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SECTION 7. 5 10(K) SUMMARY OF SAFETY AND EFFECTIVE ISS

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 Zeltiq Aesthetics, Inc.
4698 Willow Road
Pleasanton, CA 94588 MAY -2 2008

TRADE NAME: Zeltiq Cooling Device

COMMON NAME: Skin Refrigerant

CLASSIFICATION

NAME: Laser instrument, surgical, powered
DEVICE

CLASSIFICATION: Class II, 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 CLNI Dermal Cooling Device is substantially
equivalent in intended use and mechanism of action to the
Juniper CLNI1 Dermal Cooling Device (K072 152). The
device is also substantially equivalent to the Cynosure
Triactive Therapeutic massager (K030876).

SUBSTANTIALLY EQUIVALENT To:
The Zeltiq CLN1I Dermal Cooling Device is substantially equivalent in intended use and
mechanism of action to the Juniper CLN1 Dermal Cooling Device (K0721 52) and the
Cynosure Triactive Therapeutic massager (K030876). The pager device used in the
Zeltiq CLNI Dermal Cooling Device is substantially equivalent to the Spacelabs
Ultraview Waveformn 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 75
Submission Response K0801 18

FOI - Page 3 of 686



SECTION 7. 510(K) SiUM-'-Y F SAFETY AND EFFECTIVEN

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 CLN 1 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 CLN 1 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.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

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: K080118
Trade/Device Name: Zeltiq CLN I 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: II
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 III (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.html.

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

510(k) Number (if known): }~ "0 0 I t o -

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 Zeltiq CLN1 Dermal Cooling
Device with a patient's skin by mitigating minor variances in device-to-skin contact.

Prescription Use x 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)

(Division Sign-Off) '
Division of General, Restorative, Page t of L
and Neurological Devices

510(k) Number iK cY0[ .
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69 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

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: K080118
Trade/Device Name: Zeltiq CLNl 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: II
Product Code: GEX
Dated: April 25, 2008
Received: April 28, 2008

Dear Mr. Johnson:

We have reviewed your Section 5 10(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 III (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/supportJindex.html.

Sincerely yours,

Mark N. Melkerson
Director
Division of General, Restorative
and Neurological Devices

Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

FOI - Page 13 of 686



SECTION 6. INDICATIONS FOR USE STATEMENT

1. INDICATIONS FOR USE STATEMENT

510(k) Number (ifknown): .16 0 it00-

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 CLN 1 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 CLN 1 Dermal Cooling
Device with a patient's skin by mitigating minor variances in device-to-skin contact.

Prescription Use x 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)

(Division Sign.-ffi
Division of General, Restorative, Page of L
and Neurological Devices

510(k) Number 1K OVO [
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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
Office 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 pending receipt of the additional information that was
requested by the Off ice of Device Evaluation. Please remember that
all correspondence concerning your submission MUST cite your 510(k)
number and be sent in duplicate to the Document Mail Center (HFZ-401)
at the above letterhead address. Correspondence sent to any address
other than the one above will not be considered as part of your
official premarket notification submission. Also, please note the
new Blue Book Memorandum regarding Fax and E-mail Policy entitled,
"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on
current fax and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

The deficiencies identified represent the issues that we believe need
to be resolved before our review of your 510(k) submission can be
successfully completed. In developing the deficiencies, we carefully
considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial
equivalence of your device. We also considered the burden that may
be incurred in your attempt to respond to the deficiencies. We
believe that we have considered the least burdensome approach to
resolving these issues. If, however, you believe that information is
being requested that is not relevant to the regulatory decision or
that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the "A Suggested Approach to
Resolving Least Burdensome Issues" document. It is available on our
Center web page at: 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 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 to 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 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

/Ir
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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 COOLING

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,
"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/a02-0l.html.

The deficiencies identified represent the issues that we believe need

to be resolved before our review of your 510(k) submission can be

successfully completed. In developing the deficiencies, we carefully
considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial
equivalence of your device. We also considered the burden that may

be incurred in your attempt to respond to the deficiencies. We
believe that we have considered the least burdensome approach to
resolving these issues. If, however, you believe that information is
being requested that is not relevant to the regulatory decision or

that there is a less burdensome way to resolve the issues, you should

follow the procedures outlined in the "A Suggested Approach to
Resolving Least Burdensome Issues" document. It is available on our
Center web page at: 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 considered 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

Jk~ (
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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 01, 2008 Rockville, Maryland 20850

ZELTIQ AESTHETICS 510(k) Number: K080118
4698 WILLOW ROAD Received: 31-JAN-2008
PLEASANTON, 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, if the 510(k)
submitter is incorrect, please notify the 510(k) Staff immediately. We
have assigned your submission a unique 510(k) number that is cited 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 TO DO SO.

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

On September 27, 2007, the President signed an act reauthorizing 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
submission 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 to 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) 638-2041, 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
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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 DERMAL 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.S. 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. A 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.
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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
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OFFICIAL CORRESPONDENT

Donald Johnson
Vice President, Operations, Regulatory, & Quality Affairs

Phone  
Fax  

e-mail:  
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1. MEDICAL DEVICE USER FEE COVER SHEET (FORm FDA 3601)
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Site: null Page 1 of I

Frma tApptlnvod OMSB O~1O.3II [x sEiotlicJm wy~d; JI4I 31, at [ ut nlftumra ~OM[ Slzatc:st

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER:  
FOOD AND DRUG ADMINISTRATION ~~Wflto the Payment Ideetification number on   FOOD AND DRUG ADMINISTRATIONPAMNIDNFIAONUBE:D044-963

MEDICAL DEVICE USER FEE COVER SHEET I

A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken
to properly submit your application and fee payment
1. Electronically submits the completed Cover Sheet to the Food and Drug AdmInistration (FDA) before payment Is sent.

2. include printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration, Remember that
the Payment Identification Number must be written on the check.

3. Mail Check and Cover Sheet to the US Bank Lock Box. FDA Account, P.O. Box 956733. St. Louis, MO 63108-6733. (Note: In no case
should payment be submitted with the application.)

4. If you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Government Lockbox
956733, 1005 Convention Plaza, St Louis, MO 63101. (Note: This address is for courier delIvery only. Contact the US Bank at 314-
418-4821 If you have any questions concerning courier delivery.)

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
http:/Aww .fda.gov/odrh~mdu fma/faqs.html#3a. You are responsible for paying all fees associated with wire transfer.

6. Include a copy of the complete Cover Sheet In volume one of the application when submItting to the FDA at either the CBER or
CDRH Document Mail Center.

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) Donald Johnson

2.1   
ZELTIQ AESTHETICS, INC.  
4698 WILLOW ROAD
Pleasanton CA 94586 2.2  NUMBER (include Area code)
us  

1.   IDENTIFICATION NUMBER (EIN) 2.3   AX) NUMBER (Include Area code)
  

3. TYPE OF PREMARKET APPLICATION (Select one of the fotfowing in each column: If you am unsure, please refer to the application
descriptions at the following web site: http:/www.fde.gov/dctmduhrna

Select afiJ~~~~~~l/iE~~~qaltan W o e : ~ 3- ;.S~le ea on fctreypr w
[XJ Premarket notficaflon(510(k)): except for third party [X) Original Application
[] 513(g) Request for Informaflon Supplmens:
[j Biologics License Application (BLA) [ Efficacy (SLA)
[ I Premarket Approval Application (PMA) [ Panel Track (PMA, PMR, POP)

[ I Modular PMA [ Real-Time (PMA, PMR, PDP)
I ] Product Development Protocol (PDP) [ 180-day (PMA, PMR, PDP)
If Premarket Report (PMR)
[ I Annual Fee for Periodic Reporting (APR)
[ I 30-Day Notice

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
[XJ YES, I meet the small business criteria and have submitted the required NO, I am net a small business

qualifying documents to FDA
4.1 If Yes. please enter your Small Business Decision Number SBDO88071

5. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.
[]This apptlcaton is the first PMA submitted by a qualified small business, [ ]The sole purpose of the application is to support

including any affiliates, parents, and partner firms conditions of use for a pediatric population

I ] This btologics application Is submitted under se"on 351 of the Public [ I The application is submitted by a state or federal
Health Service Act for a Product licensed for fumier manufacturing use only government entity for a device that Is not to be distributedcommercially

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

[ I YES Xl NO

7    E PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
 03-Jan-2008

Fr MOA WI aiOt2001t

"Close Window' Print Cover sheet

https://fdasfinapp8.fda.gov/OAHTML/mdufmaCScdCfgltemsPopup.jsp?vcname=Donald... 1/3/2008
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2. CDRH PREMARKET REVIEW SUBMISSION COVER SHEET (FORM FDA 3514)
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PHA~~~~~~~~~~~~~~~~~~~~ ~Fr PA &HESpplement

DEPARTMENT OF HEALTH AND HUMAN SERVICES Oi son: p El
FOOD AND DRUG ADMINISTRATIONOMNo90 12

Expiration Date: August 31. 2010.

CDRH PREMARKET REVIEW SUBMISSION COVER SHEETraetoal B Paeme Meetn
Date od Submission User Fee Payment ID Number FDA Submission DSeciment Number (f k nown)
1/15/2008 MD6031965-956733

PMA PMA & HOE Supplement POP 5t10(k) Meeting
[]Original Submission [] Regular (180 day) [] Original POP [] Original Submission: r[] Pre-51 g(K) Meeting

[]Promarket Report []Special ]Notice of Completion [] Treditlonal [ Pre-IDE Meeting

[] Modular Submission []Panel Track (PMA Only) []Amendment to POP El Special [ Pre-PMA Meeting

El Amendment [] 30-day Supplement El Abbreviated (Complete El Pre-PDP Meeting
El Report [] 30-day Notice section I, Page 5) E] Day 100 Meeting

E] Report Amendment El 135-day Supplement [] Additional Information El Agreement Meeting

El Licensing Agreement E[ Real-time Review Third Party El Determination Meeting

El Amendment to PMA El Other (specify):
&HDE Supplement

El Other
IDE Humanitarian Device Class II Exemption Petition Evaluation of Automatic Other Submission

Exemption (HDE) Class Ill Designation

El Original Submission E] Original Submission [] Original Submission (De Novo) El 513(g)
E] Amendment El Amendment Additional Information OAitinal Submission Other
El Supplement Supplement Additional Informatdebe submission):

El Report
El Report Amendment

Have you used or cited Standards in your submission? 0 Yes [] No (if Yes, please complete Section I, Page 5)

Company / Institution Name Establishment Registration Number (if known)
Zcitiq Aesthetics, Inc.

Division Name (if applicable)    ng area code)
    

Street Address FAX Number (including area code)
4698 Willow Road    

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

Contact Name
Donald V. Johnson

Contact Title    
Vice President, Operations, Regulatory, and Quality Affairs  

Company / Institution Name

DlMson Name (if applicable) Phone Number #ncluding area code)

( )
Street Address FAX Number (including area code)

()
City State I Province ZiP/Postal Code Country

Contact Name

Contact Title Contact E-mnail Address

Zeltiq Aesthetics Traditional 510(k)
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[]Change In design, component, or E] Location change:

[] Additional or Expanded Indlcations speclftcatlon [] Manufacturer
[] Request for Extension [] Software I Hardware [] Steriizer
[] Post-approval Study Protocol El Color Additive [] Packager
[] Request for Applicant Hold [ atetaal
F]Request for Removal of Applicant Hold SpecificatIons
F] Request to Remove or Add Manufactudng Site Other (spei below)

E] Process change: [] Labeling change: [] Report Submission:
F] Manufacturing El Indications E] Annual or Periodic

El Sterilization E[ Instructions Post-approval Study
P] Packaging [] Performance El Adverse Reaction

E] Other (specify below E shelf tife El Device Defect
El Trade Name E] Amendment

F] Response to FDA correspondence: El Other (Spec/R5 below) Change In Ownership
El change In Correspondent
E] Change of Applicant Address

[] Other Reason (specify):

F] New Device F] Change in: F] Repose to FDA Letter Concerning:
F] New Indication F] Correspondent / Applicant [] Conditional Approval
[] Addition of Institution F] Design I Device r] Deemed Approved
El Expansion / Extension of Study F] Informed Consent F] Deficient Final Report
l] IRB Cedification F] Manufacturer E] Deficient Progress Report

[] Termination of Study [] Manufacturing Process F] Deficient Investigator Report
[] Withdrawal of Application [] Protocol - Feasibility F] Disapproval
El unanticipated Adverse Effect [] Protocol -Other El Request Extension of
[] Notification of Emergency Use El Sponsor Time to Respond to FDA

[] Compassionate Use Request E eus etnEl El F~~~~~~~~~~~~~~~~~~~~~] Request MeetingEl Compassionat Use Request[E Report submission: F eus ern

E] Treatment IDcE E Current Investigator
F] Annual Progress Report
[] Site Waiver Report
r] Final

[] Other Reason (specify):

El New Device E] Additional or Expanded Indications [] Change in Technology

Other Reason (spechfy):
Updated device with new sofiware and accessories

Zeltiq Aesthetics Traditional 510(k)
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Product codes of devices to which substannial eulvalen is claimed Summary of, or statement concerning,
safety and effeciveness Information

1179 EX 2] 89 IOL 3 89 ISA 4]4 MSX 0 510 (k) summary attached

6 6 7 8 El~~~~~~~~~~~~~~~~~~~~~~~~~~~~1 slk) statement

Infoamation on devices to which substantial equivalence is claimed (if known)

510(k) Number Trade or proprietary or Model Name Manufacturer

1 K072152 ICLN I Dermal Cooling Device I Zoltiq Aesthetics, Inc,

2 K(030876 2 Cynosure Triactive Therapeutic massager 2 CYNOSURE, INC

3 K(023231 3 ElfCare 3 MediScb

4 K(992749 4 Spacelabs Ultraview Waveform Pager System 4 SPACELABS MEDICAL, INC

6 6 ~~~~~~~~~~~~~~~~~~~~~~~~6

[. e I 'I 61 i '
Common or usual name or classification

Trade or Proprietary or Model Name for This Device Model Number

I Zeltiq Aesthetics CLN I Dermal Cooling Device

2 2

3 3

4 4

FDA document numbers of all prior related submissions (aganrdless of outoome)

I 2 3 4

K072152 K063715 K060407
7 8 9 10 11 12

Data Included in Submission
[ Laboratory Testing [] Animal Trials Human Trials

Product Code C.F.R. Section (if applicable) Device Class

79 GEX 21 CFR 878.4810
] Class I [] Class II

Classification Panel E] Clas IlI Unclssified
General & Plastic Surgery

Indications (frmm labeling)

The Zeltiq CLNI 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, 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 cellulite, relief of minor muscle aches, pain, and spasm, while

utilizing the optional massage feature.

Zeltiq Aesthetics Traditional 510(k)
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FDA Document Number (tf known)
Note: Submission of this Information does not affect the need to submit a 2891
or 2891 a Device Establishment Registration farm.

0 Original Facility Establishment Identifier (FEI) Number Manufacturer Contract Sterilizer

El Add I] Delete Contract Manufacturer [] Repackager ! Relabeler

Company I Institution Name Establishment Registration Number
Zeltiq Aesthetics, Inc.

