“software”), the program’s
ability to handle the device responses and/or failures under EMI conditions.

The wireless device is external to our product software. Our software’s ability to
operate correctly under EMI conditions was validated during our systems-level
EMI testing.

c. All functions that the wireless device will perform, and all safety-related
requirements, specifications, features, and functions that will be implemented
wirelessiy.

Wireless functionality consists solely of| (P) (4) (b)(4)
(b) (4)

(b)(4)

o)) (b))

d. Wireless protocol specification name or designation (e.g., WMTS, IEEE
802.11b) for all wireless technologies incorporated into the device.

ASCII text messages are sent to the paging transmitter through a USB to serial

interface. Wireless messages are transmitted using an LRS proprietary FM
encoding scheme.
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e. Wireless transmitter/receiver parameters such as operating frequency, output

power, elc.

The following table lists the wireless transmitter/receiver parameters.

Operating Required Output Operating
Frequency Voltage Power Range
Transmitter 467.750MHz 110 1 Watt ~2 miles
Receiver 467.750MHz One AAA N/A ~2 miles
Alkaline
battery

[ Al coexistence, data integrity (e.g., data throughput, latency) and security
Jeatures and performance requirements that the wireless system will meet,

The data rate of the serial link to the pager transmitter is 9600 bps. The software
checks that the pager transmitter does not return an error when sending an ASCII
string, but there is no handshake with the page receiver.

There are no security features required. Because of the wireless link, there are no
performance expectations that can be made of the pager (receiver may be powered
off, out of range, or not physically proximal to the user). Empirical testing in our
facility found the range to exceed 100 feet (the anticipated range of use with the
Zeltiq system).

g. Data security features to prevent unauthorized access to data or networks

The onsite paging system is not connected to any network nor are there any data
which require protection. The pager transmitter data does not include any patient
information; the information is limited to device status.

5) Electrical Safety Test

In Section 19, Electromagnetic Compatibility and Electrical Safety, you indicate that the
Jollowing electromagnetic and electrical safety testing is being conducted: Dielectric
Strength (IEC/UL 60601-1), Leakage Current (IEC/UL 60601-1), Emission of
Electromagnetic Radiation (IEC/UL 60601-1), and Immunity to ESD (TEC/UL 60601-1).
Please confirm that

a. your device will be tested in compliance with the latest version of the IEC/UL
60601-1; and

The device testing will be tested in compliance with the latest version of the
IEC/UL 60601-1, that is the 3™ addition, December 2005.
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b. the equipment under test (EUT) will include the paging system with
transmitter and pager.

The paging system will be tested as part of the device for compliance with the
latest version of the IEC/UL 60601-1.

6) Cleaning Instruction

In Section 16, Sterilization & Shelf Life, you indicate that the applicators and disposable
sleeves are not sold sterile. However, in your Direction for Use: Zeltiq Aesthetics
Vacuum Applicator Single Patient Use Sleeve, you did not address and/or provide
instructions how to keep the sleeves and \"Jyd) |clean prior to use. Please clarify and
revise your labeling accordingly.

The sleeves and| (P)bstd) | are provided in packaging in which they are intended to be
stored until the time of use. They also are intended for a single use and are to be disposed
after each procedure. Therefore, it is believed that there is no need for specific
instructions regarding how the sleeves and (P)h)t4) | are to be kept clean prior to use.

7) Zeltiq Coupling Gel
You indicate in the labeling that Zeltiq Coupling Gel is applied to the patient prior to use
of the system. However, you have not provided any information regarding to the Zeltiq

Coupling Gel,
a. Please compare the Zeltig Coupling Gel with OV by in the
predicate, Juniper CLNI Dermal Cooling Device (K072152). If they are
different,

b. Please provide detailed information of the Zeltiq Coupling Gel, including the
manufacturing process, common and/or trade names of each chemical, etc..

¢. Please provide predicate(s) for this Zeltiq Coupling Gel, or

d. Please provide data to demonstrate the safety and efficacy of the Zeltig
Coupling Gel.

(b) (4)

(b)(4)

CCNFIDENTIAL
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The following table is provided to facilitate your review of this submission and
understanding of the name changes.

New Name Old Name Submission

Zeltiq Coupling Gel Juniper Medical Coupling | K063715
Gel

Zeltiq Coupling Gel (i)il)( Juniper Coupling Gel (é)k()z)——« ( b)(b()(i))

Zeltig Coupling Gel Juniper Coupling Gel

We trust that the additional information provides the clarification needed for completion
of the review process for the subject submission. If there are any questions, or if
additional information is required, however, please contact me at| ( ?) (b)) or by
email at (P (%) b))

Sincerely,

Delifl

Donald V. Johnson
Vice President, Operations, Regulatory, and Quality Affairs
Zeltig Aesthetics, Inc.
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FEnclosed:

Attachment 1: Additional Predicate Devices: LPG Therapeutic Massager and Syneron
Velasmooth.

Attachment 2: PL10691-D Zeltiq CLN1 Dermal Cooling Device Directions for Use.

Attachment 3: DR10051-B CLN1 Sortware Design Description.
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ATTACHMENT 1: ADDITIONAL PREDICATE DEVICES: LPG THERAPEUTIC MASSAGER AND
SYNERON VELASMOOTH.
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LIPOMASSAGE by Endermologie: the best cellulite treatment! Find out more about our cellulite

LIPOMASSAGE Technology, independent Motorized Rollers

LPG IMR Technology

Lipomassage's principie is based upon two electronically controlied motarized rolfers
located in an airtighi chamber. Working with aspiration. the unigue, patented LPG Rof!
Heads -or Independent Motorized Rollers (IMR} —form a “wave’ that folds and unfolds
the skin. The skinfoldis rolled at variable speeds, using forward or backward. diagonal ar
lateral manauvers, according to the specific treatment objective.

The most recent generation CelluMB KeymoduieiS0 technology features a redesigned
reatment head with speed and rotation differentialsand additicnal programs for greater
depth of action and dramatically expanded applications.

Depending on the Totation dueclicn and speed of the independent motorized rollers, the
skin is drawiy in sumerous different foids -all of different shapes, depihs and
fhicknesses. As this happens, sensers provide instant feedback and a user friendly
menu control display acts as a bicfeedback monitoring system, proviging users with
axtremely accurate treatment data

Mo with the Rollinand the new and improved | PG proiocols, Lipomassage by
Endermologizdelivers more intensive deep tissue reatments for faster measurable
results than ever before.

