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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue

Document Control Center — WO66-G609

Silver Spring, MD 20993-0002

August 21, 2014
Covidien LLC
Mr. Tim Thomas
Vice President, Medical and Regulatory Affairs
540 Oakmead Parkway
Sunnyvale, California 94085

Re: K141357
Trade/Device Name: Barrx FLEX RFA Energy Generator
Regulation Number: 21 CFR 878.4400
Regulatory Name: Electrosurgical cutting and coagulation device and accessories
Regulatory Class: Class II
Product Code: GEI
Dated: May 22,2014
Received: May 23,2014

Dear Me. Thomas:

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).
Y ou 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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to 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); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

David Krause -S

for Binita S. Ashar, M.D., M.B.A., F. A.C.S.
Director
Division of Surgical Devices
Office of Device Evaluation
Center for Devices and
Radiological Health
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Indications for Use Statement

510(k) Number (if known): To be determined

Device Name:

e Barrx FLEX RFA Energy Generator

Indications for Use:
The Barrx FLEX RFA Energy Generator is indicated for use in the coagulation of soft tissue.
The Barrx FLEX RFA Energy Generator is indicated for use in the coagulation of bleeding and non-bleeding sites in the

gastrointestinal tract including but not limited to the esophagus. Indications include Esophageal Ulcers, Mallory-Weiss
tears, Arteriovenous Malformations, Angiomata, Barrett’s Esophagus, Dieulafoy Lesions and Angiodysplasia.

Prescription Use _X AND/OR Over-The-Counter Use
(Part 21 C.F.R. 801 Subpart D) (21 C.F.R. 807 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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510(k) Summary

SUBMITTER’S NAME, ADDRESS, TELEPHONE NUMBER, CONTACT PERSON AND DATE PREPARED
Covidien llc

540 Oakmead Parkway

Sunnyvale, CA 94085

Phone: (770) 662-0870 ext. 1006

Facsimile: (508) 452-1941

Contact: Tim Thomas

Date Prepared: May 22, 2014

NAME OF SUBJECT DEVICE AND NAME
Barrx FLEX RFA Energy Generator

ESTABLISHMENT REGISTRATION NUMBER/OWNER OPERATOR NUMBER
Establishment Registration Number: 3004904811

Owner/Operator Number: 1282497

Legal Manufacturer: Covidien, llc

15 Hampshire Street

Mansfield, MA 02048

Manufacturing Facility:

Covidien, Formerly BARRX Medical, Inc.

540 Oakmead Parkway

Sunnyvale, CA 94085

COMMON OR USUAL NAME
Electrosurgical cutting and coagulation device and accessories

REGULATION DESCRIPTION
Classification: Class Il, 21 CFR 876.4400
Product Code: GEI

PREDICATE DEVICES

Barrx™HALO™™ Energy Generator, 510(k) K092487
HALO?®° Energy Generator, 510(k) K093855
HALO® Energy Generator, 510(k) K093008

DEVICE DESCRIPTION
The subject device, the Barrx™ Barrx FLEX RFA Energy Generator is a device that is intended to be used with the listed
catheters to deliver radiofrequency (RF) energy to the treatment tissue within the gastrointestinal tract through a
copper electrode. The catheters include:

e HALO360 Ablation Catheter and Sizing Ballon (K093855)

e HALO90 Ablation Catheter (K093008)

e HALO® Ablation Catheter (K112454)

e HALO® ULTRA Ablation Catheter (K120431)

e Barrx Channel RFA Endoscopic Catheter (K130623)
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INDICATION FOR USE
The Barrx FLEX RFA Energy Generator is indicated for use in the coagulation of soft tissue.

The Barrx FLEX RFA Energy Generator is indicated for use in the coagulation of bleeding and non-bleeding sites in the
gastrointestinal tract including but not limited to the esophagus. Indications include Esophageal Ulcers, Mallory-Weiss
tears, Arteriovenous Malformations, Angiomata, Barrett’s Esophagus, Dieulafoy Lesions and Angiodysplasia.