Division Name (if applicable) P    ng area code)
(    

Street Address FA     area code)
4698 Willow Road (    

City State I Province ZIP/Postal Code Country
Plevaanton CA 94588 USA

Contact Name Contact Title    
Donald V. Johnson Vice President, Operations, Regulatory and Quality   

Affairs

Facility Establishment Identifier (FEI) Number El Contract Sterilizer

F] Add [] Dolete [] Contract Manufacturer [] Repackager I Relaboler

Company I Institution Name Establishment Registration Number

Division Name (/f applicable) Phone Number (including area code)

( )

Street Address FAX Number (including area code)

( )

City State / Province ZiP/Postal Code Country

Contact Name Contact Title Contact E-mail Address

Facility Establishment Identifier (FEI) Number manufacturer E Contract Sterilizer

[] Add [] Delete [] Contract Manufacturer El Repackager I Relabeler

Company I Institution Name Establishment Registration Number

Division Name (if applicabte) Phone Number (including erea code)

( )

Street Address FAX Number (including area code)

( )

City State I Province ZIP/Postal Code Country

Contact Name Contact Title Contact E-mail Address
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Note: Complete this section if your application or submission cites standards or includes a 'Dledaration of Conformity to a Recognized Standard'
statement.

Standards No. Standards Standards Title Version Date
Organization

ISO 10993-5 ISO Biological Evaluation of Medical Devices-Part 5: 2 I/I/1999
1 Tests for in vitro cytotoxicit

Standards No. Standards Standards Title Version Date
Organization

2

Standards No. Standards Standards Title Version Date
Organization

3

Standards No. Standards Standards Title Version Date
Organization

4

Standards No. Standards Standards Tite Version Date
Organization

5

Standards No. Standards Standards 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.

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

rood and Drug Administration
CDRH (HFZ-342)
9200 Corporate Blvd,
Rockville. MD 20850

An agency may not conduct or sponsor, and a person Is not requred sto respond to, a collection of informanton uniss it displays a currently valid OMB control
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

Certification of Compliance, under 42 U.S.C. § 282(j)(S'(B), with Por Approvd OMB No. 0910-0616
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j)) Expiration Date: 06-30-2008

Sec OMB Statement on Reverse
(For subrniasion with an sppiication/aubmiu kI. incuding camednicnti. supplements. and rcsabmniuions, under §§

505, 515, 520(m), or 5ot(k)of the Fedal Food, Drug,. and Cosmeidc Actorl§ 351 of lib Public el~tah Service Act.)

SPONSORIAPPLICANT/SUBMTFTE R INFORMATION

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

3. ADDRESS (Number, Street. S/ale, andZip Code) 4. TELEPHONE AND FAX NUMBER
(Include Area Code)

4698 Willow Road
Pleasoaton, CA 94588 (T)   

(F)   

PRODUCT INFORMATION

5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary and/or Chemical/BiochemicUl/Blood/Ccllular/Gden Therapy
Product Name(s)
EOR2DEVICXES: Include Any/All Common or Usual Name(s), Classification, Trade or Proproetary or Model Name(s) and/or Model Number(s)
(Al/ach extra paga asnecessary)

[Drmal Cooling Device, CLN I

APPLICATION/SUBMISSION INFORMATION

6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

R- IND f- NDA F ANDA r- BLA F PMA -FHDE r5IX 0(k) - POP F Other

7. INCLUDE IND/[DA/ANDA/BLA/PMA/HDE/510(kYPDP/OTHERNUMBER (iffnnberprviously assigtwd)

B SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

CEIRTIFICATION STATEMENT/INFORMATION

9. CHECK ONLY ONE OF THE FOLLOWING BOXES
(Sec lnstructlao for addi//onal aifonnation and eapmation)

A. I certify that the requirements of 42 U.S.C. 282), Section 402j)of the Public Health Service AcL, enacted by 121 Stat. 323, Public Law
110-85, do not apply because the application/submission which this certification accompanies does not reference ay clinical trial.

-B. I certify that tie requirements of 42 U.S.C. § 282(j) Section 402(j) of the Public Health Servica Act enacted by 121 Slat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the opplication/submission which this certification accompanies.

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

10. IF YOU CHECKED BOX C, IN #9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE
CLINICAL TRIAL(S)?" UNDER 42 U.S.C. § 282(jXIXAXi), SECTION 402(JXl )(AXi) OF THE PUBLIC HEALTH SERVICE ACT.
REFERENCED IN TIlE APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES
(Attahs etra pages as necessary)

NCTNurmbers) E Ei [i E1 Ei
FORM FDA 3674 (12/07) PAGE 1 OF3
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The undsigned declars, to the best of be/his knowledge, that this los accurate, true, and complete submission of information. I understand
that the failure to submit the certification required by 42 U.S.C. § 2826X5XB), section 402jXSX(B) of the Public Health Servic At and the
knowing submission of a fidse certification under such section are prohibited acts undcr2l U.S.C. § 331, section301 of the Federal Food,
Drug, and Cosmetic AcL

Warning: A willfully and knowingly alse statement is a erminal offense, U.&. Code, title 18, section 1001.

It. SIGNATURE OF SPONSORIAPPLICANT/SUBMITFER OR AN 12. NAMEANDTITLEOFTHEPERSONWHO
AUTHORIZED REPRESENTATIVE SIGNED IN #1 I
(SIGN)

(SIGN) c'{Donald V. Johnson

____________a____________________________________________ IVice-Presidcnt of Operations, Quality, and Regultory Affairs

13. ADDRESS(Number,$tr.eSI,'S a dZip Code) 14. TELEPHONEANDFAXNUMBER
(of persof Ide.sfij.ed hin# 1 & 12) (IncludeArea Code)

4698 Willow Road T1(925)47425  
letasanlon, CA 94588 (T)

(F) +    

15. DATE OF CERTIFICATION January 15,2008

Papo.work Reduction Ad Statement

Public Reporting Burden for this collection of inohrmation is estimated to average IS minutes and 45 minutes (dcpending on the type of
application/submission) per response, including time for reviewing instructions. Send comments regarding this burden estimate or ary other
aspect ofthis collection of information, including suggestions for reducing this burden to the applicable address below.

Food and Drug Administration Food and Drug Administration Food and Drug Administration
Center for Drug Evaluation and Research Canter for Biologics Evaluation and Research Center for Devices and Radiological Health
Central Document Room 1401 Rockville Pike Program Operations Stafft(HFZ-403)
Forn No, FDA 3674 Rockyille, MD 20852-1448 9200 Corporate Blvd.
5901-B Amorendale Road Rockyville, MD 20250
Bellsville. MhD 20705-1266

An agemcy may nol condite or qporaor, and aperso is rnot required to respond o, a corlection of ufonmatlon, unless it displays a cutrrenly
va/Id OMB control manber.
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Instructions for Completion of Form FDA 3674

Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with Requirements of C tinicalTritgov Data Bansk (42 U.S.C. § 282(0))
Form 3674 must accompany an application/submission, including amendments, supplements, and rcsubmissions, submitted under §§ 505, 515, 520(m).
or 510(k) of the Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.

I. Name of SponsorlApplicant/Subnittfer -This is the name of the sponser/applicant/submitter of the dafgfbinlogic/devic application/submission
which the certification accompanies. The name must be identical to that listed on the application/suabmission.

2. Date -This is the date of tie applicationlsubmission which the certification accompanies.

3. & 4. - Provide complete address, telephone number and fax number of tie sponsor/applicanl/submitler.

S. Product inforrastios -For DrugstBiologics: Provide the established, proprictly name, and/or cheemical/biochernical/blood product/cchlluar/gene
therapy name(s) for the product covered by tie applications submission. Include all available asmes by which the product is known.
For Devices: Provide the common or usual name, classification, trade or proprietary or model name(s), and/or model number(s). Include all available
inmes/model numbers by which the product is known.

6. Type of Applicatio/oSubmilsslon- Identify the type of application/submission which the cerhificatiot accompanies by checking the appropriate box. If
the name of the type ofapplication/submission is not identified, check the box labeled "Other."

7. IND/NDAIANDAIBLA/PMA/HDE/SlO(kyPDP/Other Number - If FDA has previously assigned a number associated with the application/
submission which this certification accompanies, list that number in this field. For example, if the application/submission accompanied by this
certification is an [ID protocol anienddmnt and the IND number has already been issued by FDA, that number should be provided in this field.

8. Serial Number -In some instances a sequential serial number is assigned to the application. If there is such a serial number, provide it in this field,

9. Certification -This section contains three different check-off boxes.

Box A should be checked if the sponsor/auplicant/subnitter has concluded that the requirements of 42 U.S.C. § 282(j), section 4020) of tile
Public Health Service Act, do not apply because no clinical trials ame included, relied upon, or otherwise referred to, in the upplisatiortsubmission which
the cerlifiaclion accompanies.

Box B should be checked if the sponsorfapplicanutsubmitter has conclhded that the requirements of,42 U.S.C. § 282), section 4020 ) of the
Public oealth Service Act, do not apply at tho time of submission to any clinical trials that arm included, reled upon, or otherwise referrcd to, in die
application/submission which the certification accompanies. This means that, at the time the application/submission is being made, the requirements of
42 U.S.C. § 282(j), section 402(j) of the Public Health Service Act, do not apply to any of the clinical trials included, relied upon, or otherwise referred to,
in tte applicalion/submission which this certification accompanies.

Box C should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282.), section 4020J) of the
Public Health Service Act, do apply at die time of submission to some or all of the clinical trials that are included, relied upon, or otherwise referred to, isa
the applieation/submission which the cetification accompanies. This means that, at the time tile applicaion/slubmlission is being made, the requirements
of 42 U.S.C. § 282j), section 402(j) of the Public Health Seice Act apply to one or more oftle clinical trials included, relied upon, or otherwise
referced to, in the application/submission which this oertification accompanies.

10. National Clinical Trial (NCM) Numbers - If you have checked Box C in f 9 (Certification), provide the NCT Number obtained from ww'.
Q[t ioRaItigIsmn v "oreilh clinical trial that is an "applicable clinical trial" under 42 U.S.C. § 282(IX}IXAXi), section 402(jX IXAXi) of the Public Health
service Act and that is included, relied upon, or otherise referred to, in the application/submission which the certification accompanies. Type only Use
number, as NCT will be added automatically before number. Include any and all NET numbers assignued to the clinical trials included, relied upon, or
otherwise met'eted to, in the application/submission which this certification accompanies. Multiple NCT numbers may be required for a particular
certification, depending on the number of "applicable clinical trials' included, relied upon, or otherwise referred to, in the application/submission wlrich
the cestification accompanies,

11. Signature or Sponsor/Appicant/Submltter or an Authorized Representative -The parson signing the certification must sign in tttis field.

12. Name and ritle of Person Who Signed in #11. - Include the name and title of the person who is signing the ccttification. If the person signing the
certification is not the sponsor/applicant/submitter of the applicationfsubmission, he or she must be an authorized representative of the sponsor/applicamn
subnmitter.

13. & 14. & 15. - Provide the full address, telephone and fax nuamber of the person who is identified in number I I and signs the certification ir number
12. Providc the date the certification is signed. This date may be different from the date provided in 02.

FORM FDA 3674 (12/07) PAGE30F3
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Form Approved: OMB No. 0910-0120; Expiration Dale: S/31/10

Department of Health and Human Services
Food and Drug Administration

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

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

TYPE OF 510(K) SUBMISSION

0 Traditional [] Special EJ Abbreviated

STANDARD TITLE'

ISO 10993-5, Biological Evaluation of Medical Devices-Pan 5: Tests for in vitro cytotoxicity, revision 2, 1/l/1999

Please answer the following questions Yes No

Is this standard recognized by FDA 2 . ......................................................................................... . E

FDA Recognition number 3........................................................ #018................................................... # 0]8

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)? ...................................... .................................................... 0................... ........

Is a summary report4 describing the extent of conformance of the standard used Included in the
510(k)? ........................................................................................................... ........................... [ []

If no, complete a summary report table.

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

Does this standard include acceptance criteria? ..................................................................... 0........ . .. El
If no, include the results of testing in the 510(k),

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

Were there any deviations or adaptations made in the use of the standard? ...................... 0.........
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) ' ? .............. El []

Were deviations or adaptations made beyond what is specified in the FDA SIS?................................. EL 0
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... [] 0
If yes, report these exclusions in the summary report table.

Is there an FDA guidance 6 that is associated with this standard? ........................................... E.............
If yes, was the guidance document followed In preparation of this 510k? ............................................. 0 E
Title of guidance: #G95-1: Use of International Standard 1SO-10993, "Biological Evaluation of Medical Devices Part I

The formatting convention for the title is: [SOO] [numeric identiier] cerlficatlon body Involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes Information on all standards
Authority [21 U.S.C. 360d]. www.fda.govfodrhlstdsprog.html ulitized during the development of the device.
a http:llww..accesadata.fda.goviscrptpsicdrhlcfdocslcfStandardsl The supplemental Information sheet (SIS) is additional information
search.elm which Is necessary before FDA recognizes the standard. Found at

4 The summary report should include: any adaptations used Io adapt httpliwwf.accessdate.fdagov/scriptiscdrhncfdocslcfStandards!
to the device under review (or example. alternalive test methods); search.cfm
choice. made ehen optIons or a selection of methods ame descsibed: The online search for CaRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the WWwfda.govlcdrh/guldance,html
device; and the name and address of the test laboratory or

FORM FDA 3654 (9107) Page 1 rw G...,. ., Er
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EXTENT OF1 STANDARD CONFQRMANCE
SM ARY REPOR TABLE

STANDARD TITLE
ISO 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?

8 Test procedures 0 Yes El No [] NIA
TYPE OF DEVIATION OR OPTION SELECTEDO

Test on extracts

DESCRIPTION

See ATTACHMENT 15-I

JUSTIFICATION

See ATTACHMENT 15-I

SECTION NUMBER SECTION TITLE CONFORMANCE?

0 Yes 0 No E N/A
TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

0Yes M No C N/A
TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under 'justification: Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard Is required under 'type of deviation or option selected" "descriptlonr and 'justifica-
tion' on the report. More than one page may be necessary.
Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
Information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

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

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

An agency map not conduct or sponsor; and a person is not required to respond to, a collection of in/ormation
unless it displays a currendth valid OIB control aunber

FORM FDA 3654 (9107) Page 2
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January 15, 2008

5 10(k) Document Mail Center (HFZ-40 1) CD
Food and Drug Administration
Center for Devices and Radiological Health r

9200 Corporate Boulevard I

Rockville, MD 20850 r

RE: Premarket Notification for the Zeltiq CLNlI Dermal Cooling Device

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

OFFICIAL Donald Johnson
CORRESPONDENT Vice President,  tions, Regulatory, & Quality Affairs

Pho   
Fax  
e-mail:   

DEVICE

CLASSIFICATION Class 11, 21 CFR § 878.48 10
PRODUCT 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,lInc. Previous 5l0ksubmissions were made under the name of Juniper
Medical.

Pursuant to the provision of Section 5 1 0(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 CLN1I Dermal Cooling Device, an
upgrade to the recently cleared Juniper CLNlI Dermal Cooling Device (K(072152, cleared
September 7, 2007). This upgraded Zeltiq CLN I Dermal Cooling Device includes:

* a vacuum applicator that provides pulsatile massage,
• use of a   with the Zeltiq gel as the interface between the applicator

sleeve and the skin,

Zeltiq Aesthetics Traditional 51 0(k)
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* hardware modifications to include a transmitter system that supports an accessory
pager, and

* softwar     
o              

 
o        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 CLN 1 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 (K02323 1). 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 Sectionl 4).

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.      questions,
or    n is required, please contact me at   or by email
at  

Sincerely,

Donald Johnson
Vice President, Operations, Regulatory, and Quality Affairs
Zeltiq Aesthetics, Inc.
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SECTION 6. INDICATIONS FOR USE STATEMENT

6. INDICATIONS FOR USE STATEMENT

'/5 1 0(k) Number (if known): _____

Device Name: Zeltiq CLN1 Dermal Cooling Device

Indications for Use:
The Zeltiq CLN1 Dermal Cooling Device is intended for use as a sk cooling device to
minimize pain and thermal injury during laser and dermatological t atments. Alternative
uses include skin cooling as a local anesthetic for procedures that i duce minor local
discomfort. The Zeltiq CLN1 Dermal Cooling Device can also p ovide localized thermal
therapy (hot or cold) to minimize pain for post traumatic and / o post surgical pain and to
temporarily relieve minor aches and pains and muscle spasms.Te optional massage
function can also be used for the relief of minor muscle aches,.am, and spasm and for
the improvement in local circulation and temporary reductioin the appearance of
cellulite.

