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Cell Bio-Systems, Inc.
Christine Emanuel
President
1205 De La Vina Street
Santa Barbara, California 93101

Re:  K060089
Trade/Device Name: Tulip Disposable Cannulas
Regulation Number:  21 CFR 878.5040
Regulation Name:  Suction lipoplasty system
Regulatory Class:  Class II
Product Code:  QPB

Dear Christine Emanuel:

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 27, 2006.
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
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Indications for Use
510(k) Number (if known): K060089

Device Name: Tulip Disposable Cannulas

Indications for Use:

The Tulip Disposable Cannula is intended for use in aesthetic body contouring.

Prescription Use X Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
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510(k) SUMMARY

This 5 10(k) summary is being submitted in accordance with the requirements of SMDA and

21CFR § 807.92

Submitted by: Cell Bio-Systems, Inc.
438 Camiino del Rio. So., Suite 219
San Diego, CA 92108AR270e
Phone: 858-244-4800AP
Ed Semanik, Production
email: edgiiteatrcbsi.com
Fax: 858-630-2941

Contact Person for premarket notification:
Christine Emanuel, Regulatory Consultant
1205 De La Vina Street
Santa Barbara, CA 93 101
Phone: 805.963.4312
Fax: 805.564.8642
Email: cemanuel~west.net

Date Prepared:. April 21, 2006

Device Name:

Proprietary Name: Tulip Disposable Cannulas

Common Name: Liposuction Cannulas

Classification: Class II, MUJU, 21 CFR 878.5040

Identification of Predicate Devices
* Byron Medical, Inc. Lipoplasty/Liposuction Aspiration and Tumnescent Infiltration

Cannulae/Needles, 5 10(k) number K98 1172,
* Richter LTDA. Richter Lipoplasty Carnulas and Accessories, Richter LTDA, Sao

Pualo, SP-Brazil, CEP 05047-001; 5 10(k) number K990602

Device Description:
The Tulip Disposable Cannulas are coated stainless steel cannulas designed for
connection to syringes (Luer Lock® tip type or hub adaptor). The cannulas are
designed to be used with a syringe aspirator or syringe re-injector. There is also an
infiltrator configuration available, to administer a solution to surgery sites pre-
lipoplasty. The cannulas are made of hydrophilic coated stainless steel, and are
available in various diameters, lengths and tip configurations.

The Tulip Disposable Cannulas are single-use disposables, supplied sterile (e beam),



packaged in a PETG tray sealed with a labeled or pre-printed Tyvek lid.

Indication for Use: The Tulip Disposable Cannula is intended for use in aesthetic body
contouring.

Technological Characteristics
The design, use, and materials of the Tulip Disposable Cannulas and their predicate devices are
equivalent, in that all these cannulas are designed to be used for aesthetic body contouring and
are fabricated out of stainless steel. Tulip Cannulas are all provided with a hydrophilic coating.
The Byron cannulas provide the option of a PTFE or hydrophilic Slik-Tip coating to their users
and the Richter cannulas provide the option of PTFE coating to their users. No new technology
or change in indications for use have been introduced by Cell Bio-Systems in the manufacture
of the Disposable Cannulas. For these reasons, Cell Bio-Systems considers the use of the Tulip
Disposable Cannulas to be substantially equivalent to their predicate devices
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