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Andrew Technologies, LLC
Jonathan Kahan
555 13th St., NW
Washington, District of Columbia 20004

Re:  K092066
Trade/Device Name: Phaser Lipoplasty System (dur-01), Phaser Disposable Kit (dis-01), Phaser Waste 

Collection Kit (was-01), Phaser Cannulae
Regulation Number:  21 CFR 878.5040
Regulation Name:  Suction lipoplasty system
Regulatory Class:  Class II
Product Code:  QPB

Dear Jonathan Kahan:

The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change 
related to your previous substantial equivalence (SE) determination letter dated April 12, 2010. 
Specifically, FDA is updating this SE Letter because FDA has created a new product code to better 
categorize your device technology.

Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact 
Cindy Chowdhury, OHT4: Office of Surgical and Infection Control Devices, 240-402-6647,
Cindy.Chowdhury@fda.hhs.gov.

Sincerely,

Cindy Chowdhury, Ph.D., M.B.A. 
Assistant Director
DHT4B: Division of Infection Control 

and Plastic Surgery Devices
OHT4: Office of Surgical 

and Infection Control Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health







Indications for Use Statement

5 10(k) Number (if known): K092066

Device Name: Phaser Tm Lipoplasty System

Indications for Use:

The Phaser Lipoplasty System is intended to be used for liquefaction and aspiration of localized
subcutaneous fatty deposits for the purpose of aesthetic body contouring.

The Phaser Lipoplasty System is indicated for use in aesthetic body contouring.

Prescription Use X Over-The-Co unter Use ____

(Part 21 CER 801 Subpart D) AN/R(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)

(Dviio SgnO
Division of Surgical, Orthopeic,
and Restorative Devices
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510(k) SUMMARY

Andrew Technologies' Phaser Lipoplasty System (K092066)

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

Contact Person: Luis Davila
Phone: 770-715-9258
Facsimile: 770-886-6585 APR 1 2 2010

Date Prepared: April 12, 201 0

Name of Device and Name/Address of Sponsor:

Phaser Tm Lipoplasty System

Andrew Technologies, LLC
3 South Haddon Avenue, Suite 3
Haddonfield, NJ 008033

Common or Usual Name: Suction Lipoplasty System

Classification Name: Suction Lipoplasty System, Class II, 21 C.F.R. § 878.5040 (MUU)

Predicate Devices

I1. Alcon Laboratories, Cataract Liquefracture Device (K980292)
2. Misonix Inc., Lysonix 2000/3000 Ultrasonic Surgical Aspiration Systems

(K04 1058)
3. Soring GmnbH Medizintechnik, Sonoca-Lipo (K052 183)
4. Byron Medical, PSI-Tec Liposuction Aspirator (K98121I5)
5. Byron Medical , PSI-Tec Syringe Infusion Pump (K040 149)
6. Byron Medical, Liposuction Aspiration and Tumnescent Infiltration

Cannulae/Needles (K981 172)
7. HK Surgical Inc., HK Liposuction Aspirator III (K032802)

Intended Use / Indications for Use

The Phaser Lipoplasty System is intended to be used for liquefaction and aspiration of

localized subcutaneous fatty deposits for the purpose of aesthetic body contouring.

The Phaser Lipoplasty System is indicated for use in aesthetic body contouring.

Technological Characteristics

The Phaser Lipoplasty System is a surgical liposuction device that utilizes pressurized,
heated and pulsed saline streams ("the Phaser stream") in conjunction with a specialized
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cannula to transition adipose tissue from a solid state to a liquid or gel state so as to
facilitate its removal from the body. The physician can employ standard surgical
liposuction techniques when using the device, the low pressure and temperature allow
adipose tissue removal without burning or otherwise damaging non-target tissues within
the surgical field.

Performance Data

The company conducted in-vivo testing in a porcine model to assess the safety and
performance of the device and the heat generated at the entrance/puncture site, comparing
these results to concurrent testing performed with suction assisted lipoplasty (SAL).
Temperature readings were taken from worst case locations on the skin surface and on
the highest temperature region of the cannula. In addition, tissue was examined
histologically to assess potential thermal damage. The data gathered in this study
confirms that there is no thermal damage association with the use of the Phaser, with the
impact on the Phaser test animals' skin directly comparable to the effects seen with SAL.
Specifically, average skin temperatures with the Phaser ranged from 31.4 to 35.80 C as
compared to 26.2 to 31.1 0C forSAL. Average Phaser cannula temperatures ranged from
36.7 to 40.20C, with corresponding SAL cannula temperatures of 28.5 to 33.80C.
Importantly, no histological evidence of thermal damage was seen with either the Phaser
or SAL.

A simulated use study to address the use environment and the device user interface was
also performed. The study evaluated human factor considerations, including the device's
use environment, user capabilities, and the product's user interface. These evaluations
demonstrated that the device performed and functioned as intended.

Substantial Equivalence

The Phaser Lipoplasty System has the same intended uses and similar indications,
technological characteristics, and principles of operation as the following predicate
devices: the Misonix Inc. Lysonix 2000/3 000 Ultrasonic System (K04 1058); the Soring
GmbH, Sonoca Lipo (K052 183) ("Sonoca-Lipo"); the Alcon Cataract Liquefracture
Device (K980292); the PSI-Tec Peristaltic Infiltration Pump, Byron Medical Inc.
(K040149); the Byron Medical Inc. PSI-Tec Liposuction Aspirator (K981215); the Byron
Medical Inc. Byron Liposuction Aspiration and Tumnescent Infiltration Cannulae/Needles
(K981 172); and the HK Surgical Inc., HK Liposuction Aspirator III (K032802). The
minor technological differences between the Phaser Lipoplasty System and its predicate
devices raise no new issues of safety or effectiveness. Performance data demonstrate that
the Phaser Lipoplasty System has comparable performance and safety as compared to the
Lysonix 2000/3000, Sonoca-Lipo and the Aqual-ase. Thus, the Phaser Lipoplasty System
is substantially equivalent to its predicate devices.
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