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

Prescription Use x ANOver-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 NEEDE

Concurrence of CDRH, Office o evice Evaluation (ODE)

Page of
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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 submitt in
accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

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

TRADE NAME: Zeltiq Cooling Device

COMMON NAME: Skin Refrigerant

CLASSIFICATION
NAME: Laser instrument, surgical, powered

DEVICE

CLASSIFICATION: Class 11, 21 CFR §878.4810

PRODUCT CODE 79 GEX - laser instrument, surgical, powered
89 IOL - pack, hot or cold, water c rculating
89 ISA - massager, therapeutic, e ctric

PREDICATE DEVICE: The Zeltiq CLN1 Dermal Cooli g Device is substantially
equivalent in intended use and echanism of action to the
Juniper CLNI Dermal Coolin Device (K072152). The
device is also substantially ehivalent to the Cynosure
Triactive Therapeutic massa r (K030876).

SUBSTANTIALLY EQUIVALENT To: /
The Zeltiq CLNl Dermal Cooling Device is substantially equivalent in intended use and
mechanism of action to the Juniper CLNI Dermal 96 oling Device (K072152) and the
Cynosure Triactive Therapeutic massager (K03087h). The pager device used in the
Zeltiq CLN1 Dermal Cooling Device is substantialy equivalent to the Spacelabs
Ultraview Waveform Pager System (K992749). /

DESCRIPTION OF THE DEVICE SUBJECT TO P4 EMARKET NOTIFICATION:

The Zeltiq CLNl Dermal Cooling Device is/ 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 acuum massage.

Zeltiq Aesthetics Traditional 510(k)
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL 23 of 454

FOI - Page 45 of 686



SECTION 7. 510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

INDICATION FOR USE:

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

The Zeltiq Coupling Gels facilitate thermal contact of the Zeltiq LN1 Dermal Cooling
Device with a patient's skin by mitigating minor variances in dice-to-skin contact.

TECHNICAL CHARACTERISTICS:

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

PERFORMANCE DATA:

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

BASIS FOR DETERMINATION OF SUBSTANTIAL EQUIVALENCE:

The indications for use for the Zeltiq CLNI 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 CLN 1 Dermal Cooling Device is functionally
equivalent to the predicate devices.
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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.

Donald Johnson bate
Vice President, Operations, Quality, & Regulatory Affairs
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SECTION 9. CLASS III SUMMARY AND CERTIFICATION

9. CLASS III SUMMARY AND CERTIFICATION

The Zeltiq CLN1 Dermal Cooling Device is a Class 11 medical device regulated
under 21 CFR §878.48 10. Thus, the Class II Summary and Certification
requirement as described in 21 CFR §807.87() and §807.94 does not apply to this
device and submission.
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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.
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SECTION 11. DECLARATION OF CONFORMITY
& SUMMARY REPORTS

11. DECLARATION OF CONFORMITY &SUMMARY REPORTFS

This submission is atraditional 510(k) submission. The requirement for a
declaration of conformity and a summary report of testing is not required.
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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. Thermnotherapy
has been shown to:

* decrease muscle spasm secondary to musculoskeletal pathology or nerve root
irritation; and

• cause 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 (K0637 15) to include localized thermal therapy (hot or cold) to
minimize pain for post traumatic and/or post surgical pain and to temporalily
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 CLNI1 Dermal
Cooling Device (1K072152) to enhance portability, simplify' the user interface,
provide a belt applicator w          
sleeve both as an interface          

     

The current submission for the Zeltiq CLNI Dermal Cooling Device includes the
following design enhancements:
* a vacuum applicator with pulsatile massage,
* use of a   with the Zeltiq gel as the interface between the applicator

sleeve and the skin,
* hardware modifications to include a transmitter system that supports an

accessory pager, and
* software modifications with:

o             
o         
o a pager for notification of device status (e.g., system error, treatment

complete).
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SECTION 12. EXECUTIVE SUMMARY

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

12.1. 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 Zeltiq CLN 1
Dermal Cooling Device with a patient's skin by mitigating minor variances
in device-to-skin contact.

12.2. 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) and the MediSeb ElfCare thermal therapy device
(K02323 1). The device is also substantially equivalent to 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).

Table I compares the similarities and differences of the Zeltiq CLNI
Dermal Cooling Device and its predicates.
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SECTION 12. EXECUTIVE SUMMARY

Table 1. Substantial Equivalence Matrix for the Zeltiq CLNl Dermal Cooling
Device

· ... used to
minimize pain and

Indications for Use uraingary same
during laser and
dermatological
treatments...

· Alternative uses
include skin
cooling as a local
anesthetic for · same
procedures that
induce minor local
discomfort;

For Hot/Co

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

. for temporary relief
of minor aches and same same same
pains and muscle
spasms;/

* temporary
improvement in · same 0 same
local circulation;

· temporarily reduces * same
the appearance of * same
cellulite.

Flat applicator, with
Skin cooling / Flat or cupped Flat applicator, slightly protruding

applicator,
heating applicator, applied applied rollers at the outer

applied
mechanism topically topically topically edges, applied

_______________ _____ ________ ______________top ically
Variable, depending

Applicator  same 2 on attachment
interface surface     6,500 mmchosen
area
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SECTION 12. EXECUTIVE SUMMARY

Temperaturesaeam
control Thermoelectric
mechanism /
Treatment  same -(10)°C to 20 OC to 60 0C
temperatures   420C (estimated)

Recommended

Maximum     treatment time: 30
· same * same minutes;recommended   maximum treatment

application time   duratio n not

specified
Yes - electrically Yes - Yes - electrically

Massage Feature powered electrically powered (pulsatile
(vibration or pulsatile powered

