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Norman M. Black III
Norman Black
CEO
2759 Hawthorne Drive Ne
Atlanta, Georgia 30345

Re:  K113795
Trade/Device Name: Suction Lipolasty Accessories
Regulation Number:  21 CFR 878.5040
Regulation Name:  Suction lipoplasty system
Regulatory Class:  Class II
Product Code:  QPB

Dear Norman Black:

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 August 7, 2012.  
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

51 0(k) Number: K1 13795

Device Name: Liposuction Aspiration and Tumnescent Infiltration Cannulae and Needles

Indications for Use:

The aspiration and infusion cannulae and needles are indicated for aesthetic body contouring
and general tissue aspiration.

Prescription Use X AND/OR Over-The Counter Use____
(Part 21 CFR 801 Subpart 0) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Division of Surgical, Orth wic,
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6b BLACK & BLACK
SUPR G I C A L

510(k) Summary in accordance wit 21CFR 807.92. Assigned 510(k) number is KI 13795 AUG 7 2012
Traditional 5 1 0(k) Submission by:
Black & Black Surgical, Inc.
5238 Royal Woods Parkway
Suite 170
Tucker, GA 30084 USA
770-414-4880
Contact Person:
Norman M. Black IIl
CEO, Black & Black Surgical Inc.
770-414-1813

Date Prepared: June 29,2012

Establishment Registration Number: 3006142527

Suction Lipoplasty System 21 CFR 878.5040 (05 Jan 1998)
Manual Surgical Instruments for General Use
21 CER 878.4800 (1994)

Common Usual Name: Aspiration and infiltration Cannulae/Needles

Proprietary Name: Lipoplasty/Liposuction Aspiration and
Tumnescent Infiltration CannulaelNeedles
(Cannulae and Needles)

Classification Name: Class 11, 21 CER 878.5040, Suction Lipoplasty System, Panel
79, MUU, General and Plastic Surgery

Predicate Device: Suction Cannulse and Needles
Manufacturer: Byron Medical, Inc.
510(k)Number: K981 172
Substantially Equivalence Date: June 30, 1998

Device Description: Black and Black Surgical Cannulae and Needles are used to remove fluid, soft tissue,
and exudates and infusion, utilizing a hollow stainless steel tube and multiple tips,
handle and attachment connectors that are in reusable and disposable configuration.
They are used during general, plastic, and reconstructive procedures.

DevceDscition Chart
Decr ton Product Code Le hFeatures Packai

Canulc ES A A-Vious Straight I each

Black and Black Surgical Cannulae and Needles are manufactured of stainless steel tubes, with Aluminum
Handles.

The patient contacting material in Black and Black Surgical Cannulae and Needles is stainless steel.

Indication for Use: The aspiration and infusion canndlae and needles indications are for aesthetic body
contouring and general tissue aspiration.

Shared Technical Characteristics with Predicate Device:

The Black and Black Surgical Cannulae and Needles are substantially equivalent in function and intended use to
the Byron Suction Cannulae and Needles (K98 1172). Both devices are used for aesthetic body contouring and
general tissue aspiration by means of aspiration and infiltration which the FDA has found to be substantially
equivalent to these devices in accordance with Section 878.5040 Suction Lipoplasty System.
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