TECHNOLOGICAL CHARACTERISTICS OF DEVICE COMPARED TO PREDICATE DEVICE

As the subject of this submission is a labeling change only, the Barrx FLEX RFA Energy Generator has identical
technological characteristics as compared to the predicate, K092487. There have been no design or material changes to
the generator since the predicate was cleared on November 10, 2009. There have been minor software changes since
the clearance of the K092487 however they did not require a submission and were documented via Letter to File. The
difference between the proposed Barrx FLEX RFA Energy Generator and the predicate device (K092487) is the addition
of clinical information to the labeling resulting from two published peer-reviewed clinical studies.

PRINCIPLES OF OPERATION
As the subject of this submission is a labeling change only, the principles of operation of the Barrx FLEX RFA Energy
Generator are unchanged and remain identical to the predicate device, K092487, cleared on November 10, 2009.

The Barrx FLEX RFA Energy Generator is an electrosurgical device that utilizes bipolar RF energy to coagulate biological
tissue. The Generator is provided with a footswitch that can initiate inflation or deflation of the balloon and initiate or
cease delivery of RF energy. The Barrx FLEX RFA Energy Generator is designed to function with a family of single use,
disposable Ablation Catheters and Sizing Balloons to deliver the intended therapy. The family of catheters includes:

e HALO360 Ablation Catheter and Sizing Ballon (K093855)
e HALO90 Ablation Catheter (K093008)

e HALO® Ablation Catheter (K112454)

e HALO® ULTRA Ablation Catheter (K120431)

e Barrx Channel RFA Endoscopic Catheter (K130623)

CONCLUSION

As the subject of this submission is a labeling change only, Covidien, llc considers the Barrx FLEX RFA Energy Generator
to be substantially equivalent to legally marketed predicates: Barrx™ HALO™ Energy Generator (K092487), HALO*®
Energy Generator (K093855) and HALO® Energy Generator (K093008).
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	Neither the Energy Generator nor its accessories are  sterilizable.  Do not allow fluids to enter the Energy Generator chassis, Generator connectors, output cable connectors or the footswitch body or connector.
	The Energy Generator cover, rear panel, front panel and its accessories may be wiped down/ disinfected using alcohol wipes (70% IPA /30% DI Water) or sodium hypochlorite 500 ppm wipes. Do not expose the metal pins of the connector to the sodium hypochlorite wipes in order to prevent corrosion.  Do not spray or pour liquids directly on the Generator or accessories.
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	6.2.1.1 One Foot Pedal is labeled “AUTO INFLATION” and functions as a toggle switch that alternatively operates as the Auto Inflation Up and Auto Inflation Down Buttons.  The color of this Foot Pedal is gray.
	6.2.1.2 The other Foot Pedal is labeled “RF POWER ON/OFF” and initiates delivery of RF energy in the same manner as the RF POWER CONTROL ON/OFF Button on the Energy Generator Front Panel.  The color of this Foot Pedal is blue.
	6.2.1.3 Disconnect Footswitch after use.  Do not wrap Footswitch Cable excessively tight around Footswitch.

	6.2.2 HALOFLEX Output Cable
	6.2.3 Disposable Devices


	7 Set-Up Procedure AND INSTRUCTIONS FOR USE
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	7.1.1 Output Cable Connections
	7.1.2 Footswitch Connection (optional)
	7.1.3 Catheter Connections

	7.2 Power-Up
	7.3 Energy Generator Modes
	7.3.1 POST (Self-Test) Mode 
	 A test of the CPU and RAM 
	 A test of the CPU and ROM
	 A test of the CPU Configuration 
	 A test of the CRC of the program contents
	 A test of the watchdog shutdown hardware 
	 A test of the power
	 A test of the impedance
	 A test of the voltage
	 A test of the current
	 A test of the reference voltage
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	 A test for switch and foot switch pressed
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	7.3.2 STANDBY Mode
	7.3.2.1 The Standby Mode is automatically entered following a successful POST and displays “Ready Connect Catheter” on the LED Display.
	7.3.2.2 None of the User controls are accessible when the system is in the Standby Mode.
	7.3.2.3 The system will remain in the Standby Mode until a catheter is connected, then will enter the CATHETER CONNECTED Mode.
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	7.3.3.1 The CATHETER CONNECTED Mode is automatically entered following the connection of either an Ablation Catheter or a Sizing Balloon.
	7.3.3.2 When a catheter is connected to the Energy Generator, it will recognize the Sizing Balloon or the type of Ablation Catheter connected and allows activation of system features, accordingly.  The procedure settings can be entered during the CATHETER CONNECTED Mode.
	7.3.3.3 The displays and functions of the CATHETER CONNECTED Mode depend on the type of catheter connected, i.e. an Ablation Catheter or a Sizing Balloon, as defined below:

	Ablation Catheter Connected
	 The Ablation CATHETER CONNECTED Mode is automatically entered after successful completion of a POST and following connection of an Ablation Catheter, or after exiting the Ablation Complete Mode.
	 An LED display indicating the system is in the Ablation CATHETER CONNECTED Mode and the energy density parameter can be adjusted (illumination of the SET LED).
	 In the Ablation CATHETER CONNECTED Mode, the user will be able to change the value of energy density.

	Sizing Balloon Connected
	 The Sizing Balloon Connected Mode is automatically entered following successful completion of a POST and connection of a Sizing Balloon, or after exiting the Calibration Complete or Sizing Complete Modes.
	 In the Sizing Balloon Connected Mode, the user will not be able to change any parameters.
	 In the CATHETER CONNECTED Mode, the INFLATE and DEFLATE capability is enabled if you have connected either a Sizing Balloon or a Balloon Based Ablation Catheter by pressing either the AUTOMATIC INFLATE Up or DEFLATE Down Buttons or the AUTO INFLATION  Foot Pedal on the Footswitch.  Note the AUTOMATIC INFLATE Up or DEFLATE Down Buttons and Foot Pedal work as a toggle switch in that a single depression will inflate the balloon to the desired pressure and a subsequent depression will deflate the balloon.  Inflation pressure specifications are gauge pressures.
	 While using the INFLATE and DEFLATE capability, an LED display on the Front Panel is indicating the pressure of the inflation system.
	 The INFLATE capability will inflate the balloon to a predetermined pressure based on the type of catheter connected, i.e. either a Sizing Balloon or Ablation Catheter.
	 The DEFLATE capability will deflate the balloon to a predetermined pressure.
	 The Energy Generator has the ability to measure the mass flow rate of the air inflating a Sizing Balloon.  The mass flow rate is available to the ENERGY GENERATOR CPU.  This allows for calculation of balloon diameter for sizing inner diameter of esophagus.
	 An audible indicator will confirm when the system is pressurized beyond 0.02 atm (0.30 psi).  The audible indicator will provide a periodic audible tone that is distinguishable from the RF ON tone, while the balloon is inflated.  The tone will increase in frequency indicating the inflation pressure has been achieved.
	 While using the INFLATION capability:
	 If the two pressure transducers differ by more than 0.5 psi the system will enter the FAULT Mode:
	 A brief non-recoverable error tone is generated, and then the tone is turned off.
	 The LCD displays an error message indicating ‘H23’ error code.
	 The system will remain in the INFLATION FAULT State until AC mains power is cycled.
	 If the system does not achieve the set pressure within a specified time allowed for each catheter, the system will enter the ERROR Mode:
	 A brief recoverable error tone is generated, and then the tone is turned off.
	 The LCD displays an error message.
	 Depending on the type of recoverable error, the system will remain in the ERROR Mode until the RESET button is pressed or for 3 seconds.
	7.3.4 SIZING CATHETER State (Sizing Balloons Only)
	 The Energy Generator will calculate the diameter of the Sizing Balloon while inflated and display this diameter on the balloon diameter LED display.
	7.3.5 TEST Function Mode (Ablation Catheters Only)
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	10 Labeling Symbols and User information
	11 SERVICE LIFE
	11.1 The HALOFLEX Generator has a 5-year service life during which period BARRX Medical will continue to provide applicable parts to service the unit.  The serviceability of the Generator beyond the service life period is contingent on the availability of the replaceable parts.