vacuum) vacuum)
~~~~~~~~~~~~~~vibra-ion_

Unit attached to a hand-
held patient interface; same Unit attached to a

General Design optional strap available with adjustable hand-held patient
for hands-free interface

strap
application /

Temperature +    ] same ±10C unknown
accuracy I_ ' _/

Temperature Computer screen and 0 Sam/ same LCD
display LCD

PwrSucAC* e AC/Optional · same
Power Source AC t ~ ~~~~~~~Battery

Microprocessor Yes s 0 same 0 same
controlled

Safety Shut-off Yes - auto shut off Yes

Reusable Yes same · same · same
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SECTION 12. EXECUTIVE SUMMARY

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

Indications for Use To provide a secondary means of ..· orvd ecnaymaso
notification and display of system oicaon dslyfptet
status (e.g., procedure completion, alarm i onto mobile health
system error) to mobile health carecaep
providers ... for u in real-time monitoring

Of rou e patient status and alarm
eve

Server The control unit acts as the server that A s collects and formats
collects and formats monitoring data to m oring data
send to the transmitter via an RS232

 0
Transmitter      Flex-Binary paging transmitter that

Receiver (Pager)    eric pager b Battery operated, alphanumeric pager
     that stores by Motorola (CP1250) that stores up to

to 99 messages. 43 messIges

Transmitter Messages delivered "immediate Notification occurs within 4 to 8
seconds after an alarm event (for7 I telemetry and hardwired patients)

Receiver (Pager) · Stores up to 99 messages / Stores up to 43 messages
- Displays up to 4 lines of xt, 200 · Displays up to 8 lines of text,

character display zooms in to 4 lines for larger view.
* Backlighting / Backlighting
· Vibrate and beep ale odes · User selectable alerts

· Operatesona sngldA batteryOp son a single AAbattery * Operates on a single AAA battery
* Low batt indic * Low battry · indicator

Reusable Yes
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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 softw       eltiq CLNI
Dermal Cooling Device      and

        The testing also demonstrates
that the optional massage and pager features work within design
specification parameters.
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SECTION 13. DEVICE DESCRIPTION

13. GENERAL DEVICE DESCRIPTION
Like the earlier version of the device, the Zeltiq CLNI Dermal Cooling Device is
a thermoelectric device that applies a user selected treatment profile in a
controlled manner to a treatment site. The Zeltiq CLNl Dermal Cooling Device
that is the subject of this submission includes design enhancements that provide:

* a vacuum applicator with pulsatile massage, and
* use of a   with the Zeltiq gel as the interface between the

applicat    d the skin,
* hardware modification to include a transmitter system that supports an

accessory pager, and
* software   

o             
o         
o a pager for notification of device status (e.g., system error, treatment

complete).

13.1. SPECIFIC DEVICE DESCRIPTION
The Zeltiq CLNl 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 Zeltiq CLN1 Dermal Cooling
Device is a thermoelectric device that applies a user selected treatment
profile in a controlled manner to a treatment site. The Zeltiq CLNI 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 Zeltiq CLNl
Dermal Cooling Device. This applicator includes the use of a vacuum to
provide the massage feature. The vacuum applicator also draws tissue

       
2.                

             
             

              
            

             .

I              
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SECTION 13. DEVICE DESCRIPTION

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             
           

        
   

o             
          

            
     

o      such as when the treatment is
complete or if a system error occur, 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

13.2. 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 5 10(k) for the device (KO72152) and the vacuum applicator
that is the subject of this 5 10(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 pulsatile 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.
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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   
The            

     The sleeve is attached to the
applicator prior to use of the Zeltiq CLN1 Dermal Cooling Device. The
disposable sleeve provides an interface       e
applicator and the skin. (See Figure 2.)        

         
           es are
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SECTION 13. DEVICE DESCRIPTION

Figure 2 - Applicator sleeve placed in vacuum applicator.

13.4. CONTROL 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 cons          
will shut off automatically if        

          
             

           
     The system has been tested for electrical

safety through IEC60601 testing.

            
          

            
         
      

There is no change to the controller and power supply for the Zeltiq CLN1
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      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 Zeltiq CLN1
Dermal Cooling Device that is the subject of this submission.
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SECTION 13. DEVICE DESCRIPTION

Enhancements to the user interface hav       iq
   ng Device. These    

    
*             

     
*           

            

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

        
*           

            
          

     
•          

    

13.4.2. DEVICE OPERATION

Complete instructions for use and principles of o    
            

           
            

          ,
          

       

           
            
          

           
         

          
          

          by the system or a
system error occurs.

13.5. INTENDED 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
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SECTION 13. DEVICE DESCRIPTION

CLN I 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 Zeltiq CLN I
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.
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SECTION 14. SUBSTANTIAL EQUIVALENCE DISCUSSION

14. SUBSTANTIAL EQUIVALENCE DISCUSSION

TheZeliq LNI Dermal Cooling Device is an upgrade to the recently cleared skin

cooling device, the Juniper CLNI Dermal Cooling Device (K072 152). The design

upgrade now inc        enhanced user interface

features, and an        The Zeltiq CLN1

Dermal Cooling Device is substantially equivalent in intended use and mechanism

of action to the Juniper CLN1 Dermal Cooling Device (K•172152) and the MediSeb

ElfCare thermal therapy device for both hot and cold applications (K02323 I). 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 5 10(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 I

compares the attributes of the predicate devices to the Zeltiq CLN I Dermal Cooling

Device. Answers to the relevant questions lead to a determination of substantial

equivalence, as follows:

1. DOES THlE DEVICE HAVE SAME INDICATION STATEMENTS?9 . .................. YES

Yes. The indications for use for the Zeltiq CLN1 Dermal Cooling Device are the

same as those for the predicate cooling / warming devices, the Juniper CLN1I Dermal

Cooling Device (K072 152) and the MediSeb ElfCare thermal therapy device for both

hot and cold applications (K02323 1).

All three thermiotherapy 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."

2. DOES NEW DEVICE HAVE THE SAME TECHNOLOGICAL CHARACTERISTICS,

E.G., DESIGN, MATERIALS, ETC.?9 . ....................................... YES

Yes. All three thermoelectric thermotherapy devices are designed to cool the skin.

All three devices remove heat from   areas of the skin using a non-

reactive interface that can maintain      All three

devices use microprocessor controlled thermoelectric components   

 and all t       patient interface applied

directly to the skin.            
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SECTION 14. SUBSTANTIAL EQUIVALENCE DISCUSSION

               
     And, like the Juniper CLNI Dermal Cooling Device

and ElfCare device, the Zeltiq CLNlI Dermal Cooling Device can also heat the skin

using a single thermoelectric component. And, finally, like the Juniper CLN1I Dermal

Cooling Device and the TriActive Therapeutic Massage System, the Zeltiq CLN I

Dermal Cooling Device can provide powered massage to the targeted treatment area.

3. ARE THE DESCRIPTIVE CHARACTERISTICS PRECISE

ENOUGH TO ENSURE EQUIVALENCE 9 . .................................... 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 9 . ............ YES

Yes. Bench test     demonstrate that the Zeltiq CLNl Dermal
Cooling Device            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 EQUIVALENCE9 . ............. YES

Yes. Testing confirms that the Zeltiq CLNlI 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 CLN1I 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 Zeltiq CLN1 Dermal Cooling Device is

functionally equivalent to the predicate devices.
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SECTION 14. SUBSTANTIAL EQUIVALENCE DISCUSSION

510(K) "SUBSTANTIAL EQUIVALENCE" DECISION MAKING PROCESS
FOR TIE JUNIPER COOLING DEVICE XTRA

Not #substantially
equivalent"

marietcd device Determination

I Does new de'vice haeI m Do the differences alter th intended
indicsaions S~tab nt theca'a-uic/diagnostic effect

Now device s mma~ intendeo uso ant may be Not batana w ntaendu

Fustnigyeurvaen 3.de SubstAnta qiaec eiinMkn rcs o h etqC

Does the device have the smm twhnologicall otenw e e

DemlCooldhe ng Dhrevisice.

characteristics, e~g. design, maeil, et. . . ? ul tyhesnwefcie of safety or effectiveness
quATtions?

precise Deoafor CoisnsesDg cffectseC FD A of 45new
equivalence? ~~~~~~~~~~~~~~~~~~~~~~~characteristics?

available to assessasesfecsonw
equivalen~~~~~~~~~~~~~~~~~~~~~~~~~~~~ch aracteristics?

r ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~data required

Not substantially equivalent Not substantially equivalent

Figure 3. Substantial Equivalence Decision Making Process for the Zeltiq CLN1
Dermnal Cooling Device.
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ATTACHMENT 14-1. PREDICATE DEVICE INFORMATION - THE ELFCARE DEVICE

(K023231)
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·*Th* only symat cap"atbo synad cold huatI -
and elecothheapy.

.0Moet ikcw& eatuant meth convn* wavaile
shown in clinical trahls. --- 100C/140F-0clo# =MO "olq of lhe pateat's M~ogrW. The

unit can be programmed to caony out a complete rhe electrode bwmts ky cold
series of tretments. lfcare's recall ability wM report £mtantancousy as required
what treatment wM actually carried out, and when. E temperature

'*The physacian cano mwe padaets in ls time calibrton - no bags, no mes
as patients can continue treatment at home.

all sreas of the body my. Al siwm no nwg rela

Treatment is supervised by a qualifed

health profesaional

· k Ful trgraid .Iftwai pakage, induding patkd Download usat it protocole from te
fe management, algorithm generation and directly to the unit via lare's eOdemaIl
management and a profeisional package of accessory.
recommended protocols for use with specific medical 4 aoW-of-the*art pawt--peadlag
conditions. synthesize all known algorithms and prot

Zeltiq Aesthetics Traditional 510(k)
Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL 46 of 454

.=o ~ ~FOI - Page 68 of 686



SECTION 14. SUBSTANTIAL EQUIVALENCE DISCUSSION

dA, trod/et &e u W~/y
~...~ ~mpem~~~~~~~~~~trturr. Mo compr~esse

acti1ve~t0n

~scan be trtatsmitted adtxor~~~~~~Img wig4! inn"ko

om'offswlec ;;*;

Nratment 61 the gYre or on

the sports field - no ice nffde!

':~¢ldi~Y dctor orf L _

I ~ a~ hmne.~, ce the k'L1caftJ -

Zeltiq Aesthetics Traditional 510(k)
Zeltiq Aesthetics Dermeal Cooling Device CONFIDENTIAL 47 of 454 ,,.

FOI - Page 69 of 686



SECTION 14. SUBSTANTIAL EQUIVALENCE DISCUSSION

, 0 Is
* 0

,#JMn-hll~Cl~ - 0

* 4) 4) 9 0

* 0 0fm O R0

~~it

u:R

000 omit0 0

rmp~efdddf~~]Jt~ ~AMV2C .4AWNU *tkttff *041io no esft anr
r~w#1Awr1*ttr#4MwpA fe*"MW;

eMmdical Engineerl0.:

A"OJ. 12678, H'z/kT, 463. Ismar/

* 0 0 0 ~~~~~~~re,0II9OPW a:472000O

IFrw'/wwVO.w.c om

i~~~~~~~

Zeltiq Aesthetics Traditional 510(k)
Zeltiq Aesthetics Derreal Cooling Device CONFIDENTIAL 48 of 454 '¢

FOI - Page 70 of 686



SECTION 14. SUBSTANTIAL E QUIVALENCE DISCUSSION

ATTACHMENT 14-2. PREDICATE DEVICE INFORMATION - CYNOSURE TRIACTIVE
THERAPEUTIC MASSAGER (K030876)
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110 Vac - 3A *R

47' :l20M,(4! 1

88 lbs T4 0;)

N,-AIrA I PN LICATICiF11g

· MINMIZE CELLUUIT

J PRr AND PT-tIPOsuCTION PROCwURES

, FACIAL 5MOOTHING OF ELLWUJTE

* BODY SMOOTHING OF CELLJLre

* ENHIcm MitocftIRCULATIO" CE
· THEIPU1c fv. lAsSAe 0459

Cynosure, Inc.
10 Etz~beM Drive

ChItingr MA 024 USA
.l 978-2:56-4200

Tol-Fret: 800~8U6- 2966
Foax 978-2?6S&6
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ATTACHMENT 14-3. PREDICATE DEVICE INFORMATION - ULTRAVIEW CLINICAL
MESSENGER (K992749)
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Ultraview TM
Clinical
Messenger
Wireless Alarm
& Waveform
Messaging System
91841
* Alarm notifcalion to pager in 4 to 8

seconds
•Displays up to 12 seconds of the

alamed waveorm far any monitored
parameter

• Receives broadcasts of vital signs at
use.rspecitied intervals lo aid in
remote imontoring of acute paients

* Waveforms and alarms Irme
standaloe devices coneracted via
Flexpot system interface

a Second Messenge[ ' teature helps
enstrequickresponse

aOperates in theprotected 929-931 MHz
paging band

* Highwesokation LCD display -not lot
diagiosis

* Stores alarm and waveform
hiformation for later retrieval

aEasy4o-use Winlows-based
adminislradon module

* Compact size

SPECIFICATIONS
The Ultraview Clinical Messenger Wireless Alarm The administration module enables convenient
and Waveform Messaging System provides assignment of patients to caregivers from any
caregivers mobility with alarm notification. location on the network. Including
Typically, notification occurs within 4 to 8 seconds WinDNA®-enabled Ultraview 1700 and Universal
after an alarm event (for telemetry and hardwired Clinical Workstations (UCWs').
patients). The system provides an audio and/or Intended Use -The Ultraview Clinical
vibrating alert along with a series of displays that Messenger Wireless Alarm and Waveform
show patient identification, alarm parameters, and Messaging System Is designed to interface with
up to a 12-second waveform snapshot. The the Spacelabs Medical monitoring network to
Ulfraview, Second Messenger feature allows provide a secondary means of notification andalarms to ""~late to altomnate cairegivers ifalarms toesa late o t o a lterInatsecregivrc time display of patient alarm information to mobile
alarmod.Usa re not address ed uin pa tipecific ttimehealth care providers. The device is indicated forperiod, Users may also schedule patient status uei eltm oioigo otn ainupdates for dispatch on a repeating basis If us an alarm evnts. Th messagint

desired. ~~~~~~~~status and alarm events. The messaging systemdesired,

Page I o0 2
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Ultraview SPECIFICATIONS
Clinical Is Intended to serve as a parallel. redundant HARDWARE REQUIREMENTS:

mechanism to Inform the clinical staff of patientMessenger events. ~~~~~~~~~~Pagers and Transmitter System --
W ireless The Clinical Messenger system serves as a Motorola CP1250 Advanced Information servicessecondary alarm in any hospital environment World Messaging Pagers.Alarm & currently using or intending to use a Spacelabs The pager transmitter system must be Flex-Binary

patient-monitoring network. The Clinical protocol capable. Other requirements for theW aveform Messenger system supplements the primary pager transmitter and antenna are site-specific. AMI essagi ng patient-monitioing system by providing a site survey Is performed to determine coverageMessaging forwarding mechanism for announcing and area and system requirements.System displaying patient alarm events and the critil Clinical Messenger System -information associated with the events - including
parameter values and waveforms. The pager Clinical Messenger server
provides an audio or vibrating alert along with a Clinical Messenger Flex Encoder server
series of displays showing patient identification,
alarm parameters and waveform snapshot.

Spacelabs Medical, Inc. The Ultraview Clinical Messenger MJreless Monitor
15220 N E 40th Street Alarm and Waveform Messaging S ysem is Keyboard
P.O Box 97013 a secondary alarm. It does not replace the MouseRedmond, WA 98073 9713 primary alarmn function on the monitor.
Telephone (425) 882-3700 Switch box
Fax (425) 885-4877
Telex 4740085 SPL UI Network and serial connections

All haidware for use w001a t0e Uljtraaew Clinical
Ultraview Second Messe er, Messenger Wireless Aleann and Waveioln MessagngFlexport, UCW and Win0N~ are System mnst meet all federal and internationaltrademarks of Spscelabs standards pedtainng to electronnognetio emissions andMedical. Inc. fiterfelrence

Oiter brands and Iroduct
names are trademarks of their
respcaive owners

All specficatons are subject Io
change wifnorl nonce

woaw.spacelabs coam

lSpacetabs Medical, Inc 2001

051-1079-00 Rev C 05/2001

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 CLNl 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)
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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 ZELTIQ CLN1
DERMAL COOLING DEVICE
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PL10691 Rev C

Zeltiq CLN1 Dermal Coolin vice
Directions for Use

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

Zeltiq Aesthe ics, Inc.
4698 Will Road

Pleasanton CA 94588
(925) 474-2500

www. Itiq.com

Author ed Representative
mergo Europe

Molenstraat 15
13 BH, The Hague

The Netherlands

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

CONFIDENTIAL
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SECTION 15. PROPOSED LABELING

ATTACHMENT 15-3. PROPOSED LABELING FOR THE ZELTIQ VACUUM APPLICATOR
SINGLE PATIENT USE SLEEVE
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Manufactured at: 4698 Willow Road
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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

;f

A ,

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
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SECTION 16. STERILIZATION & SHELF LIFE

16. STERILIZATION & SHELF LIFE

The Zeltiq 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. BIOCOMPATA]BILITY

17. BMoCoMPATIBILITY

17.1. ZELTIQ CLN1IDERMAL COOLING DEVICE
The only new patient contacting materials introduced       
Zeltiq CLNI Dermal          

        used 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, full biocompatibility testing was
not repeated by Zeltiq.

            
            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       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.
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SECTION 17. BiocOMPATABILITY

ATTACHMENT 17-1 TR-044 BIOCOMPATIBILITv TESTING OF [DPIE FROM BLOOMER
PLASTICS
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Biocompatability testing of    
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R E PO C) P

TEST FACILITY: SPONSOR:

   
  Zeltiq Aesthetics

   4698 Willow RoadSuite I100
Pleasanton, CA 94588

t~~i~j'j FID~~~f'J~~iAL ~STUDY TITLE:

Cytotoxicity Study Using the ISO Elution Method
(IX MEM Extract)

TEST ARTICLE:

  

IDENTIFICATION NO.:
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1. Introduction

Purpose
The test article identified below was extracted, and the extract was subjected to an hi vitro cytotoxicity study for biocompatibility
based on the requirements of the International Organization for Standardization 10993: Biological Evaluation of Medical
Devices, Part 5: Tests for Cytotoxicity: in vitro 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
observations were concluded an August 25, 2007.

2. Materials

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

Test Article: Item 015-10-B

Identification No.: Code Item 015-10-B

Storage Conditions: Room Temperature

Extraction Vehicle: Single strength Minimum Essential Medium supplemented with 5% serum and
2% antibiotics (IX MEM)

Test Article Preparation: Based on the USP ratio of 120 cm2:20 ml, a 60 cm2 portion of the test article was covered
with 10 ml of IX MEM. A single preparation was extracted with agitation at 370C for
24 hours.

Negative Control Preparation:                
                  
         conditions previously described

for the test article.

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

Positive Control Preparation: The current NAMSA positive control,    was used. Based on
the USP ratio of 60 cm2 :20 ml, a singl     of the control material was covered
with 9.9 ml of IX MEM and extracted with agitation at 370C for 24 hours.

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

3. Test System

Test System Management
L-929, mouse fibroblast cells, (ATCC CCL 1, NCTC Clone 929, of strain L, or equivalent source) were propagated and
maintained in open wells containing single strength Minimum Essential Medium supplemented with 5% serum and
2% antibiotics (IX MEM) in a gaseous environment of 5% carbon dioxide (CO2). For this study, 10 cra' wells were seeded,
labeled with passage number and date, and incubated at 370C in 5% CO: to obtain 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 a sub-confluent cell monolayer. The growth medium contained in
triplicate cultures was replaced with 2 ml of the test extract. Similarly, triplicate cultures were replaced with 2 ml of the reagent
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Appendix I - Reactivity Grades For Elution Testing
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SECTION 18. SOFTWARE

18. SOFTWARE
The Zeltiq CLNI 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         

             