« Rall'in
Allows for a more slenderized and streamlingd physique. making dense. excess fats
available for elimination

» Roll'out
Reconditions and siructurally redensifiesdeep layers of ioose. sagging skin that topical
seiuiions are unable to tone. tighten er firm

« Roll'up
Reshapes figure flaws to help one attain the oplimal physical aesthetic,

http:/lpg-america.com/HTML-LIPO/tech-headrollers.htm
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gi/l1s/28me 17:66 9545685059 FREDERIC BARTHE ESH. PAGE w7

K9G oius™
JAN 1 8 2000

510 (k) Summary
Applicant’s Name: LPG USA

Applicant’s Address: 3101 Noxth Federal Highway (Suite (301)
Fort Lauderdale, FL. 33306

Contact Person: Walter L. Wasserman

Phone Numbes/contact person: {954)5608-5005
Fax Number/contact person: (954)568-6611

Address of manufacturing site:  LPG Systems

Technoparc de la Plaine

30 Rue du Docteur Abel

BP 35-26902 Valence Cedex 9, France
Date Surmnary Prepared: January 18, 2000

This summary includes sections 2 through 8.
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2. Device Name

Therapeutic Massager (21 CFR 890.5660)
Proprietary names ~ LPG Therapeutic Massager - Models - ES]
Therapeutic Massager/Vibrator (21 CFR 890.5660 and 890.5975)
Proprietary names - LPG Therapeutic Massager/ Vibrator - Models — Cellu M6; ES/M60; S6; and LPG

Equine

s & = @

3 Establishment registration number

1062948

4, Classification of device
s Class]
s Product codes — 89 ISA and 89 IRO
Panel - Physical medicine

3. Performance standards
There are no performance standards established under section 514

6. Labeling
6.1
Indications for use

s  Relieves minor muscle aches and pains
Relieve muscle spasm
Temporary improvement in iocal circulation
Temporarily reduces the appearance of cellulite
Relieves minor muscle aches and pains, relieves muscle spasm and temporarily improves local
circulation during Bum rehabilitation
Contraindications

+  Known sensitivity to the device

s Do not treat over open wounds

+  Skin cancer in the treated area

« Do not treat HIV positive patients

Caution
Federal law restricts thus device for sale to or use under the order of a licensed physician

Precautions;

When treating patients for burn rehabilitation care should be taken to carefully follow the instruction manual and not
to exceed suction levels that would be obviously uncomfortable for the patient.

3 LPG USA Confidential
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6.2

510(k) Number K99045
Device Name: LPG Therapeutic Massager/Vibrator

Intended uses

‘T o & 9

Relieves minor muscle aches and pains

Relieve muscle spasm

Temporarily Improve local circulation

Temporarily reduces the appearance of cellulite

Relieves minor muscle aches and pains, relieves muscle spasm and improves local girculation during
Burn rehabilitation

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

NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription use OR Over-The-Counter-Use
(Per 21 CFR 801.109)

{Optionat Format 1-2-96)

4 LPG USA Confidential
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7. Substantial equivalence comparison

This product is substantially equivalent to a product already on the market LPG Therapeutic Massager {21 CFR
890.5660). The LPG technique involves a mobilization of the tissue accomplished with the LPG devices. All
models with the exception of the ES] and LPG Equine have both continuous and cyclic or pulsating modes of
action. This pulsating function is equivalent to Therapeutic Vibrators (2! CFR 890.5975). And as such
Substantial Equivalence is also claimed to the following legally marketed devices, which are also Class L.

* (3-GKI - K850851
+ VIBRATOQUCH™ [1K912383

Table of Comparison

Device Indications Design Specifications
LPG Massager/Vibrator Minor muscie pain 5 models Ground current
Relieve muscle spasm; Temp. 5 applicators Leakage <50
improvement in appearance of 12 treatment heads micamp.
cellulite; Temp. increase of 3 motorized heads

local circulation; Burn Rehab.

G5-GK1 Vibrator Minor muscle pain 17 applicators 12%3x3 - 3.8 Ibs.; 0.25HP |
3 models 110V, 60 cycle
<75 micamp. ground
hand heid current leakage
VIBRATOUCH Il Minor muscle pain 2 speeds; Battery Power not specified

Our abjective is not to substantiate new claims but 1o prove that the exempt claims are appropriate

for the burn victim and that the product is safe and effective for its general uses when used in burn
rehabilitation.

5 LPG USA Confidential
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AL/18/2888 17:86 9545685059

The LPG Technique:

The LPG technique involves mobilization of tissue accomplished with the LPG devices.

LPG stands for Louis Paul Guitay inventor of these therapeutic massagers.

LPG after a car accident that had left scars on his body was receiving treatments from a
physical therapist using a tissue mobilization techaique called Skin Fold Rolling. After a number
of treatments, LPG noticed a difference in the Skin Fold Technique due to the practitioner
performing the maneuvers or the time of the treatment. LPG had the idea to make the technique
more consistent and replicable using vacuum power to lift the skin and make a fold that is
mobilized by two motorized rollers.

The LPG devices:

Based on similar concepts, the LPG devices are intended for practitioners who work in
specific fields but all are substantially equivalent devices:

L ]

ES1 for Endermologie

Cellu M6 for Endermologie and therapeutic applications

S6 sport for sport applications, before, after exercise and rehabilitation after injuries
ES/M60 for therapeutic applications and cosmetic applications on the face or on small area
LPG Equine for animal treatment.

* & & 8 @

These devices are substantially equivalent to the ES1 therapeutic massager because the mode
of operation and operating parameters and specifications are basically the same.

Each LPG device comprises a main console housing a vacuum pump and a computerized
regulation system.

All of them contain treatment heads (from S to 12), that are designed to accommodate all
parts of the body. BSI, Cellu M6, $6, LPG Equine devices have a main motorized head, the
other device contain auxiliary heads (non-motorized} only. The equine device head is the largest
in order to be able to be applied on the horse’s body surface.

The suction power of all these machines range from 50mBar to 500mBar which is
represented by a scale from 1 to 10; for a specific machine and application, the suction power

must be cyclically interrupted to provide vibration to the skin which is another stimulation for
the tissues.

The motorized head:

This patented head (number 4,729,368 /S) contains more than 200 individual parts and
contains two motorized roliers that move together and apart, at each end of the suction chamber.
The rwo rollers are mobilized in rotation and in sliding back and forth. They provide, to the

10 LPG USA Confidential
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head, the capability of creating a fold of skin and subcutancous fat with a very efficient contact,
which allows better mobilization. This is also enhanced by specific maneuvers.

To visualize the reaction of tissue in-vivo, some endoscopic views were recorded within
the main head. ' - . ' :

The anxiliary heads:

In addition to the main head, a set of auxiliary heads can be used with two non-motorized
rollers on smaller parts of the body, particularly the face, the limbs, the peck, and all the specific
area, which need trestment. These heads are called regarding the size of the rollers: 13, 30, 44
millimeters; the ES/M60 device contains a larger head with specific ergonomic features (i.e.
handle on the top of the head) but the same design. Recently, LPG had added small springs at
each end of the rollers to provide lateral mobilization of them during the treatment.

Rhytbmicity or cyclic pulsation and mobilization:

For a specific machine and application (Cellu M6, S6, M60, and LPG Equine), the
suction power is cyclically imerrupted to provide vibration to the skin fold between the two
rollers, which is another form of stimulation for tissues. Added to the device for the comfort of
the patient, the cyclic suction power, according to scientific literature, provides additional effects
to the tissue. Because of that, the therapeutic massager that includes vibration could be described
as a form of therapeutic vibrator as well.

This cyelic pulsation feature js modulated by two variables:

»  Cycle rate

The cycle rate regulates the proportion of time devoted to suction and rest. It 1s a ratio, the cycle
rate ranges from 1 to 9, 1 for 10% suction versus 90% rest, 9 for 90% suction versus 10% rast, §
for 50% suction versus 50% rest.

* Frequency

The frequency is the number of repetitions of one cycle per second. The frequency range from
0.41 te 19.23 Hz; these numbers appears on the screen as 0.0 for 0.41 Hz to 199 for 15.23 Hz.