	12 WARRANTY INFORMATION
	12.1 BÂRRX Medical, Inc. warrants that, at the time of shipment, BÂRRX Medical, Inc. products (i) shall conform to their published specifications as BÂRRX Medical, Inc. may revise from time to time, and (ii) shall be free of defects in materials and workmanship, and (iii) shall be manufactured in accordance with GMP, and (iv) disposable product shall have no less than one (1) year remaining shelf life. This warranty shall apply for a single use with one patient: BÂRRX Medical, Inc. may, at its option, repair or replace any products which do not meet the preceding warranty, or refund the product purchase price. 
	12.2 Warranty shall not apply to products or spare parts that have been modified or altered in any manner by anyone other than BÂRRX Medical, Inc., or to defects caused (a) through no fault of BÂRRX Medical, Inc.  during shipment to or from Buyer; (b) by the use or operation in an application or environment other than that intended or recommended by BÂRRX Medical, Inc.; (c) by service by anyone other than employees of, or persons approved in writing by BÂRRX Medical, Inc.; or (d) by accident, negligence, misuse, or other causes other than normal use. 
	12.3 Replacement products and parts supplied under this warranty shall carry only the unexpired portion of the original warranty.  The applicable warranty period for all products is one (1) year from date of shipment.
	12.4 The warranties set forth in this section are the exclusive warranties with respect to the products, and are given and accepted in lieu of any and all other warranties, guarantees, conditions and representations express or implied, concerning the merchantability, satisfactory quality or fitness for a particular purpose, or that the operation of the products will be uninterrupted or error free.  Notwithstanding the foregoing, BÂRRX Medical, Inc does not exclude liability to the extent that such liability may not be excluded or limited by law.
	12.5 In no event shall BÂRRX Medical, Inc. be liable for the cost of procurement of substitute products by the customer or for any special consequential or incidental damages. This limitation shall apply even if BÂRRX Medical, Inc. has been advised of the possibility of such damages, and notwithstanding any failure of essential purpose of any limited remedy provided herein.
	12.6 Extended Warranties are available.  Please contact BÂRRX Medical, Inc. 
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	7 ENERGY GENERATOR AND ACCESSORIES
	7.1 Introduction
	7.2 Accessories
	7.2.1 HALOFLEX Footswitch
	7.2.1.1 One Foot Pedal is labeled “AUTO INFLATION” and functions as a toggle switch that alternatively operates as the Auto Inflation Up and Auto Inflation Down Buttons.  The color of this Foot Pedal is gray.
	7.2.1.2 The other Foot Pedal is labeled “RF POWER ON/OFF” and initiates delivery of RF energy in the same manner as the RF POWER CONTROL ON/OFF Button on the Energy Generator Front Panel.  The color of this Foot Pedal is blue.
	7.2.1.3 Disconnect Footswitch after use.  Do not wrap Footswitch Cable excessively tight around Footswitch.
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	8.1.2 Footswitch Connection (optional)
	8.1.3 Catheter Connections

	8.2 Power-Up
	8.3 Energy Generator Modes
	8.3.1 POST (Self-Test) Mode 
	 A test of the CPU and RAM 
	 A test of the CPU and ROM
	 A test of the CPU Configuration 
	 A test of the CRC of the program contents
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	 A test of the power
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	 A test of the real time clock
	 A test of the inflation subsystem’s pressure sensors for zero offset and transducer calibration
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	 A test for switch and foot switch pressed
	 The RF Generator’s software version number is displayed on the LCD panel for a minimum period of 2 seconds

	8.3.2 STANDBY Mode
	8.3.2.1 The Standby Mode is automatically entered following a successful POST and displays “Ready Connect Catheter” on the LED Display.
	8.3.2.2 None of the User controls are accessible when the system is in the Standby Mode.
	8.3.2.3 The system will remain in the Standby Mode until a catheter is connected, then will enter the CATHETER CONNECTED Mode.