  is also provided by the Control Unit.

The Applicator software responds to commands from the Control    
           

            
    between the Control Unit and Applicator for

treatment to start and continue.

Key changes to the Zeltiq CLNI Dermal Cooling Device software from that of the
predicate includes:

*            
         

*            
            
  

* 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 Zeltiq CLNI 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 Zeltiq 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 DRi005I, Software Design Description, included as
Attachment 18-1. The major processors in the Zeltiq CLNI Dermal Cooling
Device include:

*         
*       interfaces between the  and the rest

of the system hardware

The   and  comprise the Control Unit.

*   - control overall applicator functions
*    -    control TEC heating and cooling

The   and    comprise the Applicator
software.

18.3. DEVICE HAZARD ANALYSIS
The hazard analysis consists of both a System Hazard Analysis (SHA), DR10320,
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, CLNI
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 DR00 13, 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, CLN1
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.

Software Effective V&V Key Additions / Changes
Release CO Date

05 00118 11 July2007 TR-10710 Initialrelease
06 00134 14 Aug 2007 TR-033 Add Vacuum applicator  
07 00171 02 Oct 2007 TR-040      

  
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: DRI0051, CLNI SOFTWARE DESIGN
DESCRIPTION
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Juniper Medical - Confidential and Propretar
Part Number: DR-10051 Revision: A Page 1 of 22
Title: CLN1 Description, Software Design

Author / Revised by: Approved By: Date:
   December 19, 2007

Project:
CLNI
Title:
CLNI Description, Software Design

Revision CO# Approval Effective Description
Date Date

02 CO-00125 7/25/07 7/25/07 U pdate to reflect current design.
A CO-00215 12/19/07 11/20/07 Rev A Release
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Juniper Medical -Confidential and Proprietary
Part Number: DR- 10051 Revision: A Page 2 of 22
Title: CLN1 Description, Software Design

Revision History
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Juniper Medical - Confidential and Proprietary
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Title: CLN1 Description, Software Design
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Figure 1  Software Architecture Overview
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SECTION 18. SOFTWARE

ATTACHMENT 18-7. CLNI SOFTWARE DEVELOPMENT PLAN
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Juniper Medical- Confidential and Proprietar
Part Number: DR-1001 3 Revision: 03 Page I of 9
Title: CLN1I Software Development Plan

Author / Revised by: AprvdB:Date:
  July 17, 2007

Project: CLN 1

Title:
CLN1 Software Development Plan
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SECTION 19. ELECTROMAGNETIC COMPATIBILITY

AND ELECTRICAL SAFETY

19.      
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SECTION 20. PERFORMANCE TESTING - BENCH

20. PERFORMANCE TESTING - BENCH
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SECTION 20. PERFORMANCE TESTING - BENCH

ATTACHMENT 20-1.   APPLICATOR VERIFICATION REPORT
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Juniper Medical, Inc. Component Specification Sheet
Part Number:          

 
Approval Signature: Release Date: June 27, 2007 Revision: A

Vendor Vendor ID Vendor's Part Number
1      

2.

3.

Manufacturer *Manufacturer's Part Number

*Supply Manufacturer information if available.

Additional Data or Specific Information:
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Title: Purchased Component Specification Sheet
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SECTION 20. PERFORMANCE TESTING - BENCH

ATTACHMENT 20-2. TR-031  VACUUM DISPOSABLE SLEEVE VERIFICATION TEST
REPORT
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Verification Test Report
 Vacuum Applicator Disposable

TR-031

Zeltiq Aesthetics, Inc.
11I-Sep-07
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SECTION 21. PERFORMANCE TESTING - ANIMAL
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Food and Drug Administration
Office of Device Evaluation &
Office of In Vitro Diagnostics

COVER SHEET MEMORANDUM

From: Reviewer Name

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

Please list CTS decision code_____'
[] Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

http://eroom.fda.qov/eRoomRep/Files/CDRH3/CDRHPremarketNotification5lOkProqram/Q 5631/Screeninq%20Checklist%207%
202%2007.doc )

[] Hold (Addition*nf rmation or Telephone Hold).

Final Decisio (SE E with Limitations, NSE, Withdrawn, etc.).

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

Indications for Use Page Attach IFU

510(k) Summary /510(k) Statement Attach Summary

Truthful and Accurate Statement. Must be present for a Final Decision i

Is the device Class Ill?

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

Does firm reference standards?
(If yes, please attach form from http://www.fda.,qov/opacom/morechoices/fdaforms/FDA-
3654.pdf)

Is this a combination product?
(Please specify category · see
http://eroom.fda.qov/eRoomReq/Files/CDRH3/CDRHPremarketNotification5lOkProqram/0 413b/CO
MBINATION%20PRODUCT%2OALGORITHM%20(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.qov/cdrh/ode/quidance/1216.html)

Is this device intended for pediatric use only?

Is this a prescription device? (If both prescription & OTC, check both boxes.)
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
ClinicalTrials.gov Data Bank?
(If not, then applicant must be contacted to obtain completed form.)

Does this device include an Animal Tissue Source?

All Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days) X

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old) .~

Adolescent (12 years -< 18 years old)

Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this
group, different from adults age Ž 21 (different device design or testing, different protocol
procedures, etc.)

Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years
old)
Nanotechnology 2 I

Rev. 7/2/07

FOI - Page 477 of 686



Is this device subject to Section 522 Postmarket Surveillance? Contact OSB.
(Postmarket Surveillance Guidance,
http://www.fda.qov/cdrh/osb/luidance/316.html)

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC.
Guidance, http://www.fda.,ov/cdrh/comp/quidance/169.html)

Regulation Number Class* Product Code

(If unclassified, see 510(k) Staff)
Additional Product Codes: L

Review: 1
(Branq2_-~) (Branch Code) (Dab

Final Review: "/l ' /-L
·(Division Diregfor) (D(te)
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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

K0801 181S2

Date: April 30, 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:  
Fax:  
Email:  

I. 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 circulation and temporary reduction in the
appearance of cellulite. According to the sponsor, the upgrade was implemented

* to includ     applicator that provides pulsatile message;
• to use a   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.

The sponsor indicated that the treatment parameters will be the same as the   CLN1
Dermal Cooling Device (K07215    s the treatment temperature          the
m   cation time from      and the maxi      rea
of     The range of the vacuum pressure will be from       The verification test for
the vacuum applicator was conducted and the results are also  

               
           

           
                

1
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     It was agreed that we should asked the sponsor to
    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.

II. Administrative Requirements

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.

III. Device Description

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? 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 controlled 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   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.

2
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Ill. 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 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 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.

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
Ultraview 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, K070092 (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     sources for heating.

The sponsor also updated the substantial equivalence comparison table (Table 2, K080118/Si) 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:
• Zeltiq CLN1 Dermal Cooling Device
• Zeltiq Aesthetics Vacuum Applicator Single Patient Use Sleeve

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

              
               

                      
                  
  are found to be adequate.

VI. Sterilization/Shelf Life/Reuse

3
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The Zeltiq CLN1   ice, including the applicators and disposable sleeves, are sold non-sterile.
The sleeves and   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
         and the    used with the

           
                  

                    
       

                   
                

VIII. Software

Version: Rev. 08, Jan 11, 2008

Level of Concern: Moderate

Software description: (Attachment 18-1)

Device Hazard Analysis: (Attachments 18-2 and 18-3) x
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 CLN 1 Dermal Cooling Device (K072152)
include the following:

*                  
   

*               
           

*  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.

VIII. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

The sponsor stated that the following electromagnetic and electrical safety testing    
           
         

                  
  

IX. Performance Testing - Bench

4

FOI - Page 482 of 686

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

(b)(4)

(b)(4)

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

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



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

XI. Performance Testing-Clinical

XII. 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 If YES = Go To 5

4. Do Differences Alter The Effect Or Raise New If YES = Stop NSE
Issues of Safety Or Effectiveness?

5. Same Technological Characteristics? x If YES = Go To 7

6. Could The New Characteristics Affect Safety Or If YES = Go To 8
Effectiveness?

7. Descriptive Characteristics Precise Enough? x If NO = Go To 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 http://eroom.fda.pov/eRoomRep/Files/CDRH3/CDRHPremarketNotification
510kProqram/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. Explain 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 III and IV

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:

Xlii. 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, K080118/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/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.

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,              

                    
                   

          K080118/S2).

3) Zeltiq 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 (K063715). 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.

6
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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 II
Product Code: GEX
Additional Product Code: ILO, ISA

Long Chen Da
Lead Reviewer, GSDB/DGRND

Ne f-E~gden -- 7FdA Kl"& Date
Branch Chief, GSDB/DGRND

7
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Chen, Long H

From: Bryan Olin [bolin~zeltiq.com]
Sent: Wednesday, April 23, 2008 3:57 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-

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     
    These six patients are    I had a typo in the email below.

Bryan Olin, Ph.D.
Senior Director, Quality Assurance
Zeltiq Aesthetics
4698 Willow Road

   88
  

  

I he information in this erciad (including any attachments) may be privileged arid/or confidential and is intended only for the redpie it(.s) listed above. Any use, d isclosure, distribution or
copying of this ernrl isprohibi ed except by or onbehaff ofthe in tended rec pient. If you have received this emai in error, pliease notify me irrmediately arid destroy all copies oft he

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 (KO80118): Supplemental information request (4/16/08)

Bryan,

Your response is acceptable. Please send in your hard copy response to our document mail center.
However, I want to point out that your Prospective Clinical Study of        

                    
                 

                        
  

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

Long
Long Chen, Ph.D.
(240)276-3628
G--B/DGRND/ODE
Ic zhen@fda.hhssgov

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

4/29/2008
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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-

To facilitate your review, I have replied to each of your requests in turn below.

1.                 
and provide justifications why it is safe to use under the proposed    
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2. Please make it clear in your    that there will be a           

                       

Please see the revised description of         of the attached directions for use which

includes this information.

3. Please clarify in your    to include           

Please see the revised description of        of the attached directions for use which
includes this information.

Regards,

Bryan

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

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

  
   

The information in this en)ailI (including any attachments) may be privilegedanrd/or toonfidentia Iand is intended only for the recipient(s) lIsted abhove.. Any uise, d iscoue,
distribution or copying of this ermailI is pro hibited except by or on bch alf of the, intendedo recipi ent. If you have received this email in error, p lease notify me-ir mdately an d
destroyall copies of the trans mittalI. Th ank you.

From: Chen, Long H [mailto:Iong.chen~fida.hhs.gov]
Sent: Thursday, April 17, 2008 7:11 AM
To: Bryan Olin
Subject: RE: Zeltiq Aesthetics CLN1 Dermal Cooling Device (KO80118): Supplemental information request (4/16/08)

Bryan,

Thank you for the information. However, I want to bring it up to your attention that       
              

Also,                    
  

Therefore,

                 
              

                         
                     

                  

Long
Long Chen, PhT.D.
(240)276-3628
GSDB/DGRN D/ODE/FDA
long~chen~fda. hhs.gov

From: Bryan Olin [mailto:bolin~zeltiq.comj
Sent: Wednesday, April 16, 2008 6:51 PM
To: Chen,' Long H
Cc: Donald Johnson
Subject: Zeltiq Aesthetics CLNI Dermal Cooling Device (KO80118): Supplemental information request (4/16/08)

Dr. Chen-

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

1. Zeltiq still needs to be more specific in       For example, you indicated that
you were under the impression that            

We revised the     the       in our directions for use, PL10691-E CIIJ1
DFU, as follows:

      may be available for selection by the user (Figure 7) in the
Settings mode.               

                
                   

4/29/2008 2
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The underlined text above represents the revised section that provides additional detail of what happens
during                

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

As indicated in our discussion, I reviewed our previous submissions. In each of the past two cleared
submissions, K(0721 52 and 1(063715, and in our current submission, K080118, we have included the
MediSeb ElfCare thermal therapy device for both hot and cold applications (K(023231) as a predicate
device. I believe that our substantial equivalence to this device supports      

Note that as described by the Elf Care labeling included in the submission (attached as ElfCare
brochure.pdf), the Elf Care device allows            

             
*               

*                 .

in addition, ElfCare labeling on the MediSeb website, www mediseb~corn (attached as ElfCare Website~pdf
with quotes highlighted in yellow) indicates that:       

                   
 

Hence, we believe that the ElfCare predicate we provided in this and previous submissions supports the
                    

            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, please do
not hesitate to contact me should you have additional questions.

Bryan Olin, Ph.D.
Senior Director, Quality Assurance
Zeltiq Aesthetics
4698 Willow Road
Pleasanton, CA 94S88

  
   

The infor oration ii this einail (includirlg arty attachments) mnay be, p~rivileged and/or confidential and is intended only fur the recipi ent(s) l isted above. Anty use,
disclosure, di stribution or copying of this eImail is prohIdbite d except by or on behdalIf of the intended recipient. If you have received th is tnmai It nerror, pleas e noti y nie
en fred late ly a nd destroy all copies of the. tra nsmnjttalI. Th ank you.

From: Bryan Olin
Sent: Wednesday, April 16, 2008 9:35 AM
To: 'Chen, Long Hi-
Cc: Donald Johnson
Subject: RE: Zeltiq Aesthetics CLN1 Dermal Cooling Device (KO80118): Supplemental information request (4/11/08)

Dr. Chen-

As I mentioned in my voice mail, the       

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

  
  

The information iT this email (incLuding any attachments) may be ptvileged and/or confide tial and is intended only for the recipient(s listed above. Any use,

disclosur e, distribution or copying of this email is prohibited except by or on behalf of the intended recipient If you have received this enail in error, plese otifry me
Ie mediately and destroy all copies of the transmittal, Thanrk you,

From: Chen, Long H [mailto:Iong.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,

                
                      
                 

Long
Long Chen, Ph.D.
(240)276-3628
GSDB/DGRND/ODE/FDA
Ion g.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              

          

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 lists  predicate devices        
              

           

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

I 510(k) J Product

4/29/2008 I q
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Device Number Code Classification Technological

Thermassage K061001 ISA §890.5660 Massage -suction

TriActive Therapeutic Heating -laser (808nm)
Massage System K030876 ISA §890.5660 Massage - suction

Dermosanic Nan-invasi ve
Subdermal Therapy System K052934 ISA §890.5660 Meassage - suctiaound

Biocellulase ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ Msag -scto
Smootshapses K061603 NUV §878.481 0 Heating - laser

Smoothshapes ~~~~~~~~~~~~~Massage - rollers & suction
Heating - infrared l ight &

Velasmooth Shaper K050397 NUV §878.48 10 R-F energy
______ ______ ______ _____ I I__ _ _ _ _ I__ _ __ _ _ _ M assage - rollers & suction

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

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

           
           
          

            
                

           

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 allow clearance    
  

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

  
 

The inform ati on in this em ailI (including anmy attach ments) may be privilIeged and/or confidential Iand is intended only for the reci pi ent(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.
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C"hen, Long H

From: Chen, Long H

Sent: Thursday, April 17, 2008 1 0:1 1 AM

To: 'Bryan Olin'

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

Bryan,

               that the         
            
                     

 
Therefore,

                  
             

                           
                   

                  

Long
Long Chen, Ph.D.
(240)276-3628
GSDB/DGRN D/ODE/FDA
le then~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 (K(080118): Supplemental information request (4/16/08)

Dr. Chen-

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

1. Zeltiq still needs to be mo          example, you indicated that you were
under the impression that            

We revised the          in our directions for use, PL10691-E CLN1 DFU,
as follows:

                   
                

               

             

The underlined text above represents the revised section that provides additional detail of what happens   

              

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

4/29/2008 c
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As indicated in our discussion, I reviewed our previous submissions. In each of the past two cleared submissions,

K072152 and K063715, 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. I believe that our substantial
equivalence to this device       

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

Elf Care device allows                 

  highlighted in yellow in the attachment:
*               

*                 

   labeling on the MediSeb website, www.mediseb.com     with

              
            

 we believe that the ElfCare predicate we provided in this and previous submissions supports the safety of

                     
         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, please do not

hesitate to contact me should you have additional questions.

Bryan Olin, Ph.D.
Senior Director, Quality Assurance
Zeltiq Aesthetics
4698 Willow Road
Pleasanton, CA 94588

  
 

[he information in this email including any attachments) may be privileged and/or confidential and is intended only for the r ecipient(s) Ilisted above. Any Use, disclosie,