In order to apply to the skin fold effective vibration, it is necessary to choose an
adjustment with high frequency and low cycle rate or low frequency and high cycle rate. If the
chosen adjustment is high frequency and high cycle rate, the skin fold is constantly lifted and the
action is equivalent to the constant suction. If the chosen adjustment is low cycle rate and low
frequency, the skin fold is mostly relaxed and therefore there will be less or no effectiveness.

This cyelic pulsation should not be considerad as a single event but rather as repetitive
stimulation that could produce harmonics (additional modes of stimulation). Thus the specific
adjustments of the machine are less significant than it appears because of the harmonic
summation.

CONFIDENTIAL
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The literature contains many citations showing the effectiveness of vibration of various
frequencies; (1., has been shown on microcirculation, on pain and on muscle spasm).

LPG has investigated this area in one studies:
Doctor Gavroy compared treatment on burn victim with LPG and rhythmicity and LPG without
rhythmicity.

History of the LPG Technigue:

A number of French medical doctors advised Louis Paul Guitay about using the device to
treat low back pain, a condition very frequently associated with some types of change in the skin
and subcutaneous fat. This is called secondary cellulitis on the back or around the pelvic bone
(iliac crest). They also recommended treating neck ache with huge faity localization around C7
{which is called buffalo hump).

Therapist successfully using the CelluMé device on female patients suffering low back
pain, also noticed that their patients were showing an improvement in the appearance of their
celfulite or commonly called orange peel skin.

Results on the appearance of celiulite were so significant that LPG decided to market the
product for this effect. The device was then sold for two applications (cosmetic and therapeutic).

When LPG decided to sale the LPG therapeutic Massager for its effect on cellulite, a
specific methodology based on physiological and pathological data was designed:

- Global methodology involving lorso massage designed to improve circulation at the

pelvic and abdominal level

- Tissue mobilization with specific maneuvers aciing upon the venous system,

lymphatic system, blood system which are sensitive lo swrrounding tissue movements

- Adjusted suction power to the sensitivity and the thickness of the tissues

- An average of fourteen sessions (two sessions per week) without interruption, during

35 to 45 minutes each.

Because this methodology represents a specific and innovative way 1o tackle this skin
condition, the company decided to invent a name for it: the word “Endermologie” was chosen
and became a trademark.

Thus, it was evident that Endermologie could be only done with the LPG Therapeutic
Massagers because of the specificity of the patented heads.

To date the LPG devices such as therapeutic massagers have got the exempted claims:
Relieves minor muscles aches and pain
Temporarily increases local biood circulation
Relaxes muscles spasm
Since, April 1998, the LPG therapeutic massager has been permitted the claim:
Temporary reduction in the appearance of cellulite.

12 LPG USA Confidential
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i’ {C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heaith Service
A

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JAN | 8 2000

Mr. Frederic Barthe

Vice President

LPG USA, Inc.

3101 North Federal Highway
Suite 301

Fort Lauderdale, Florida 33306

Re: K990445
Trade Name: LPG Therapeutic Massager Vibrator
Regulatory Class: 1
Product Code: ISA
Dated: October 18, 1999
Received: October 20, 1999

Dear Mr, Barthe:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above and we have determined the device is substantially equivalent (for the indications for use
stated in the enclosure) to devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclagsified in
accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act). 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 II (Special Controls) or class Iil
(Premarket Approval), it may be subject to such additional controls. Existing major regulations
affecting your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895.
A substantially equivalent determination assumes compliance with the current Good
Manufacturing Practice requirement, as set forth in the Quality System Regulation (QS) for
Medical Devices: General regulation (21 CFR Part 820) and that, through periodic (QS)
inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to
comply with the GMP regulation may result in regulatory action. In addition, FDA may publish
further announcements concerning your device in the Federal Register. Please note: this
response to your premarket notification submission does not affect any obligation you might
have under sections 531 through 542 of the Act for devices under the Electronic Product
Radiation Control provisions, or other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permits your device to
proceed to the market.
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Page 2 - Mr. Frederic Barthe

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at
(301) 594-4659. Additionally, for questions on the promotion and advertising of your device,
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21 CFR 807.97). Other general
information on your responsibilities under the Act may be obtained from the Division of Small
Manufacturers Assistance at its toll-free number (800} 638-2041 or at (301) 443-6597, or at its
Internet address "http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

e

Jams E. Dillard 11

Acting Director

Division of General and
Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health
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al/18/20089 17:86 3545685059 FREDERIC BARTHE ESG. PAGE A4

6.2

510(k) Number K990445
Device Name: L.PG Therapeutic Massager/Vibrator

Intended uses
o Relieves minor muscles aches and pains
» Relieve muscle spasm
e Temporarily improves local blood circulation
» Relieves minor muscle aches and pains, relieves pains, relieves muscle spasm
and improves local circulation during burn rebabilitation

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

Concurrence of CDRR, Office of Device Evaluation (ODE)

Prescription use, OR Over-the-Counter-Use

{Per 21 CFR. 901.109
(Optional Format 1-2-96)

Division of General ?lomtwe Devices

3904YS

510(k) Number
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FAQ

Click Here to learn how you can
VelaShape Your Body!

Your amail address:

Your friend's email sddress:
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neron. - YelaSmooth Spec - VelaSmooth Spec - Windows Internet Explorer

Zeltiq Aesthetics Dermal Cooling Device
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£ ] http: ffwww syneron.com/Solutions Physicians Products/Specs VelaSmooth_Spec.himi

SYNERON PRODUCTS

VelaSmooth Specifications
VelaSmooth System Specifications

Infrared power
RF power

Light spectrum
Vacuum
Treated area
Platform weight

Platform size

CONFIDENTIAL
K080118 Response

Up to 20w

Up to 20w

100-2000nm

Pulsed

40 x 40mm

-60 Ibs (35kg)

31" x 207 x 14
(80 x 50 x 35 cm)

Page 33 of 81
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YelaSmooth™ - Windows Internet Expl
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@ |Gl

| 5 0 v s Rk .| et Copter Patems .
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. Syneron Success Login »

yneron

Supanior fechmalogy, Witimote Customer Care

CONTACT INVESTORS MEDIA ABOUT US EVENTS

> Physicians
Products
eMax™
eLight™
elases™
VelaShape™
VelaSmooth™
Libra™
Synercool™
Applications
Practice Support

> Med Spas
> Patients
> elos Technoloay

> Clinical Results

H
Search now
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VELASHOOTH™ CELLULITE TREATMENTS

VelaSmooth™: The first nonsurgical, FDA-
cleared medical solution for cellulite

Equip yourself for the exploding market for cellulite
treatment!

Powered by the revolutionary elés ™ Technology, VelaSmooth is the first and
leading FDA-cleared non-invasive medical solution for the reduction of cellulite.
Itis estimated that 80% of all women over the age of 20 have cellulite, and
VelaSmooth is the first device of its kind to allow you to safely treat it. Give your
patients the smooth-looking skin they desire with zero downtime.

The New VelaSmooth Contour Applicator delivers deeper, dense heating to
smaller target treatment areas. When used in conjunction with the larger,
‘VelaSmooth Body Applicator, you can produce more pronounced results, faster,

A Proven Solution for Multiple Treatment Areas: Posieriar Thigh « Buttocks
QOuter Thigh & Hip » Anterior Thigh » Inner Thigh » Upper Arm « Neck «
Saddiebags + Love Handles » Abdomen

’| am very pleased with the VelaSmooth and the results that my
patients are seeing. They report a boost in self-confidence and
look forward to their VelaSmooth appointments. Excellent
results!”

