
U.S. Food & Drug Administration 
10903 New Hampshire Avenue D o c  I D #  0 4 0 1 7 . 0 4 . 2 6  
Silver Spring, MD 20993  
www.fda.gov 

Kmi Kolster Methods, Inc.
Alwin Kolster
CEO
1170 N. Gilbert St.
Anaheim, California 92801

Re:  K012236
Trade/Device Name: Stars2000 Power Cannula
Regulation Number:  21 CFR 878.5040
Regulation Name:  Suction lipoplasty system
Regulatory Class:  Class II
Product Code:  QPB

Dear Alwin Kolster:

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 November 19, 2001. 
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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510(k) Number (if known), K012236


Stars 2000

Device Name:


Indications For Use:


Indication for use statement


The indication for use for the K-M.I. Kolster Methods Inc. Stars2000 power cannula device is for situations

requiring the removal of tissue or fluids from the body during general surgical procedures including suction

lipoplasty for the purpose of aesthetic body contouring.


'lwin H. Kolster


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

NEEDED)


Concurrence of CDRH, Office of Device Evaluation (ODE)


(Division Sign-Off)

Division of General, Restorative


and Neurological Devices
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Prescription Use____ OR Ovo-r-The-Counter Use_

(Per 21 CFR 801109)


(Optional Forniat 1-2-96)
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