dist ibution or copying of this erail is prohibited except by or on behalf of the intended recipient. If you have received this emailI in error, please notify me immed iateiy and

destroy all copies of the tIransmlittal. 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 I mentioned in my voice mail,        

Regards,

Bryan

Bryan Olin, Ph.D.
Senior Director, Quality Assurance
Zeltiq Aesthetics

4/29/2008 ).
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4698 Willow Road
Pleasanton, CA 94588

  
 

The inform ation in this entailI (incluiding any attach me nts) may be privileged and/or confidentilal and is int~ended only for therecipient(s) listed a bove. Any uswe, disclos, to,
diStribution or copying of dihis ernailI is pro hibited except by or orn be half of theintmended recipientL. If you have received th is emai [IIn error, p lease noatify me imnmedia toely a nd

destroy all copies of the trammnsmittal. 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 (KO8011B): Supplemental information request (4/11/OS)

Bryan,

               please clarify
                  If this is the case, you need to

provide            . Thanks.

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

From: Bryan Olin [mailto:bolin~zeltiq.comj
Sent: Tuesday, April 15, 2008 2:18 PM
To: Chen, Long HA
Cc: Donald Johnson
Subject: Zeltiq Aesthetics CLN1 Dermal Cooling Device (KO80118): 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                    

     

To answer this question, we have reproduced Table 3 (page 30) from our submission K(063715 (Juniper XTRA with
massage function), which lists a number of predicate devices.

    table lists two predicate devices that       

               

         1(080118.

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

Device 510(k) Product Classification Technological
Number Code

Thermassage K061001 ISA §890.5660 Massage - suction

TriActive Therapeutic Heating - laser (808nm)
Massage System K030876 ISA §890.5660 Massage - suction

Dermosonic Non-invasive K(052934 ISA §890.5660
Subdermal Therapy System Heating - ultrasound

4/29/2008 ot1~
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______________________________ ~~~~Massage - suction

Biocellulase Smoothshapes K061603 NUV §878.4810 Heating - laser
______________________ _______ _____________M assage - rollers & suction

Heating - infrared light & RF
Velasmooth Shaper K050397 NUV §878.481 10 energy

_____ _____ _____ ____ _____ _ ___ _____ ___ _____ _____ ____ M assage - rollers & suction

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

The summaries of safety and effectiveness for these two devices reinforce that they     
  as follows (we added the bold/underline):

            
            

        

•               
                

         

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       
 

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

  
 

The information in this em ailI (including any attach me nts) may be privileged and/or confidentialI and is intended only for the recipient(s) l isted above. Any use,
di sclosu re, distribution o r copying ofthis em ailI is prohibited except by or on behalIf of the intended recipient. If you have received this em ailI in error, p lease notify me
immediately and destroy allI copi es ofthe transmiuttalI. Thank you.
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Chen, Long H

From: Chen, Long H
Sent: Wednesday, April 16, 2008 9:16 AM
To: 'Bryan Olin'
Subject: RE: Zeltiq Aesthetics CLN 1 Dermal Cooling Device (K0801 18): Supplemental information request (4/11/08)

Bryan,

                please clarify whether
                If this is the case, you need to provide

            

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

From: Bryan Olin [mailto:bolin~zeltiq.comj
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                      

   

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 lists two predicate devices that        
                 

      K080118.

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

Device 510(k) Product Casfcto ehooia
Number Code Casfcto ehooia

Thermnassage K061001 ISA §890.5660 Massage -suction

TriActive Therapeutic Heating - laser (808nm)
Massage System K030876 ISA §890.5660 Massage - suction

Dermasonic Non-invasive Haig-utaon
Subdermal Therapy System K052934 ISA §890.5660 Massage - suction

Biocellulase Smoothshapes K061603 NUV §878.4810 Hesatig-rlasers uto

Heating - infrared light & RF

4/29/2008 K
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Velasmooth Shaper K050397 NUV §878.48 10 Massagey olr uto

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

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

             
             
      

               
                

        

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       
 

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

  
 

The inform ation in this em ail (including any attachments) maybe privileged and/or co nfid ential Iand is intend ed only for the reci pie nt(s) l isted above. Any use, di sclosu re,
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 C
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Food and Drug Administration

C O V E R S H E E T M E M O R A N D U M O f f i c e o f D e v i c e E v a l u a t i onOff i c e o f I n V i t r o D i a g n o s t i c s

From: Reviewer Name ______

Subject: 510(k) Number '- '' 0
To: The Record

Please list CTS decis ion code
El Refused to accept (Note: th is is Acons ideredwthe first review cycle, See Screening ChecklisthttP:Ileroom.fda.oovleRo ilsRR3 HPremarketNotificationslokPro ramI Screening Checklist)

y&Hold (Additional InformatinoTlpoeH
HFinal Decision (SE, SE with im tosNEWthdrawn, etc.).

Please complete the following for a final clearance decision (i.e.,, SE, SE with Limitations, etc.):
Inictinsfor Use Page ____ iAttach/IFU

510(k) Summary /510(k) Statement Attach Summary
Truthful and, Accurate Statement. Must be present for a Final Decision
Is the device Class Ill?
If yes, does firm include Class Ill Summary? } utb resent for a Final Decision
Does firm reference standards? 

__

(If yes, please attach form from
http:/Ieroom.fda.aov/eRoomRecI/FilesICDRH3/CDRHPremarketNotifications1lOkPropramldo 41 36/ABS'REVIATED STANDARDSDAAFOM.O

Is this a combination product?
(Please specify category see
http://room-fda.gov/eRoomReosFiles/cDRHs/DIcDR~pemarketNotification5iokProprmm/o 41 3b/CO 7

Is this a reprocessed single use devicb?- 
-__(Guidlance for Industry and FDA Staff- MDUFMA -Validation Data in 510(k)s for AReprocessed Single'Use Medical De vices, htt0://www.fda,.pov/odrh/odse/auidance/12.16.html) A

Is this device intended for pediatric use only? 'A
Is this a prescription device? (If both prescription & OTC, check both boxes.)

*Is clinical data necessary to support the review of this 510(k)? -
*Does this device include an Animal Tissue Source?
Is this device subJect to Section 522 Pbstmarket Surveillance? Contact 05ff
* (Postmarket Surveillance Guidance,

http:I/Aww.fda.aiov/rhlosblaluldance/316.1html)
Is this device subject to the Tracking Regulto?(MdclDvice Tracking Co ntact.OC.

Guidance, httrx:llwwwfda~aovlcdrh/comblauiudance/169,htn-I)
Regulation-Nunber Class* ProductCode

ca 9 7 I~i
(*f unclassified, see 510tk) Stiff)

Additional Product Codes: I:11• t}

Review: 4Br nth ef
(Branch Codre) (Da~A)

Final Review:___________________________________
(Divisioh Dirdctor) (D~~~~~~~~ate).

Rev. 5/30/07
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%,-I, 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

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: 925-474-2599
Email: djohnson~zeltiq.com

I. 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, thesponsor 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 painfor post traumatic and/or post surgical pain and to temporarily relieve minor aches and pains andmuscle 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 circulation and temporary reduction in theappearance of cellulite. According to the sponsor, the upgrade was implemented

• to include a vacuum applicator that provides pulsatile message;
* to use a   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 from         the maximum application time from     and the maximum applicator interf   area of     The range of th    re will be from      Theverification test    m applicator was conducted and the results are   .

In this supplement, the sponsor has addressed some of the deficiencies identified in the telephonehold letter dated February 27, 2008, in the following 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.

I 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 categories: 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 XIII and need to be
clarified.

II. Administrative Requirements

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

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)?
x

Are "cleaning" instructions included for the end user?

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 controlled 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   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.

Ill. Indications for Use

2
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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 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 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 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

             
              
           

             
        

             
                

               
               

               
             

          

             
             

           

V. Labeling

The sponsor has provided the package labels and revised Directions for Use for the following:
* Zeltiq CLN1 Dermal Cooling Device
• Zeltiq 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/Shelf Life/Reuse

The Zeltiq CLN1   ice, including the applicators and disposable sleeves, are sold non-sterile.
The sleeves and   are intended for single use and are disposable after each procedure.

VII. Biocompatibility

According to the sponsor, the only new patient contacting materials i     design upgrade are
the      on the applicator sleeve and the   pad used with the
cou        the applicator and the skin.
Since  has a   story of similar use in the medical device, the sponsor performed a cytotoxicity
test on a sample of  film used for the applicator sleeve. No evidence of any cell lysis or toxicity,

3
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using the ISO elution method, w   
The sponsor also stated that the              
an orthopedic accessory for casting            

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) x

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.

VIII. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

              
           
         

                         
  

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 Testingq-Animal

Xi. Performance Testing - Clinical

4
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XII. 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 If YES = Go To 5

4. Do Differences Alter The Effect Or Raise New If YES = Stop NSE
Issues of Safety Or Effectiveness?

5. Same Technological Characteristics? If YES = Go To 7

6. Could The New Characteristics Affect Safety Or If YES = Go To 8
Effectiveness?

7. Descriptive Characteristics Precise Enough? If NO = Go To 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 http://eroom.fda.gov/eRoomRep/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. Explain 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 III and IV

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:

10. Explain what performance data is needed:

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

XIII. Deficiencies

1) Substantial Equivalence

5
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b. Please revise the Substantial Equivalence tables to include detailed information   

category and identify relevant similarities and differences.
c. 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/Sl) to
include the comparison specific to the vacuum applicator (Cynosure Triactive Therapeutic Massage
System, K030876; LPG USA, K990445; and Syneron Velasmooth, K070092). 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/Si) 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.           vacuum applicator.
b.           
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:
               

             
               

         

3) Paging System

6
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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 configuration 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/S1) 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 802.1 1b) 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:     

            
     

   
                 
               

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

       

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 Aethetics Vacuum Applicator Single Patient Use
Sleeve, you did not address and/or provide instructions how to keep the sleeves and   clean
prior to use. Please clarify and revise your labeling accordingly.

Response:

7
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The sponsor clarified that the sleeves and   are intended for single use and are disposable
after each procedure.

7) Zeltig Couplinq 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 reg      pling Gel.

a. Please compare the Zeltiq Coupling Gel with      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..

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:

   
                 

            
              
               

              
             

2) Directions for Use
In your revised directions for use for the PL10691-D Zeltiq 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
prev       However, you did not clarify whether th    upling
Gel           Juniper CLN1 Dermal Cooling Device  . 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

I recommend that this submission be placed on hold pending receipt of the response to the above
questions.

8
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Regulation Number: 21 CFR 878.4810
Regulation Name: Laser Instrument, Surgical, Powered
Regulatory Class: Class II
Product Code: GEX
Additional Product Code: ILO, ISA

3~~

L~ong Chen Dae
Lead Reviewer, GSDB/DGRND

N~elOge Date
Branch Chief, GSDB/DGRND

9
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Chen, Long H

From: Chen, Long H
ent: Friday, March 28, 2008 10:39 AM
o0: 'djohnson~zeltiq.com'

Subject: 510(k) submission - Zeltiq Aesthetics CLN1 Dermal Cooling Device (KO80118/Si)

Attachments: k080118.slemail.l.doc

Don,

I 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.sl_
fill.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 OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT ISPRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW If you are not the addressee, or a person authorized todeliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the contentof this communication is not authorized. If you have received this document in error, please immediately notify us by email or telephone
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March 28, 2008

Mr. Donald V Johnson
VP Operations, Regulatory, & Quality Affairs
Zeltiq Aesthetics, Pleasanton, CA
Ph#:  
Fax#   
e-mail:  

Re: 510(k) submission - Zeltiq Aesthetics CLN1 Dermal Cooling Device (KO801 18/Si)

Dear Mr. Johnson,

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

   
               

           
         
           

               
            

             

2) Directions for Use
In your revised directions for use for the PL10691-D Zeltiq CLNI Dermal Cooling
Device (Attachment 2, K080118/S 1), 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) Zeltiq 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       in the predicate, Juniper
CLN1 Dermal Cooling Device (K0    

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).

Mi
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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#1ink 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 not 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 in error, please immediately notify us by email or telephone.
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Food and Drug Administration

Office of Device Evaluation &
¾.,. ~~COVER SHEET MEMORANDUM Office of In Vitro Diagnostics

From: Reviewer Name 5

Subject: 510(k) Number r
To: The Record

Please list CTS decision code-A L
U Refused to accept (Note: this is considered the first review cycle, See Screening Checklisthtto:/leroom fda aovle~Room~eoI/i~el-~coRH3IcnRHPremgar~ketNotificat ~ Okroa/Screening Checklist)

,/kHold (Additional Information or Telephone Hold).
o- Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

Please complete the following for a final clearance decision (i.e., SP, SE with Limitations, etc.):
Indications for Use Page V IFUahAIF
510(k) Summary /510(k) Statement IAttach Summary Ak-
Truthful and, Accurate Statement. Must be present for a Final Decision
Is the device Class IIl?
If yes, does firm include Class Ill Summary? IMust be present for a Final Decision
floes firm reference standards?

(If. yes, please attach form from
htto:l/eroom.fda.aov/aRoomRep/Files/CoRH3/CDRHPremarketNotificationbl OkPropiram/0 41 36IABBREVIATED STANDARDS DATA FORM.DOC)

Is this a combination product?
(Please specify category .see
hlto://ero m.fida.acv/eRoomRea/I~Ies/CDRH3ICRpem toificatos Okrora/'43bCMBINATIO)N%2QPRODIJCr%/2 ALGORITHM%2Wl vSE%--- o3 DO

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for,Reprocesse SigeUe Medical Devices. httkr3:/www.fda.povlcdrh/oce/puidance/1216ehtmiL

Is this device intended for pediatric use only?
Is this a prescription device? (if both prescription & OTC, check both boxes.)
Is clinical data necessary to support the review of this 510(k)?
*Does this device include an Animal Tissue Source?
Is this device subject to Section 522 Postmarket Surveillance? Contact 058.(Postmarket Surveillance Guidance,

hfttp:/Aww.fda.plov/cdrhlosb/lculdance/31 6.html) *
Is this device subject to the Tracking Regulation? (Medical DeviceTcig CoatOCGuidance, hftt://www.fda.apv/cdrh/cornolpuidance/169 html)
Regulation Number Class* Product Code

21 c~~g g~g -iI--
(*If unclassified, see 510(k) Staff)

Additional Pr du ItCodes, XrLO 115Al

(Bra ch Chief) ~ ~ ~ (BrnchCode) (Pate)

Final Review:
(Division Director) (Date)

Rev. 5/30/07
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PRE-REVIEW FORM: COMPANYIDEVICE HISTORY

Please complete the pre-review form prior to beginning the review of this 510(k). This form
is designed to be a tool 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 questions 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 H:\iNTEGRITY LISTICDRH REVIEWER SCREENING LIST.DOC) X
2. Is the device exempt from 510(k) by regulation (Please see

http://eroom.fda.qov/eRoomRep/Files/CDRH3/CDRHPremarketNotification51OkProqm
m/0 4134/510(K)%20EXEMPT%20%20FORM.DOC or subject to enforcement -
discretion (No regulation - See 510(k) Staff)?

3. Does this device type require a PMA by regulation?
(Please see management.)

Questions 4-8 are intended to help you start your review:
4. Is 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.qov/eRoomReq/Files/CDRH3/CDRHPremarketNotification5l0kProqira
m/0 4d69/Screeninq%20Checklist.doc)

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,
http://www.fda.qov/cdrhlmdufma/quidance/108.html) 

.

6. To the best of your knowledge, was there a Please list document numberpre-IDE, 513(g) or other pre-submission for this and/or date, here:
type of device?

7. To the best of your knowledge, has a 510(k) Please list document number, 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 Multiple *
Indications in a Single Submission
http://www.fda.pov/cdrh/mdufma/quidance/1215.html)

.1

Rev. 5/30/07
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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

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 CLNI Dermal Cooling Device
Contact: Donald V Johnson, VP Operations, Regulatory, & Quality Affairs
Phone: 925-474-2509
Fax: 925-474-2599
Email: djohnson~zeltiq.com

I. 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 thissubmission, the sponsor has made an upgrade to the accessories and software. In addition, thesponsor 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 anddermatological treatments. It can also provide localized thermal therapy (hot or cold) to minimize painfor 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

* to include a vacuum applicator that provides pulsatile message;
• to use a   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 from         the maximum application time from     and the maximum applicator interf  
 area of     However, the ra     m pressure has not been addressed.

Although the sponsor has conducted the verification test for the vacuum applicator, the informationprovided for the vacuum applicator and the paging system are not adequate. As a result, the
deficiencies are identified in section XIII and need to be clarified.
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II. Administrative Requirements

Indications for Use page (Indicate if: Prescription or OTC)

Truthful and Accuracy Statement x

510(k) Summary or 510(k) Statement

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

Is the device life-supporting or life sustaining?

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 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 controlled 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   licator also draws tissue into the applicator during the cooling treatment.

* Inclusion of a   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. However,
the cleaning instruction has not been included in the Direction for Use: Zeltiq Aethetics Vacuum
Applicator Single Patient Use Sleeve.