~indy &nn Eckstein, CEC, Smooth Bad

Use our ROI Calculator to see how Velasmooth can help grow your practice, or Contact Us for more information.

You and VelaSmooth - a beautiful opportunity

« Safe, effective treatment of cellulite

« National brand-recognition from consumer focused vela smooth website, extensive media
campaign and media coverage.

« Large market— an estimated 80% of women over age 20 have cellulite

e Clinically proven results with zero downtime

« Easyto use — Low maintenance. ergonomic applicator, portable system

Learn More about VelaSmooth
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View Clinical Proof >
Product Specifications >
Brochure POF =

Frequently Asked Questions >

See the clinical results for yourself.

; Roll aver images to view larger image View more before and after photos >

The Beauty of elés

ELOS EFFICACY, SAFETY & SATISFACTION

¢ Only Syneron systems have elds, offering unprecedented precision,
efficacy, and safety.

s Uses significantly less energy than conventional lasers and IPLs

« eifis means befter results, patient comforl, and patient satisfaction

ELOS EXCELLENT PRACTICE ROI

« Litlle or no consumable costs

« Durable performance and easy maintenance

& Practice Support from national media campaigns to individualized
marketing plans and clinical fraining

¢ Industry-leading 3-vear service warranty

Zeltiq Aesthetics Dermal Cooling Device
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ATTACHMENT 2; PL10691-D ZELTIQ CLN1 DERMAL COCLING DEVICE DIRECTIONS FOR
USE.
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A

- Y

PL10691 Rev D

o vi-cﬂ-"
i

Zeltiq CLNI Dermal Cooling Device
Directions for Use

CAUTION: Federal (USA) law restricts this device to sale Yy or on the order of a
physician.

Zeltiq Aesthetics, Inc.
4698 Willow Road
Pleasanton, CA 94588
(925) 474-2500
www.zeltig.com

Authorized Reprgsentative
Emergo Eyrope
Molenstraat 15

2513 BH, THe Hague
The Netherlands

\6o



PL10691 Rev D

(b) (4)

(b)(4)

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
CONFIDENTIAL 2
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PL10691 Rev D

R (B) (%)

(b)(4)

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.

L CONFIDENTIAL 3
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PL10691 Rev D

(b) (4)

(b)(4)

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
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PL10691 Rev D

[ b)Y (4
- (b)(4)
(b)(4)
-
Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
N CONFIDENTIAL 5
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PL10691 Rev D

(b)(4)
N~
(b)(4)
N
Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
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PL10691 Rev D

(b) (4)

N
(b)(4)

N

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
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PL10691 Rev D

b
-
Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
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PL10691 Rev D

(b) (4)

(b)(4)
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PL10691 Rev D

(b) (4)

(b)(4)

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
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PL10691 Rev D

(b) (4)

(b)(4)

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.

CONFIDENTIAL I

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device K080118 Response Page 49 of 81

\ 70

FOI - Page 577 of 686



PL10691 Rev D

~ (b) (4)

(b)4)

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
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PL10691 Rev D

(b)(4)
O

(b)(4)
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PL10691 Rev D

\ (b)(4)
) -
(b)(4)
N
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(b))
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PL10691 Rev D

& () (2)

(b)(4)
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PL10691 Rev D

(b)(4)
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PL10691 Rev D

C. (b)(4)

(b)(4)

/ﬂ-\
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ATTACHMENT 3; DR10051-B CLN1 SORTWARE DESIGN DESCRIPTION.
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Juniper Medical - Confidentiaf and Proprietary

Part Number: DR-10051 Revision: B
Title: CLN1 Description, Sofiware Design

Page 1 of 22

Anthar / Revired hv! L Acecnend D Date:
b) (4 :
(D)4 b4 (D) (4) o0 6 March, 2008
FProject;
CLNI
Title:
CLNI Deseription, Sofiware Design
(b)(4)
(b)(4)
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Juniper Medical - Confidential and Proprictary
Part Number; DR-10051 Revision: B Page 2 of 22
Title: CLN1 Description, Software Design

Revision History

(b) (4)

(b)(4)

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device K080118 Response Page 61 of 81

} 3

FOI - Page 589 of 686



Juniper Medical — Confidential and Proprietary
Part Number; DR-10051 Revision: B Page 3 of 22
Title: CLN1 Description, Software Design

Table of Contents
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Juniper Medical - Confidential and Proprietary
Part Number: DR-10051 Revision: B Page 4 of 22
Title: CLN1 Description, Software Design

(b) (4)
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Juniper Medical — Confidential and Proprietary

Part Number: DR-16051 Revision; B
Title: CLN1 Description, Software Design

Page 5 of 22

1 Purpose
(b)(4)

(D) (1p)(a)

(b)(4)
2 Scope

(b)(4) (b)(@)

: 8(4)Reference Documents

(b)(4)

4 Definitions
() (%)

(b)4)

5 Responsibilities

(b) (4) b)@)

6 Software Architecture
(b) (4)

(b)(4)
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Juniper Medical — Confidential and Proprietary

Part Number: DR-10051 Revision: B Page 6 of 22
. Title: CLN1 Description, Software Design
&’

(b) (4)
N (b)(4)
N
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Juniper Medical — Confidential and Proprietary
Part Number: DR-10051 Revision: B Page 7 of 22
Title: CLN1 Description, Software Design

(b) (4)
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Juniper Medical — Confidential and Proprietary
Part Number: DR-10051 Revision: B Page 8 of 22
Title: CLN1 Description, Software Design
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Juniper Medical — Confidential and Proprietary

Part Number; DR-10051 Revision: B Page 9 of 22
Title: CLN1 Description, Software Design
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Juniper Medical — Confidential and Proprietary

Part Number: DR-10051 Revision; B Page 10 of 22
Title: CLN1 Description, Software Design
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Juniper Medical — Confidential and Proprietary
Part Number: DR-10051 Revision: B Page 13 of 22
Title: CLN1 Description, Software Design
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Juniper Medical — Confidential and Proprietary
Part Number: DR-10051 Revision: B Page 14 of 22
Title: CLN1 Description, Software Design
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Juniper Medical — Confidential and Proprietary
Part Number: DR-10051 Revision: B Page 15 of 22
Title: CLN1 Description, Software Design
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Juniper Medical — Confidential and Proprietary
Part Number; DR-10051 Revision: B Page 16 of 22
Title: CLN1 Description, Software Design
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Juniper Medical — Confidential and Proprietary
Part Number: DR-10051 Revision: B Page 17 of 22
Title: CLN1 Description, Software Design
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Zeltig Aesthetics Dermal Cooling Device K080118 Response Page 76 of 81
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Juniper Medical — Confidential and Proprietary
Part Number: DR-10051 Revision: B Page 18 of 22
Title: CLN1 Description, Software Design

(b) (4)

(b)(4)

CONFIDENTIAL
Zeltiq Aesthefics Dermal Cooling Device K080118 Response Page 77 of 81

193

FOI - Page 605 of 686



Juniper Medical — Confidential and Proprietary
Part Number: DR-10051 Revision: B Page 19 of 22
Title: CLN1 Description, Software Design

(b) (4)

(b)(4)

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device K080118 Response Page 78 of 81
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Juniper Medical — Confidential and Proprietary

Part Number: DR-10051 Revision: B Page 20 of 22
Title: CLN1 Description, Software Design
(b) (4)
(b)@)
(b) (4)
(b)@)
CONFIDENTIAL

Zeltiq Aesthetics Dermal Cooling Device K080118 Response Page 75 of 81
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(b) (4)

(b)(4)
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Juniper Medical — Confidential and Proprietary
Part Number: DR-10051 Revision: B Page 22 of 22
Title: CLN1 Description, Software Design

(b) (4)

(b)(4)

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device K080118 Response Page 81 of 81
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-40
9200 Corporate Blvd.