	8.3.3 CATHETER CONNECTED Mode
	8.3.3.1 The CATHETER CONNECTED Mode is automatically entered following the connection of either an Ablation Catheter or a Sizing Balloon.
	8.3.3.2 When a catheter is connected to the Energy Generator, it will recognize the Sizing Balloon or the type of Ablation Catheter connected and allows activation of system features, accordingly.  The procedure settings can be entered during the CATHETER CONNECTED Mode.
	8.3.3.3 The displays and functions of the CATHETER CONNECTED Mode depend on the type of catheter connected, i.e. an Ablation Catheter or a Sizing Balloon, as defined below:

	Ablation Catheter Connected
	 The Ablation CATHETER CONNECTED Mode is automatically entered after successful completion of a POST and following connection of an Ablation Catheter, or after exiting the Ablation Complete Mode.
	 An LED display indicating the system is in the Ablation CATHETER CONNECTED Mode and the energy density parameter can be adjusted (illumination of the SET LED).
	 In the Ablation CATHETER CONNECTED Mode, the user will be able to change the value of energy density.

	Sizing Balloon Connected
	 The Sizing Balloon Connected Mode is automatically entered following successful completion of a POST and connection of a Sizing Balloon, or after exiting the Calibration Complete or Sizing Complete Modes.
	 In the Sizing Balloon Connected Mode, the user will not be able to change any parameters.
	 In the CATHETER CONNECTED Mode, the INFLATE and DEFLATE capability is enabled if you have connected either a Sizing Balloon or a Balloon Based Ablation Catheter by pressing either the AUTOMATIC INFLATE Up or DEFLATE Down Buttons or the AUTO INFLATION  Foot Pedal on the Footswitch.  Note the AUTOMATIC INFLATE Up or DEFLATE Down Buttons and Foot Pedal work as a toggle switch in that a single depression will inflate the balloon to the desired pressure and a subsequent depression will deflate the balloon.  Inflation pressure specifications are gauge pressures.
	 While using the INFLATE and DEFLATE capability, an LED display on the Front Panel is indicating the pressure of the inflation system.
	 The INFLATE capability will inflate the balloon to a predetermined pressure based on the type of catheter connected, i.e. either a Sizing Balloon or Ablation Catheter.
	 The DEFLATE capability will deflate the balloon to a predetermined pressure.
	 The Energy Generator has the ability to measure the mass flow rate of the air inflating a Sizing Balloon.  The mass flow rate is available to the ENERGY GENERATOR CPU.  This allows for calculation of balloon diameter for sizing inner diameter of esophagus.
	 An audible indicator will confirm when the system is pressurized beyond 0.02 atm (0.30 psi).  The audible indicator will provide a periodic audible tone that is distinguishable from the RF ON tone, while the balloon is inflated.  The tone will increase in frequency indicating the inflation pressure has been achieved.
	 While using the INFLATION capability:
	 If the two pressure transducers differ by more than 0.5 psi the system will enter the FAULT Mode:
	 A brief non-recoverable error tone is generated, and then the tone is turned off.
	 The LCD displays an error message indicating ‘H23’ error code.
	 The system will remain in the INFLATION FAULT State until AC mains power is cycled.
	 If the system does not achieve the set pressure within a specified time allowed for each catheter, the system will enter the ERROR Mode:
	 A brief recoverable error tone is generated, and then the tone is turned off.
	 The LCD displays an error message.
	 Depending on the type of recoverable error, the system will remain in the ERROR Mode until the RESET button is pressed or for 3 seconds.
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	 The Energy Generator will calculate the diameter of the Sizing Balloon while inflated and display this diameter on the balloon diameter LED display.
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	12 SERVICE LIFE
	12.1 The HALOFLEX Generator has a 5-year service life during which period BARRX Medical will continue to provide applicable parts to service the unit.  The serviceability of the Generator beyond the service life period is contingent on the availability of the replaceable parts.

	13 WARRANTY INFORMATION
	13.1 BÂRRX Medical, Inc. warrants that, at the time of shipment, BÂRRX Medical, Inc. products (i) shall conform to their published specifications as BÂRRX Medical, Inc. may revise from time to time, and (ii) shall be free of defects in materials and workmanship, and (iii) shall be manufactured in accordance with GMP, and (iv) disposable product shall have no less than one (1) year remaining shelf life. This warranty shall apply for a single use with one patient: BÂRRX Medical, Inc. may, at its option, repair or replace any products which do not meet the preceding warranty, or refund the product purchase price. 
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