Ill. 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 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 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.

2
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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; 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:
* Zeltiq CLN1 Dermal Cooling Device
* Zeltiq Aesthetics Vacuum Applicator Single Patient Use Sleeve

However, the information regarding to the paging system has not been included.

VI. 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.gov/cdrh/ode/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.

VII. Biocompatibility

According to the sponsor, the only new          e
                 

           
                  

                    
       

         is currently marketed as a Class I medical device as
an orthopedic accessory for casti             

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) x

3
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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 CLN 1 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.

VIII. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

The sponsor stated that the following electromagnetic and electrical safety testing is being conducted:
           
         
                  

               

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).

X. Performance Testing - Animal

Xl. Performance Testingq- Clinical
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XII. Substantial Equivalence Discussion
Yes No

1. Is Product A Device x If NO = Stop, see 510(k) staff

2. Is Device Subject To 51 0(k)? x If NO = Stop, see 510(k) staff

3. Same Indication Statement? x If YES = Go To 5

4. Do Differences Alter The Effect Or Raise New If YES = Stop NSE
Issues of Safety Or Effectiveness?

5. Same Technological Characteristics? If YES = Go To 7

6. Could The New Characteristics Affect Safety Or If YES = Go To 8
Effectiveness?

7. Descriptive Characteristics Precise Enough? If NO = Go To 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 http://eroom.fda.qov/eRoomReq/Files/CDRH3/CDRHPremarketNotification
51OkProgram/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. Explain 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 III and IV

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:

10. Explain what performance data is needed:

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

XIII. Deficiencies

1) Substantial Equivalence

5 sI
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category and identify relevant similarities and differences.
c. 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.            m applicator.
b.           
c.           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.

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.
c. Please include in your Software Architecture Design Chart (page 1 10) 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.

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., WMVTS, IEEE 802.1 i b) 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: Dielectric Strength (IEC/UL 60601-1),

6
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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: Zeltiq Aethetics Vacuum Applicator S   t Use
Sleeve, you did not address and/or provide instructions how to keep the sleeves and   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 reg      upling Gel.

a. Please compare the Zeltiq Coupling Gel with      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..

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.

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

I recommend that this submission be placed on hold pending receipt of the response to the above
questions.

Regulation Number: 21 CFR 878.4810
Regulation Name: Laser Instrument, Surgical, Powered
Regulatory Class: Class II
Product Code: GEX
Additional Product Code: ILO, ISA

Long Chen ate

Lead Reviewer, GSDB/DGRND Afbi
Neil Ogden Date
Branch Chief, GSDB/DGRND

7 ;
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Chen, Long H

Crom: 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, I have enclosed a copy of the additional information request for the subject 510 (k) submission. Feel free to
contact me for any further clarification.

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 ISPRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW If you are not the addressee, or a person authorized to'iver the document to the addressee, you are hereby notified that any review disclosure, 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.

1~~~~~~~~~~~~~~~~~~L
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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: dj ohnsongzeltiq.com

Re: 5 1 0(k) submission - Zeltiq Aesthetics CLNlI Dermal Cooling Device (K0801 18)

Dear Mr. Johnson,

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

    
              
           

          
             
              

           
           

           
            

           
b. Please revise the Substantial Equivalence tables to include detailed

information of each category and identify relevant similarities and differences.
c. 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.           
c.          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.
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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.

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.

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
802.11 b) 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:  

           
          

   
               

  
            

   

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 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   clean prior to use. Please clarify and revise your
labeling accordingly.

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 Zeltiq Coupling Gel with      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..

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.

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. gzov/cdrh/devadvice/31435.html#Iink 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 not 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 in error, please immediately notify us by email or telephone.
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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.

March 14, 2008 Rockville, Maryland 20850

ZELTIQ AESTHETICS 510(k) Number: K(080118
4698 WILLOW ROAD Product: ZELTIQ
PLEASANTON, CA 94588 AESTHETICS CLIII
ATTN: DONALD V. JOHNSON 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 y orsbmission 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 this guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/a02-0l.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.¶~ov/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
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
more AND DRUG ADMOIISTRATION OMB No. 9010-0120

Expiration Dale: Augus 31, 2010.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET eorM Staterent onpg

Dale ol Submission User Fee Payment ID Number FDA Submission Document Number (it known)

3 /12 /2 0 08 MD6031965-956733 K00118

PMA PMA A HOE Supplemmet POP 510(k) MeetIng
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K023231 Elfcare MediSeb
3 

3i

K992749 Ultraview Waveform Pager System Spacelabs Medical, Inc
444

K070092 Velasmooth Syneron Medical, Ltd
5~~~~~~~~~~~~~~~~1

K990445 Therapeutic Massager LPG USA
6 6 6

,-* C. · .i _ _ _ _ _ _ _ _ _ _ _ _ _
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Trade or Proprietary or Model Name for This Device Model Number

Zeltiq Aesthetics CLN1 Dermal Cooling Device

2, 2

313

41 4

T5~~~~~~~~~~~~--~ ~ ~ ~~~-
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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 sldn 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 temporaily 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 faciliaste thermal contact of the Zeltiq CLN1 Dermal *
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March 11, 2008

Document Mail Center
5 10(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 CLN 1 Dermal Cooling Device (KO80118)

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

Vacuum Create skin Crfiate skin Create skin
   NAfunction fold fold fold

Massage (e.g.,    Vibration Pulsatile Pulsatile Pulsatile
mechanical  vacuum acuum and vacuum
manipulation) rollers and/or

massage

Massage with Yes No Yes
simultaneous   
heating

Massage/cooling    Yes, possible contact Yes, No Yes, contact
   cooling at skin. simultane us cooling on
   Precaution in DFU: superfic/al skin

   "The effects of skin co
   simultaneous use of

   massage and cold with
    the Zeltiq CLN1

  Dermal Cooling
    Device have not been

   established, and such
  simultaneous use

   should be avoided."

Console with
electrically Yes NA es Yes Yes
powered
vacuum pump / Y e s

Pulsatile Yes
vacuum Yes Yes Yes

Suction power 37-375 mm    
    Hg   
   (50 -500

mBar Hg)

Frequency 0.41 - 19.23 Unknown
1-10 Hz NA 0.1 -Hz 5 Hz

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 Hz60HHzz 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 Equivalence tables to include detailed
information of each category and identify relevant similarities and
differences.

As discussed in the response to Question l a 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.

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

          
          

        
           

           
          
            

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

Not applicable; additional predicates were provided in response to Question I c
above.
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Table 2. Substantial Equivalence Matrix for the Zeltiq CLN1 Paging Device

Indications for Use To provide a secondary means of * ... to provide 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 ... for use in real-time monitoring

of routine patient status and alarm
events

Server The control unit acts as the server that A server collects and formats
        

       
 

Transmitter      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 MIHz paging band
Frequency synthesized frequency and modulation
Receiver (Pager) Battery operated alphanumeric pager by Battery operated, alphanumeric pager

    that stores up by Motorola (CP1250) that stores up to
________________to 99 messages. 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

     
Receiver (Pager)       7. Stores up to 43 messages

         8. Displays up to 8 lines of text,
  zooms in to 4 lines for larger view.

  9. Backlighting
      10. User selectable alerts
       11. Operates on a single AAA battery

_     12. Low batte indicator

Reusable  Yes
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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 featuresof the vacuum applicator.

            
           

              
         

            

              
             

            
      

             
              

               
             

            
             

           

              
             

            
             

     

b.           

              
                  

               
              

        

c. Please discuss the safety features incorporated with the vacuum applicator.
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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 Ic 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 1 c
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):

* The control unit, which collects and formats       
     

* A transmitter       that is located in the
control un       port and transmits messages via UHF
frequency          and

* An alphanumeric pager     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
error.
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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, CLNl Software Design Description, including
Figure 1 (the Software Architecture Design chart on page 110 of the original
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.

CONFIDENTIAL
Zeltiq Aesthetics Dermal Cooling Device K080118 Response Page 12 of 81

113
FOI - Page 540 of 686



CLN1 Software Architecture

 

      

  

 
 

   
   

     

   
   

       

 
  

c. Please include in your Software Architecture Design Chart (page lIO) 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-1 0051,
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 ofPLI0691 Rev D, Zeltiq CLNl 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 ofPLl0691 Rev D, Zeltiq CLNl Dermal Cooling Device Directions
for Use, (Attachment 2) contains the following instructions for user interactions
with the paging system:

            
           

           
             

              
            

1.           
    

         
       
        
      

2.      
            

         
            

           
       

3.      
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4.       

           
           

          
        

          
       

5.      
            

           
         

          
           

  

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. Allfunctions that the wireless device will perform, and all safety-related
requirements, specifications, features, and functions that will be implemented
wirelessly.

Wireless functionality consists solely of      
             

            
       

d. Wireless protocol specification name or designation (e.g., WMTS, IEEE
802.1 lb)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 frequencyoutput
power, etc.

The following table lists the wireless transmitter/receiver parameters.

Operating Required Output Operating
_____________Frequency Voltage PowerRag

Transmitter 467.750MHz 110 1 Waft -2 miles
Receiver 467.750MHz One AAA N/A --2 miles

Alkaline
_____ _____ _ ___ _____ ____ battery _ _ _ _ _ _ _ _ _ _

/ All coexistence, data integrity (e.g., data throughput, latency) and security
features 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
following electromagnetic and electrical safety testing is being conducted: Dielectric
Strength (JEC/UL 60601-1), Leakage Current (JEC/UL 60601-1), Emission of
Electromagnetic Radiation (JEC/UL 60601-1), and Immunity to ESD (JEC/UJL 60601-1).
Please confirm that

a. your device will be tested in compliance with the latest version of the JEC/UL
60601-1; and

The device testing will be tested in compliance with the latest version of the
LEC/UL 60601-1, that is the 3rd 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    clean prior to use. Please clarif and
revise your labeling accordingly.

The sleeves and   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   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 Zeltiq Coupling Gel with       in the
predicate, Juniper CLN] Dermal Cooling Device (KO 72152). 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
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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  Juniper Coupling Gel   
Zeltiq 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
addition     ed, however, please contact me at   or by
email at  

Sincerely,

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

Attachment 1: Additional Predicate Devices: LPG Therapeutic Massager and Syneron
Velasmooth.

Attachment 2: PL10691-D Zeltiq CLNI Dermal Cooling Device Directions for Use.

Attachment 3: DR10051-B CLNl 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... Page 1 of I

LIPOMASSAGE Technology, Independent Motorized Rollers

LPG IMR Technology
[ipomassage's principle is based upon two electronically controlled motorized rollers
located in an airtight chamber Working with aspiration, the unique, patented LPG Roll
Hoads 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 or
lateral maneuvers, according to the specific treatment objective.

The most recent generation CelluMO Keymodulei50 technology features a redesigned
;realment head with speed and rotation differentialsand additional programs for greater
depth of action and dramatically expanded applications

Depending on the rotation direction and speed of the independent motorized rollers, the
skin is drawn in numerous different folds -all of different shapes, depths arid
thicknesses As this happens. sensors provide instant feedback and a user friendly
menu control display acts as a biofeedback monitoring system, providing users with
extremely accurate treatment data

Novw with the Rollinand the iew and improved I PG protocols, Lipomassage by
-ndermologiedelivers more intensive deep tissue treatments for faster measurable
esults than ever before

* Roll'in
Allows for a more slenderized and streamlined physique making dense excess fats
availahie for elimination

* Rotlout
Reconditions and structurally redensifiasdeep layers of loose. sagging skin that topical
solutions are unable to lone. tighten or firm

° Rollup
Reshapes figure flaws to help one attain the optimal physical aesthetic

http://lpg-_merica.coni/HTML-LIPO/tech-headrollers.htm 3/6/2008
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01/18/2000 17:06 9545685859 FREDERIC BARTHE ESQ. PAGE ~2

JAN 1 8 20

510 (k) Summary

Applicant's Name: LPG USA

Applicant's Address: 3101 North Federal Highway (Suite (301)
Fort Lauderdale, FL 33306

Contact Person: Walter L. Wasserman

Phone Numnber/contact person: (954)568-5005
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 Summary 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 I
* Therapeutic Massager/Vibrator (21 CFR 890,5660 and 890.5975)
* Proprietary names - LPG Therapeutic Massager/ Vibrator - Models - Cellu M6; ESIM60; S6; and LPG

Equine

3. Establishment registration number

1062948

4. Classification of device
· Class I
· Product codes - 89 ISA and 89 IRO
* Panel - Physical medicine

5. Performance standards
There are no performance standards established under section 514

6. Labeling

6.1
Indications for use

* Relieves minor muscle aches and pains
* Relieve muscle spasm
* Temporary improvement in local 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
· 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,
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6.2

SI 0(k) Number K99045
Device Name: LPG Therapeutic Massager/Vibrator

Intended uses
* 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 circulation 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)

(Optional 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 (21 CFR 890.5975). And as such
Substantial Equivalence is also claimed to the following legally marketed devices, which are also Class I.

* G5-GKI -K850851
* VIBRATOUCH'TM II K912383

Table of Comparison

Device Indications Design Specifications
LPG MassagerNibrator Minor muscle pain 5 models Ground current

Relieve muscle spasm; Temp. 5 applicators Leakage <50
improvement in appearance of 12 treatment heads micarap.
cellulite; Temp. increase of 3 motorized heads
local circulation; Burn Rehab.

GS-GK1 Vibrator Minor muscle pain 17 applicators 12'x3'x3' -3.8 lbs.; 0.25HP;
3 models I1OV, 60 cycle

<75 micamp. ground
hand held current leakage

VIBRATOUCH II Minor muscle pain 2 speeds; Battery Power not specified

Our objective is not to substantiate new claims but to 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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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 technique 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:

* ES I for Endermologie
* Celiu 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.

These devices are substantially equivalent to the ES I 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 5 to 12), that are designed to accommodate all
parts of the body. ESI, Celu M6, S6, 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 50~nBar to $00nBar which is
represented by a scale from I 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 US) contains more than 200 individual parts and
contains two motorized rollers that move together and apart, at each end of the suction chamber.
The two rollers are mobilized in rotation and in sliding back and forth. They provide, to the
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head, the capability of creating a fold of skin and subcutaneous fat with a very, efficient contact,
which allows bettor 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 auxiliary 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 neck, and all the specific
area, which need treatment, These heads are called regarding the size of the rollers: 15, 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.

Rhythmilcty or cyclic pulsation and mobilization:

For a specific machine and application (Cellu M6, S6, M60, and LPG Equine), the
suction power is cyclically interrupted 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 cyclic pulsation feature is modulated by two variables:
a Cycle rate
The cycle rate regulates the proportion of time devoted to suction and rest. It is a ratio, the cycle
rate ranges from I to 9, 1 for 10% suction versus 90% rest, 9 for 90%/6 suction versus 10% rest, 5
for 50% suction versus 50% rest.
I Frequency
The frequency is the number of repetitions of one cycle per second. The frequency range from
0.41 to 19.23 Hz; these numbers appears on the screen as 0.0 for 0.41 Hz to 199 for 19.23 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 cyclic pulsation should not be considered 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.
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The literature contains many citations showing the effectiveness of vibration of various
frequencies; (i.e. 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 Technique:

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 fatty localization around C7
(which is called buffalo hump).

Therapist successfully using the CelluM6 device on female patients suffering low back