April 28, 2008 Rockville, Maryland 20850

ZELTIQ AESTHETICS 510(k) Number: K080118

4698 WILLOW ROAD Product: ZELTIQ

PLEASANTON, CA 94588 AESTHETICS CLN1

ATTN: DONALD V. JCHNSON DERMAL COOLING
DEVICE

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. Please
remember that all correspondence concerning your submission MUST

be sent 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 thig guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/a02-01 . html.

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/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).

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.
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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

AP
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Af.uproval

OMB No. 9010-0120
Explration Date: August 31, 2010.
See OMB Stalement on page 5.

Dale of Submission
04/25/2008
SECTION A
PMA

[} onginal Submission

MD6031965-956733

PMA & HDE Supplement
E] Regular {180 day)

[j Premarket Report i:l Special

[ Modular Submission ] Panet Track (PhMa Oniy)
|:| Amendment [:] 30-day Supplement

I:] Report EI 30-day Notice

[1 Report Amendment ] 135-dey Supplement

D Llcensing Agreement I:I Real-lime Review

TYPE OF SUBMISSION

(] originat PDR
]:l Nolice of Complelion
C] Amendment ta PDP

User Fee Paymant ID Number

PDP

K0B0118

510(k)
i:] Original Submission:
E} Traditional
[ special

Abbreviated (Complete
D section |, Page 5)

7] Additional Information
(] Third Party

FDA Submission Pocu ent Number {if known)
/ ﬂ

(] Pre-510(k) Mesting
|____] Pre-IDE Meetling

[:I Pre-PMA Meeting

{:f Pre-PDP Meeting

[:I Day 100 Mesting

D Agreemenl Meeting
[j Delermination Mesling

Meeting

I:l Originat Submission [:I Criginal Submisslon

] Amendment [[] Amendment
Supplement Supplament
| 0
[:l Repor

D Rapod Amendment

D Criginal Submission
D Additional Information

Amandment to PMA & Oth iy
HDE Supplement I:l o {spacily)
[ other
IDE Humanitarian Davice Cless Il Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class llf Designation

{De Novo}

] angtnal Submission [ 513t
[7] acditional Information ] other ' )
{describe submission):

I:j Yes

Have you used or clied Standards in your submission?

SECTION B
Company / Institution Name

Zeltig Aesthetics, Inc.

E|No

{if Yes, please complete Seclion |, Page 5}

SUBMITTER, APPLICANT OR SPONSOR
Establishmenl Ragistration Number {if known)

Divisien Name (if applicabie)

(112 (1))

Phone Number {including area code}

Strest Addraess
4698 Willow Road

¢ [(P) ()

FAX Number (inciuding area code)

Doenald V. Johnson

City Slate f Province ZIP/Postal Code Country
Pleasanton CA 94588 UsA
Conlact Narne

Contact Tile
Vice President, Operations, Quality and Regulatory Affairs

Company / Insti{ulion Name

I )4

Contact E-mail Address

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

Division Name (if applicabla)

Phone Number (including area code)

( )
Streel Address FAX Number fincluding area code)
( )
City State / Province ZIP/Postal Code Country

Contact Name

Conlact Tille

GContact E-mall Address

FORM FDA 3514 (9/07)

Zeltiq Aesthetics Dermal Cooling Device
Submission Response K080118

FOI - Page 612 of 686

CONFIDENTIAL

PAGE 1 OF 5 PAGES
TSC Graplics: 3013 $43- 190 EF

Page 1 of 75

LA



SECTION Di REASON FOR APPLICATION - PNMA, PDP, OR HDE

[ withdrawal

[:| Additional or Expanded Indications

El Request lor Extension

|:| Post-approval Study Protocol

0] mequest for Applicant Hold

I:] Requast for Removai of Applican! Hold

[[] Request to Remove or Add Manufacturing She

D Process change:
[:] Manufacturing
E] Sterilization

D Packaging
[] other (specity betow)

] change in design, component, or
speciication:
[:] Software /Hardware
[J] color Additive
|:| Material
(] specifications
] Other (specity below)

[[] Location change:
] Manutactrer
[] steritizer
] Packager

[:I Response 1o FDA correspondence:

[::l {absling chengs:
I:I Indications
E:I instruclions
[:] Performance
(] sheit Life
D Trade Namea
[ omer (specity betow)

7] Repart Submission:
[] Annual or Periadic
[j Post-approval Study
[:] Adverse Reaction
D Device Defact
] Amendment

[:} Change in Ownarship
[7] change in Corespandent
7] change of Applicant Address

[:l Other Reason (specify):

D New Davice

7] New Indication

I:] Additlon of Insiitution

D Expansion / Extens|on of Study
[] 8B Cetification

[:] Termination of Study

[(] withdrawal of Application

[[] unanticipated Adverse Effect
u Natilication of Emergency tise
[:] Compasslonale Use Raguest
D Treaimenl IDE

E] Continuad Access

m Change in:
D Carrespondent/ Applicant
[(] Design /Device
D Informed Consent
E] Manufacturer
] Manutacturing Process
[} Protacot - Feasibitity
[] Protacat - Other

E] Sponsor

{1 Repon submissior;
E] Current Invesiigator
[:] Annuel Prograss Repont
D Site Waiver Report

D Finai

SECTION D2 REASON FOR APPLICATION - 1DE

[[] Repose to FDA Letter Gongeming:
[3 Condltionat Approval
I:[ Desmad Approved
D Dedicient Final Repori
[C] peficient Progress Report
]:] Delicient Investigalor Report
{] Disapproval
] Request Extension of

Time to Respond {0 FDA

[} Request Mesting
D Request Hearing

[ other Beason fspecity):

SECTION D3

[7] new Device

REASON FOR SUBMISSION - 510(k)

E:I Additional or Expanded Indications

I:I Change in Technology

m Other Reason (specify):

Response to questions regarding KOB0118 in letter from FDA dated March 28, 2008.

FORM FDA 3514 (9/07) PAGE 2 OF 5 PAGES

Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL

Submission Response K080118

Page 2 of 75
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SECTION E ADDITIONAL INFORMATION ON 510{K)} SUBMISSIONS
Proguct codes of devices 1o which substantial equivalence is claimed Summary of, or statement conceming,

s| 1A ol M safety and effectiveness information
1jGEX 2|ILlo 8X Dsw(k) summary attached
5 NUV 65{IRC 7 e |:| 510 (k) statement
Information on devices to which subsianiial equivaience is claimed {if known)
[@" 510(k} Number Shi Trade or Praprietary or Model Name Manuigcturer

; K072152 . CLNT Dermai Cooling Device ; Zellig Aesthelics, Inc.

KO30876 Cynosure Triactive Therapeutic Cynosure, inc.
2 2 Massager 2

K023231 Elfcare Mediseb
3 3 3
4 K892749 . Ultraview Waveform Pager System 4 Spacelabs Medical, inc.
5 K070092 5 Velasmooth 5 Syneron Medical, Lid.
6 K990445 5 Therapeutic Massager 6 LPG USA

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS
Common or usual name or classification

@ Model Number
1

@' Trade or Proprietary or Model Name for This Davice

1| Zellig Aesthetics CLN1 Dermal Cooling Device
2 2
3 3
4 4
5 5
FDA document numbers of all prior retated submissions (regardiess of outcome;
1 kor2152 2 KoB3715 3 kosod07 4 § 6
7 B8 j2) 10 11 12
Data Included In Submission
[:] Laboratory Testing [ Animat Trats [:I Human Trials

SECTION G
Produet Code

ILO, GEX, ISA

PRODUCT CLASSIFICATION - APPLICATION
C.F.R, Section {if applicable)

890.5720, 878.4810, 820.5660

Device Class

[:] Class )

Classification Pane!

[ class 1t

O ALL APPLICATIONS

m Class Il

E:] Unclassiiied

Indications (from labefing)

The Zeltig CLN1 Dermal Cooling Device is inlended for use as a skin cooling device to minimize paln and thermal injury during laser
and dermatological treatments. Aliernative uses include skin cooling as a local anesthatic for procedures that induce minor local
discomfort. Tha Zeltiq CLN1 Dermal Cooling Device can also provide localized thermal therapy (hot or cold) to minimize pain for post
traumatic and/or post surgical pain and to temporarily relieve minor aches and pains and muscle spasms. The optional massage
functlon can also be used for the temporary rellef of minor muscle aches, pain, and spasm, for termporary improvement In local
cirgulation and temporary reduction in the appearance of ceflulite.

FORM FDA 3514 (9/07)

PAGE 3 OF 5§ PAGES

Zeitiq Aesthetics Dermal Cooling Device CONFIDENTIAL

Submission Response K080118

Page 3 of 75
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Note: Submission of this infformation does not affect tha naed to submit 2 2831
or 2801a Davice Establishmen! Regisiration form.

SECTION H MANUFACTURING / PACKAGING / 8T
D Original Faciiity Eslabiishment identifar {FEI) Number
Madd  [Joeets

FDA Document Number (if knowr)

KOB0118

RILEZATION SITES RELATING TO A SUBMISSION

D Contract Sterilizer
]:] Aspackaget / Relabeler

[:] Manufaciurer
[]J contract Manutaciurer

Company / Institution Name

Eslablishmeni Registration Number

Divislon Name {if applicable)

Phone Number (including area cods)

Facility Establishment Identifer (FEI) Numbaer

"] orginat

D Add E] Delete

( )
Slreet Address FAX Number {including arasa code)
City State / Province ZIP/Postal Code Country
Comact Name Contacl Title Confact E-mail Address

D Contrac! Steilizer
D Repackager / Relabster

f:_] Manufaclurer
[:] Contracl Manufaciurer

Company / Instiulion Name

Establishment Registration Number

Division Name (¥ applicabla}

Phone Number (including area code}

( )
Street Address FAX Number {Including area cods)
( )

City

State / Pravince ZIP/Postal Code Country

Contacl Name Contact Title

Facllity Eslablishmant ldentifer (FEI} Number

M original
[Maad  [Joelee

Contact E-mali Addrass

[:i Contract Sterillzer
[l Repackager / Relabaler

[:] Manutaclurar
|:| Contract Manufacturer

Company / Institution Name

Establiehment Registration Number

Division Name (if applieable}

Phone Number (inciuding area code}

FORM FDA 3514 (3/07)

Zeltiq Aesthetics Dermal Cooling Device
Submission Response K080118
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( )
Street Address FAX Number (ncluding area code)

( )
City State / Province ZIP/Posial Code Country
Contact Name Contact Title Contact E-mail Address

PAGE 4 OF 5 PAGES
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this seclion if your application or submission eites slandards or Includes a "Decfarafion of Conformily fo a Recognized Standard”
slatement.
Standards No. Standards Standards Title Version Date
Organtzation
1
Standards No. Standards Standards Title Version Date
Organtzatlon
2
Slandards No. Standards Standards Title Version Dale
Ormganization
3
Standards No. Standards Standards Title Vearsion Date
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
Organlzation
6
Standards No. Standards Standards Title Version Pate
Organization
7
Please Include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is estimated te average 0.5 hour per response, including the time for reviewing instroctions, searching
existing datn sources, gathering and maintaining the data needed, and complering reviewing the collection of information. Sead comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for redueing this burden to;
Food and Drug Administration
CDRH (HFZ-342)
9200 Corpurute Blvd,
Reckyilie, MD 20850
Awr agency may rot condnct or sponsor, and a person is nor required 1o respond 1o, a collection of informarion wless it displays a curvently valid OMB control

FORM FDA 3514 {9/07) PAGE 5 OF § PAGES

Zeltig Aesthetics Dermal Cogling Device CONFIDENTIAL Page 5 of 75
Submission Response K080118

FOI - Page 616 of 686

353



G

AESITHETIOCS

April 25, 2008

Document Mail Center

510(k) Document Mail Center (HFZ-401)
Food and Drug Administration

Center for Devices and Radiological Health
9200 Corporate Boulevard

Rockville, MD 20850

RE: 510(k) submission — Zeltiq Aesthetics CLN1 Dermal Cooling Device (K080118)
Supplemental information request S-2

Dear Dr. Chen;

The following is in response to additional questions presented by FDA in a letter dated
March 28, 2008.

1) Substantial Equivalence
In your response to deficiency #1 in FDA s letter dated February 27, 2008, you have
provided a substantial equivalence matrix for the vacuum applicator (Table 1,
K080118/51) with additional predicates, LPG USA, K990445, and Syneron Vesasmooth,
K070092. However, you did not update the substantial equivalence matrix for the Zeltig
CLNI Dermal Cooling Device (Table 1, K080118) to include these two predicates. Please
provide a revised substantial equivalence matrix for the Zeltiq CLNI Dermal Cooling
Device to include these two new predicates, if they are applicable,

The substantial equivalence matrix for the Zeltiq CLN1 Dermal Cooling Device
(Table 1, KO80118) has been revised to include the two additional predicates, LPG
USA and Syneron Velasmooth. See the matrix in Attachment 1.

4698 Willow Road Pleasanton, CA 94588

Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 6 of 75
Submission Response K080118 ’S ‘L'i

33
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2) Directions for Use

In your revised directions for use for the PL10691-D Zeltig CLNI Dermal Cooling Device
(Attachment 2, K080118/51), you did not include any treatment procedure recommended for
different indications, specifically in the following categories: for minimizing pain and
thermal injury during laser and dermatological treatments, for hot/cold therapy, and for
massage therapy. Please revise your directions for use to include the general treatment
procedure recommended for minimizing pain and thermal injury during laser and
dermatological treatments, for hot/cold therapy, and for massage therapy.