pain, also noticed that their patients were showing an improvement in the appearance of their
cellulite or commonly called orange peel skin.

Results on the appearance of cellulite 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 torso massage designed to improve circulation at the
pelvic and abdominal level

- Tissue mobilization with specific maneuvers acting upon the venous system,
lymphatic system, blood system which are sensitive to surrounding 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 to 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 blood 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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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850JAN I 821)

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: I
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 reclassified 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 III
(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,

iaŽ4 sE. Dillard I
Acting Director
Division of General and

Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health
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6.2

510(k) Number K990445
Device Name: LPG Therapeutic Massager/Vibrator

Intended uses
* Relieves minor muscles aches and pains
• Relieve muscle spasm
* Temporarily improves local blood circulation
• Relieves minor muscle aches and pains, relieves pains, relieves muscle spasm

and improves local circulation during burn rehabilitation

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

Concurence of CDRH, Office of Device Evaluation (ODE)

Prescription use _ OR Over-the-Counter-Use
(Per 21 CFR 901.09

(Optional Format 1-2-96)

(Div' Sipkss-oft)
Division of General Rstorative Devkes

510(k) Number- ~ C
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SYNERON PRODUCTS

VelaSmooth Spcifications
VelaSmooth System Specifications

Infrared power Up to ZOw

RF power Up to 2Ow

Light spectrum 700-200rtm

Vacuum PuLsed

Treated area 40 x 40mm

Platform weight ~60 lbs (35kg)

Platform size 31' x 20'x 14'

(80 x 50 x 35cm)
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Syneron Success Login P

yneron

V¥LASMOOTH" CELLULITE TREAhMENTS

VelaSmoothl" Th. first nonsurgical, FDA-
cleared medical solution for cellulite
Equip yourself for the exploding market for celhulfte
treaten!

VeLaSmooth-

Powered by lhe revolutionary ei6s " Technology, VetsSmooth is the first and
leacing FDA-cleared non-Invasive medical solution for the reduclon of celkilut.
h Is estimated tha 80% of all women over the age of 20 have celtluite, and
VelasSmooth is he Irt device of ts kdnd to allow you to safely treat It Give your
patients lie smoethdooklng skin they desire *ith zero downtime

The New VeleSmooth Contour Applicator delivers deeper, dense heaing to
smallat target treatment areas. When used In conjunction with the larger,
VelaSmoolh Body Applcator, you can produce more pronounced resuls, faster.

A Proven Souion for Mutple Tretment Artsro Posterior Thigh · Buttocks·
Outer Thah & HI* Anterior Thigh- Inner Thigh · Upper Arm · Neck.
Saddlebags * Love Hancles -Abdomen

'I Am very pleated with th. VelaSmooth and the resuls that my

patients are seeing. They report a boost in self-confidence and

iook forw ard to their VelaSmooth appointment. Excellent
results! '

Use our ROI Calculator to see how Velasmoth can hetp gow your pracice, or Contact Us for more informalon.

You and VelaSmooth - a beautiful opportunity

* Safe, eective treatment of celJulte
* Nalional brand-recognilon from consumer focused veta smooth website, extensive media

campaign and media coverage.
· Large market-an estmated 90% of women over age 20 have celtult
* Clmicaly proven results with zero downtime
· Easy to use - Low maintenance, ergonomic applicator. portable system
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View Clinical Proof,

Product Specifications

Brochure PDF >

frequently Asked Questions >

See. clinical results for yourslf.

R - la e u-s o Vvin ger ragel iew more before and after photos >

The Beauty of 18R

El OS Ft FI[ACY, SAFETY & SATISFAC[ION

* Only Syneron systems have etss, offering unprecedented precision,
efficacy, and safety.

· Uses signilicantly less energy than conventional lasers and IPLs
* etls means betr resutts, patient comfort and patient satistacton

LCOS EXCEL{ IF PNRA:1 fICE R1O

* LItte orno consumable costs
* Durable performance and easy maintenance
* Pracfice S ort from national medi campagns to lndMduallzed

marketing plans and clinical training
* Industry-ea(ng 3-year serce warranty

2006 SYNEROW [MEICAL LTD. ALL RIGHiTS RE5SRE ·TOLL FUS etN.AIee CONTACT US TERMS PRIVACY
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ATTACHMENT 2: PLI0691-D ZELTIQ CLN1 DERMAL COOLING DEVICE DIRECTIONS FOR

USE.
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PL10691 Rev D

Zeltiq CLNJ Dermal Cooling Devc
Directions for Use

CAUTION: Federal (USA) law restricts this device to sale oonthe order of a
physician.

Zeltiq Aesthetics,nc
4698 Willow Roc

Pleasanton, CA 488
(925) 474-250

www.zeltiq om

Authorized Repr sentative
Emergo E ope

Molenstr 15
2513 BH, Te Hague

The Net erands

Copyright © 2008 by Zeltiq Aesthetics, Inc. All Rights Reserved.
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PL10691 Rev D
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PL10691 Rev D
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PL10691 Rev D
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Port Numb 'er: DR-l1005l Revision: B Page I of 22
Title: CLN I Description, Software Desi 'n
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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: K080ll8
4698 WILLOW ROAD Product: ZELTIQ
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 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 this guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/a02-0l.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/l567.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.

FOI - Page 610 of 686



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

FOI - Page 611 of 686



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 9010-0120

Expiration Date: August 31, 2010.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page s.

Dale of Submission User Fee Payment ID Number FDA Submission ocg mnt Number (it known)

04125/2008 MD6031965-956733 K0801 /58

PMA PMA & HDE Supplement POP 510(k) Meeting

[ OrIginal Submission fl Regular (180 day) [] Original PDP [Oeidginal Submission: fl Pre-5lO(K) Meeting

[] Premarket Report []Special [ Notice of Completion E] Traditional [] Pre-IDE Meeting

[]Modular Submission [3Panel Track (PMA Only) [] Amendment to PDP El Special [] Pre-PMA Meeting

El Amendment El 30-day Supplement r-l Abbreviated (Complete [] Pre-PDP Meeting
El Report El 3S-day Notice ]g 5) Day 100 Meeting
[] Report Amendment [] 135-day Supplement Additional information [] Agreemeni Meeting

MLicensing Agreement []Reat-time Review Third Party El Delernination meeting
[] Amendment to PMA & [h Other (specify):

HDE Supplement

[] Other

IDE Humanitarian Device Class g1 Exemption Petition Evaluation of Automatic Other Submission
Exemption (HOE) Class III Designation

(De Novo)l Original Submission [] Original Submission [] Original Submission O] Original Submission El 513(g)
[] Amendment El Amendment [] Additional Intonration [] Additional Information El Other
[ Supplement [] Supplement (descdbe submission),'

[ Report
[E Report Amendment

Have you used or cited Standards in your submission? [] Yes [] No (if Yes, please complete Section I. Page 5)

Company / Institution Name Establishment Registration Number (if known)

Zetiq Aesthetics, Inc.
Division Name (if applicable) Phone Number (including area code)

(    
Street Address FAX Number (including area code)

4698 Willow Road (    

City State i Province ZIP/Postal Code Country

Pleasanton CA 94588 USA
Contact Name

Donald V. Johnson

Contact Title Contact E-mail Address

Vice President, Operations, Quality and Regulatory Affairs  

Company I Institution Name

Division Name (it applicable) Phone Number (including area code)

( )
Street Address FAX Number (including area code)

( )
City State I Province ZIP/Postal Code Country

Contact Name

Conlact Title Contact E-mail Address

FORM FDA 3514 (9/07) PAGE 1 OF $ PAGES
ISCn .N~ {01) 443~. ICO Er

Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page I of 75
Submission Response K080118
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S. Pl : ," a a-]l'-- *J It [ts h[J ST'J ]:Iel

[] Withdrawal El Change in design, component, or E] Location change:
[] Additional or Expanded Indications speclfication: [ Manufacturer
[] Request for Extension [J Software/Hardware 5 Sterilizer
[] Post-approval Study Protocol [ Color Additive fl Packager
E] Request for Applicant Hold l Material

El Request for Removal of Applicant Hold El Specifications
E] Request to Remove or Add Manufacturing Sile [ Other (specify below) E Report Submission:

5 Process change: [5 Annual or Periodic
F1 Manufacturing ElLabeling change: 5 Post-approval StudyEl El 5~~~~~~~~~~~~~~~~~~~~~[ Adverse ReactionEl Sterilization El Indications

El Packaging n Device Defect

] Other (specify below) El Performance i Amendment

5 Shelf Life
5:) Trade Name [] Change in Ownership

5c Other (specify below) 5] Change in Correspondent
5] Response to FDA correspondence: [] Change of Applicant Address

E] Other Reason (specify):

Ifi=9"[m1a]~* , hl *" hm * *]:u af; elm

5 New Device [] Change in: E] Repose to FDA Letter Concerning:
O New Indication [] Correspondent/ Applicant E] Conditional Approval

5 Addition of Institution El Design /Device 5 Deemed Approved
[] Expansion / Extension of Study El Informed Consent 5 Deficient Final Report
El IRE Certification El Manufacturer 5 Deficient Progress Report
E] Termination of Study El Manufacturing Process 5 Deficient Investigalor Report
5 Withdrawal of Application 5 Proatocl -Feasibility 5 Disapproval
El Unanticipated Adverse Elfect [] Protocol -Other [] Request Extension of
El Notilicatlon of Emergency Use 5 Sponsor Time to Respond to FDA
El Compassionate Use Request 5 Request Meeting
[] Treatment IDE 5 Report submission: 5 Request Hearing
5 Continued Access 5 Current Investigator

El Annual Progress Report

5 Site Waiver Report
El Final

5 Other Reason (specify):

El New Device 5 Additional or Expanded Indications 5l Change in Technology

[] Other Reason (specify):

Response to questions regarding K080118 in letter from FDA dated March 28, 2008.

FORM FDA 3514 (9/07) PAGE 2 OF 6 PAGES
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Product codas of devices Io which substantial equivalence is claimed Summary of, or statement concerning,
safely and effectiveness informationlIGEX 2 ILO 3 ISA 4 MSX Eslo~~~~~~~~~M 50 k)summaryattached

Isj NUV 161 IRO 171 810 E 51 0 4k) statement

Informalion on devices to which substantial equivalence is claimed (If known)

510(k) Number Trade or Propdetary or Model Name Manufacturer

K072152 CLNI Dermal Cooling Device Zeltiq Aesthetics, Inc.

K030876 Cynosure Triactive Therapeutic Cynosure, Inc.
2 2 Massager 2

K023231 Elfcare Mediseb
3 3 3

K992749 Ultraview Waveform Pager System Spacelabs Medical, Inc.
4 4 4

K070092 Velasmooth Syneron Medical, Ltd.

1K990445 Therapeutic Massager LPG USA
6 6 6

Common or usual name or classification

ITrade or Proprietary or Model Name for This Device Model Number

1 Zeltiq Aesthetics CLN1 Dermal Cooling Device 1

2 2

3 a

4 4

151 I5
FDA document numbers of all pnor related submissions (regardless of outcome)

I1K072152 2 K063715 3 K060407 1 S 6

7 8 9 10 11 12

Data Included in Submission
E] Laboratory Testing [ Animal Trials [ Human Trials

6~]=[Ib~lll]C : ' J: ta~i] l Afi ;6 =;~'.S.,'"] tS;;Nff~t I f it ~B_,I ..j -.] I f eF, t lite*;I *lzl lS!,_!'J ',J IRL1~ I] io~
Product Code C,F.R. Section (if applicable) Device Class

ILO, GEX, ISA 890.5720, 878.4810, 890.5660 Clas I Class It

Classification Panel
[] Class Ill f Unclassified

Indications (from labeling)

The Zettiq 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, end spasm, for temporary improvement In local
circulation and temporary reduction in the appearance of cellulite,

FORM FDA 3514 (9/07) PAGE 3 OF S PAGES

Zeitiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 3 of 75
Submission Response KO80118
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FDA Document Number (if known)
Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration tormt. K080118

EJ Original IFacility Establishment Identifer (FE!) Number EU Manufacturer Contract Sterilizer

E] Add [5 Delete fl Contract Manufacturer fl Repackager / Relabeler

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

()
Street Address FAX Number (including area code)

()
City State / Province ZiP/Postal Code Country

Contact Name Contact Title Cortact E-mail Address

5 Original Facility Establishment Identiler (FEi) Number 5 manufacturer Contract Steriiizer

[]I Add [] Delete [] contract Manufacturer R Repackager I Relabeler

Company / Institution Name Establishtment Registration Number

Division Name (if applicable) Phone Number (including area code)

( )
Street Address FAX Number (including area code)

( )
city State / Province ZIP/Postal Code Country

Contact Name Contact Title Contact E-malf Address

Facility Establishment Identifer (FEI) Number manufacturer 5 Contract Sterifizer

[] Add [] Delete [] n COntract Manufacturer [] Repackager I Relaboler

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including amea code)

Street Address FAX Number (including area code)

City State / Province ZIP/PoSlal Code Country

Contact Name Contact Title Contact E-mail Address

FORM FDA 3514 (9/07) PAGE 4 OF 5 PAGES

Zeltiq Aesthetics Dermal Cooling Device CONFIDENTIAL Page 4 of 75
Submission Response K080118

SQ
FOI - Page 615 of 686



Note: Complete this section if your application or submission cites standards or Includes a "Declaration of Conformity to a Recognized Standard"
statement.

Standards No. Standards Standards Title Version Date
Organization

1

Standards No. Standards Standards Title Version Date
Organization

2

Standards No. Standards Standards Title Version Date
Organization

3

Standards No. Standards Standards Title Version Date
Organization

4

Standards No. Standards Standards Title Version Date
Organization

5

Standards No. Standards Standards Title Version Date
Organization

6

Standards No. Standards Standards Title Version Date
Organization

7

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

Public reporting burden for this collection of information is estinealed to avenge 0.5 hour per responsc. including the time for reviewing inslructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggetions for reducing this burden to:

Food and Drug Administration
CDRH (HFZ-342)
9200 Corporate Blvd.
Rockville. MD 20850

An agency may not conduct or sponsor, and a person is nor required to respond to. a collection of infoonnatio. rless it displays a eun',ely volid OMB control

FORM FDA 3514 (9/07) PAGE 5 OF 5 PAGES
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AL F

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: 5 10(k) submission - Zeltiq Aesthetics CLNl Dermal Cooling Device (KOS0l 18)
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 #1in FDA 'sletter dated February 27, 2008, you have
provided a substantial equivalence matrix for the vacuum applicator (Table 1,
K0801 18/SI) with additional predicat es, LPG USA, K990445, and Syneron Vesasmooth,
K070092. However, you did not update the substantial equivalence matrix for the Zeltiq
CLNI Dermal Cooling Device (Table 1, K0801 18) 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 CLN 1 Dermal Cooling Device
(Table 1, K0801 18) 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

Zehtiq Aesthetics Dermial Cooling Device CONFIDENTIAL Page 6 of 75
Submission Response K0801l -1Lj
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2) Directions for Use
In your revised directions for use for the PL10691-D Zeltiq CLNI Dermal Cooling Device
(Attachment 2, K0801 18/SI), you did not include any treatment procedure recommended for
different indications, specijfically 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 Zeltiq CLN1 Dermal Cooling Device, PL10691 -
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 filly revised PL 10691 is included as Attachment 2 of this
submission.

Intended Use Profile

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  
aches and pains and muscle spasms          

 
         

__________________________min.

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 K08O1 1B
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3) Zeltip 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 clarif whether
the Zeltiq Coupling Gel is        in the predicate, Jun iper CLNJ Dermal
Cooling Device (KO 72152). Please clarify.

The following table was included in the response to deficiency #7:

New Name Old Name Submission
Zeltiq Coupling Gel Juniper Medical Coupling K06371 5

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ G el _ _ _ _ _ _ _ _ _

Zeltig Coupling Gel  Juniper Coupling Gel    
Zeltig Coupling Gel  Juniper Coupling Gel   

               
 
*             

     
*              

  
* All three gels are different but have the same function as a coupling gel.

              
            

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 Zeltiq CLNI Dermal Cooling Device, PLI10691 -
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 (510OK
Summary) of our 5 10(k) submissions to include this language. These are included as
Attachment 3.
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5) Discuss            Information to
support th e      in Table 1 was reques ted.

The     is demonstrated with data collected during a study of human
subjects in a clinical setting. (Note: This study is 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
JMO6-002 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,  through  for
whom              

         For 3 of these six patients
     the period of    

 Hence, the profile was equivalent to       as
stated in the directions for use.

A sample profile for  is depicted in the graph below. Note that the  
       The remaining patients   
           in the  

for use.

In addition, to clarify, we have revised the directions for use to indicate that the
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We believe that, based on these data, the proposed   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    s, or if additional

   , however, please contact me at   or by email at
 

Sincerely,

Donald V. S J
Vice-President, Operations, Quality, and Regulatory Affairs
Zeltiq Aesthetics, Inc.
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Attachment 1: Substantial Equivalence Matrix
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Attachment 2: PL 1 069 1 -E Zeltiq CLN 1 Denrmal Cooling Device
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PL 10691 Rev ED

Zeltiq CLN1 JDermal 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.zeltiq.com

Authorized Representative
Emergo Europe
Molenstraat 15

2513 BH, The Hague
The Netherlands

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

Authorized Representative
Emergo Europe
Molenstraat 15

2513 BH, The Hague
The Netherlands
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User Manual, not distributed publicly, b4



Attachment 3: Revised Section 6 (Indications for Use) and Section 7 (51 OK
Summary)
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SECTION 6. INDICATIONS FOR USE STATEMENT

1. INDICATIONS FOR USE STATEMENT

510(k) Number (if known): 0 /f0

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 CLNl 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 CLN I Dermal Cooling
Device with a patient's skin by mitigating minor variances in device-to-skin contact.

Prescription Use x 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. 5 10(K) SUMMARY OFSAETY AND EFFECTIVE S-~

2. 510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

This 5 1 0(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

TRADE NAME: Zeltiq Cooling Device

COMMON NAME: Skin Refrigerant

CLASSIFICATION

NAME: Laser instrument, surgical, powered

DEVICE

CLASSIFICATION: Class II, 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 CLN1I Dermal Cooling Device (K072152). The
device is also substantially equivalent to the Cynosure
Triactive Therapeutic massager (K030876).

SUBSTANTIALLY EQUIVALENT To:
The Zeltiq CLN I Dermal Cooling Device is substantially equivalent in intended use and
mechanism of action to the Juniper CLN1I Dermal Cooling Device (K072152) and the
Cynosure Triactive Therapeutic massager (K030876). The pager device used in the
Zeltiq CLN1I Dermal Cooling Device is substantially equivalent to the Spacelabs
Ultraview Waveformn Pager System (K992749).

DESCRIPTION OF THE DEVICE SUBJECT TO PREMARKET NOTIFICATION:

The Zeltiq CLNl 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.
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INDICATION FOR USE:

The Zeltiq CLNl 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 CLNl 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 CLN1I Dermal Cooling
Device with a patient's skin by mitigating minor variances mn device-to-skin contact.

TECHNICAL CHARACTERISTICS:
The Zeltiq CLNl 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 FORD 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 CLN 1 Dermal Cooling Device is functionally
equivalent to the predicate devices.
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Attachment 4: Interim Clinical Summary Report: Protocol JMO6-002 A
Prospective Clinical Study of Non-invasive Cooling of Subcutaneous Fat in

Patients Undergoing Abdominoplasty
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INTERIM CLINICAL SUMMARY REPORT
Protocol JM06-002

A Prospective Clinical Study of Non-invasive Cooling of Subcutaneous Fat in Patients Undergoing
Abdominoplasty
February 2008
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