The directions for use (DFU) for the Zeltig CLN1 Dermal Cooling Device, PL.10691-
D, has been revised to include general treatment procedure recommendations. The
procedures, such as for minimizing pain and thermal injury during laser and
dermatological treatments, for hot/cold therapy, and for massage therapy, have been
tabulated in Section 3.1 of the DFU. This table has been reproduced below for your
convenience. The fully revised PL10691 is included as Attachment 2 of thts
submission.

Intended Use Profile
(D) (4) -

Minimize pain and thermal injury during laser
and dermatological treatments

Skin cooling as a local anesthetic for
procedures that induce minor local discomfort

Localized thermal therapy (hot or cold) to
minimize pain for post traumatic and/or post
surgical pain and to temporarily relieve minor

. b)(4
aches and pains and muscle spasms O

Temporary improvement in local circulation
and temporary reduction in the appearance of
cellulite

Temporary relief of minor muscle aches, pain,
and spasm, while utilizing the optional massage

feature _
Table 1: Intended Uses and Treatment Profiles
2
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 7 of 75

Submission Response K080118
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3) Zeltig Coupling Gel

In your response to deficiency #7, you indicate that the Zeitiq Coupling Gel is the same gel
that was previously named the Juniper Coupling Gel. However, you did not clarify whether
the Zeltiq Coupling Gel is| (D) (1) 1)) in the predicate, Juniper CLNI Dermal
Cooling Device (K072152). Please clarify.

The following table was included in the response to deficiency #7:

New Name Old Name Submission

Zeltig Coupling Gel Juniper Medical Coupling | K063715
Gel

Zeltiq Coupling Gel (f))k(j)‘ Juniper Coupling Gel | (*) [ |(®) ()

Zeltiq Coupling Gel Juniper Coupling Gel e

(b) (4)
L( .
(ECp—

(b)(4)
(4)

(b)(4)

¢ All three gels are different but have the same function as a coupling gel.

(b) (4)
(b))

Inc. to Zeltiq Aesthetics, Inc.

In addition to the items above, the following two items and associated material were
provided for informal review in response to interactive e-mail exchanges and teleconferences
with the reviewer.

4) Indications for Use: It was noted that the word “temporary” did not appear in front of
the indications: “improvement in local circulation” and “relief of minor muscle aches,
pain, and spasm”,

The directions for use (DFU) for the Zeltig CLN1 Dermal Cooling Device, PL10691-
D, has been revised to include the word “temporary” in front of these indications.
Additionally, we have updated Section 6 (Indications for Use) and Section 7 (510K
Summary) of our 510(k) submissions to include this language. These are included as
Attachment 3.

3
Zeltiq Aesthetics Dermal Gooling Device CONFIDENTIAL Page 8 of 75
Submission Response K080118
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5) Discussion of (o) (%) (b)(4) Information to
support the (0 (Dipya) in Table 1 was requested.

The (?) (Yp)a) is demonstrated with data collected during a study of human
subjects in a clinical setting. (Note: This study 1s being performed to evaluate other
device characteristics but includes data from a subset of subjects that is relevant to
this discussion.) The attached report, Interim Clinical Summary Report: Protocol
IM06-002 A Prospective Clinical Study of Non-invasive Cooling of Subcutaneous
Fat in Patients Undergoing Abdominoplasty, documents interim results. This
document has been included as Attachment 4.

Included among the profiles studied are six patients,| ({b/#) | through! (Pbi@) | for

whom | (D) (4) (b))
(b) (4) (b)(4) For 3 of these six patients
(D) (4) (b)(4) the period of| (b) (4) (h)(4)

(0)(4)

(%b)#) | Hence, the profile was equivalent to (b)) as

stated in the directions for use.

A sample profile for| (Qbf4) |is depicted in the graph below. Note that the/ gy} |

() (%) (b)(4) The remaining patients| ( b))
(b) (4) (b)(4) in the directions
for use.

In addition, to clarify, we have revised the directions for use to indicate that the
(b (4) (b))

4
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 9 of 75
Submission Response K080118
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(b) (4)

(b)(4)

) (oya

We believe that, based on these data, the proposed | ( )i)) |is safe to use.

We trust that the additional information provides the clarification needed for completion of
the review process for the subject submission. If there are any questions, or if additional

information is required, however, please contact me at| (?) (b)) or by email at
(B) (4
(b)(4)

Sincerely,

Donald V. Johnson
Vice-President, Operations, Quality, and Regulatory Affairs
Zeltiq Aesthetics, Inc.

5
Zelliq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 10 of 75
Submission Response K080118
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Attachment 1: Substantial Equivalence Matrix

Zeitiq Aesthetics Dermal Cooling Device CONFIDENTIAL
Submission Response K080118
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Zeltig CLNI Dermal Cooling Device
Directions for Use

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

Zeltiq Aesthetics, Inc.
4698 Willow Road
Pleasanton, CA 94588
(925) 474-2500
www.zeltig.com

Authorized Representative
Emergo Europe
Molenstraat 15

2513 BH, The Hague
The Netherlands

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.

CONFIDENTIAL 1
Zeltiq Aeslhetics Dermal Cooling Device CONFIDENTIAL Page 16 of 75
Submission Response K080118

FOI - Page 627 of 686



(b)(4)

(b)(4)

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL
Submission Response KOB0118

FOI - Page 628 of 686

PL10691 Rev EP

2
Page 17 of 75

Q)



PL10691 Rev EB

- (B) ()
(b)(4)
-
- Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
CONFIDENTIAL 3
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 18 of 75
Submission Response K080118

FOI - Page 629 of 686



PL10691 Rev EB

“~
(b)(4)
(b)(4)
| -
\_ Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
CONFIDENTIAL 4
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 19 of 75
Submission Response K080118

FOI - Page 630 of 686



PL10691 Rev EB

(b)(4)

(b)(4)

j -
- Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
CONFIDENTIAL -
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 20 of 75
Submission Response K080118

FOI - Page 631 of 686



PL10691 Rev EB

(b) (4)
-
(b)(4)
-~
. Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
CONFIDENTIAL 6
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 21 of 75
Submission Response K080118

FOI - Page 632 of 686



PL10691 Rev EB

(b) (4)
|-
(b)(4)
—
. Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
CONFIDENTIAL 7
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 22 of 75
Submission Response K080118

FOI - Page 633 of 686



PL10691 Rev EB

Nt (b)(4)
~ (b)(4)
L S
CONFIDENTIAL 8
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 23 of 75
Submission Response K080118

FOI - Page 634 of 686

)



(b)(4)

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device
Submission Response K080118

FOI - Page 635 of 686

(b)(4)

CONFIDENTIAL

PL10691 Rev ED

9
Page 24 of 75

52



(b) (4)

(b)(4)

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL
Submission Response K080118

FOI - Page 636 of 686

PL10691 Rev ED

10
Page 25 of 75

N3



(b)(4)

(b)(4)

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL
Submission Response K080118

FOI - Page 637 of 686

PL.10691 Rev ED

11
Page 26 of 75

Sy



(b) (4)

(b)(4)

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL
Submission Respense KO80118

FOI - Page 638 of 686

PL10691 Rev ED

12
Page 27 of 75

VA

™



| PL10691 Rev ED

(b) (4)

(b)(4)

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.

CONFIDENTIAL 13
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 28 of 75
Submission Response K080118

FOI - Page 639 of 686

y

v



PL10691 Rev ED

(b) (4)
I.A
(b)(4)
(F\
f,‘A
e Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
CONFIDENTIAL 14
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 29 of 75
Submission Response K080118

FOI - Page 640 of 686




PL10691 Rev EB

(b) (4)
-
(b)(4)
N’
- Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
CONFIDENTIAL 15
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 30 of 75
Submission Response K080118

FOI - Page 641 of 686



PL10691 Rev EB

©IE)
&
(b)(4)
—
C Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
CONFIDENTIAL 16
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 31 of 75
Submission Response K080118

FOI - Page 642 of 686



PL10691 Rev EB

by (4
-~ (B (3)
(b)(4)
”
k Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
CONFIDENTIAL 17
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 32 of 75
Submission Response K080118

FOI - Page 643 of 686 S il AR

6o



PL10691 Rev ED

(0)(4)

(b)(4)

CONFIDENTIAL

Zeltiq Aesthetics Dermal Cooling Device
Submission Response K080118

FOI - Page 644 of 686

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.

CONFIDENTIAL

18
Page 33 of 75

6



PL10691 Rev EB

() (4)
‘f“\
(b)(4)
r\
C Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
CONFIDENTIAL 19
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 34 of 75
Submission Response K080118

FOI-Page 64501686 S el




PL10691 Rev EB

~ (BY (%)
(b)(4)
I,/‘-“‘
F Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
CONFIDENTIAL 20
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 35 of 75
Submission Response K080118

FOI - Page 646 of 686



Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL
Submission Response K080118

FOI - Page 647 of 686

PL10691 Rev ED

21
Page 36 of 75

6y



PL10691 Rev E

}
fﬂ? It

Lo Z]:(‘.V-.-
J

Zeltiq CLN1 Dermal Cooling Device
Directions for Use

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

Zeltiq Aesthetics, Inc.
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Attachment 3: Revised Section 6 (Indications for Use) and Section 7 (510K
Summary)
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SECTION 6. INDICATIONS FOR USE STATEMENT

1. INDICATIONS FOR USE STATEMENT

51000 Number G knowny: o & 01 &

Device Name: Zeltiq CLN1 Dermal Cooling Device

Indications for Use:

The Zeltiq CLN1 Dermal Cooling Device is intended for use as a skin cooling device to
minimize pain and thermal injury during laser and dermatological treatments. Alternative
uses include skin cooling as a local anesthetic for procedures that induce minor local
discomfort. The Zeltiq CLN1 Dermal Cooling Device can also provide localized thermal
therapy (hot or cold) to minimize pain for post traumatic and/or post surgical pain and to
temporarily relieve minor aches and pains and muscle spasms. The optional massage
function can also be used for the temporary relief of minor muscle aches, pain, and
spasm, for temporary improvement in local circulation and temporary reduction in the
appearance of cellulite.

The Zeltiq Coupling Gels facilitate thermal contact of the Zeltig CLN1 Dermal Cooling
Device with a patient’s skin by mitigating minor variances in device-to-skin contact.

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page of
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SECTION 7. 510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

2.  510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

This 510(k) summary of safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

APPLICANT

TRADE NAME:

COMMON NAME:

CLASSIFICATION
NAME:

DEVICE
CLASSIFICATION:

PrRoODUCT CODE

PREDICATE DEVICE:

Zeltiq Aesthetics, Inc.
4698 Willow Road
Pleasanton, CA 94588

Zeltiq Cooling Device

Skin Refrigerant
Laser instrument, surgical, powered

Class 11, 21 CFR §878.4810

79 GEX — laser instrument, surgical, powered
89 IOL - pack, hot or cold, water circulating
89 ISA - massager, therapeutic, electric

The Zeltiq CLN1 Dermal Cooling Device is substantially
equivalent in intended use and mechanism of action to the
Juniper CLN1 Dermal Cooling Device (K072152). The
device is also substantially equivalent to the Cynosure
Triactive Therapeutic massager (K030876).

SUBSTANTIALLY EQUIVALENT ToO:

The Zeltiq CLN1 Dermal Cooling Device is substantially equivalent in intended use and
mechanism of action to the Juniper CLN1 Dermal Cooling Device (K072152) and the
Cynosure Triactive Therapeutic massager (K030876). The pager device used in the
Zeltiq CLN1 Dermal Cooling Device is substantially equivalent to the Spacelabs
Ultraview Waveform Pager System (K992749).

DESCRIPTION OF THE DEVICE SUBJECT TO PREMARKET NOTIFICATION:

The Zeltiq CLN1 Dermal Cooling Device is a thermoelectric cooling and heating device
that applies controlled cooling or heating to a treatment site. The device also includes the
option of electrically powered or pulsatile vacuum massage.

Zeltiq Aesthetics Dermal Cooling Device
Submission Respconse KOBD118

FOI - Page 671 of 686
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SECTION 7. 510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

INDICATION FOR USE:

The Zeltiqg CLN1 Dermal Cooling Device is intended for use as a skin cooling device to
minimize pain and thermal injury during laser and dermatological treatments. Alternative
uses include skin cooling as a local anesthetic for procedures that induce minor local
discomfort. The Zeltiqg CLN1 Dermal Cooling Device can also provide localized thermal
therapy (hot or cold) to minimize pain for post traumatic and/or post surgical pain and to
temporarily relieve minor aches and pains and muscle spasms. The optional massage
function can also be used for the temporary relief of minor muscle aches, pain, and
spasm, for temporary improvement in local circulation and temporary reduction in the
appearance of cellulite.

The Zeltiq Coupling Gels facilitate thermal contact of the Zeltiq CLN1 Dermal Cooling
Device with a patient’s skin by mitigating minor variances in device-to-skin contact.

TECHNICAL CHARACTERISTICS:

The Zeltiqg CLN1 Dermal Cooling Device is a thermoelectric cooling and heating device
that applies controlled cooling or heating to a treatment site. The optional massage
feature uses electrically powered vibration or pulsatile vacuum, depending on the
applicator.

PERFORMANCE DATA:
Testing confirms that the Zeltiq CLN1 Dermal Cooling Device can be used in an
equivalent manner to the predicate devices.

BASIS FOR DETERMINATION OF SUBSTANTIAL EQUIVALENCE:

The indications for use for the Zeltig CLN1 Dermal Cooling Device are the same as for
the predicate devices cited in this application. A technological comparison and bench
testing demonstrate that the Zeltiq CLN1 Dermal Cooling Device is functionally
equivalent to the predicate devices.

Zeltig Aesthetics Dermal Cooling Device CONFIDENTIAL Page 61 of 75
Submission Response K080118
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Attachment 4: Interim Clinical Summary Report: Protocol IM06-002 A
Prospective Clinical Study of Non-invasive Cooling of Subcutaneous Fat in
Patients Undergoing Abdominoplasty
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INTERIM CLINICAL SUMMARY REPORT
Protocol IM06-002

A Prospective Clinical Study of Non-invasive Cooling of Subcutaneous Fat in Patients Undergoing

1. INTRODUCTION
(b) (4)

Zeltiq Aesthetics
Confidential and Proprietary

Zeltiq Aesthetics Dermal Cooling Device
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2. PURPOSE
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3. OBJECTIVES
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4. METHODS
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6. CONCLUSIONS
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