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SECTION 5: 510(k) SUMMARY STATEMENT

This 510(k) summary is being submitted in accordance with the requirements of the Safe
Medical Devices Act of 1990, 21 CFR 807.92.

1. General Information
Date of Submission: August 25, 2017

Submitted By: BAROnNova, Inc.
1509 Industrial Road
San Carlos, CA 94070

Contact Person: Lian Cunningham, MD, PhD
VP, Regulatory and Clinical Affairs
Phone 650-638-9796 ext. 22
Fax: 650-638-9049
Icunningham@baronova.com

2. Trade/Proprietary Name of Device:

Common/Usual Name: Endoscopic Accessories, Endoscopic Overtube,
Endoscope Cap
Trade Name: BAROnNova Retrieval Kit

BAROnNova Endoscopic Overtube
BAROnNova Endoscope Cap

Regulation Number 876.1500

Regulation Description: Endoscope and accessories
Product Codes: FED, OCX

Device Panel: Gastroenterology/Urology
Device Classification: Class Il

3. Legally Marketed Predicate Devices for Claimed Equivalence:
Name: US Endoscopy Guardus® Overtube
510(k) #: K040836

Name: US Endoscopy Distal Attachment Cap
510(K) #: K140315

4. Device Description
The BAROnNova Retrieval Kit includes the following products:

. BAROnNova Overtube Set (Overtube with a mated Obturator and
Seal Cap)

. Endoscope Cap Set (Endoscope Caps, Small and Large)

. Push Tube
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. Endoscope Cap Sizing Guide

The BAROnNova Overtube Set (BAROnova Overtube) consists of a non-sterile,
polymer extrusion with a metallic coil reinforcement, atraumatic tip and handle,
in addition to a mated Obturator made of flexible PVC with a tapered tip, and a
flexible polymer seal cap. The BAROnova Endoscope Cap Set (BAROnova
Endoscope Caps) consists of two non-sterile, plastic caps for use with standard
endoscopes. The Endoscope Caps are provided in two sizes to accommodate a
range of standard endoscope sizes. The Push Tube (Class I, regulated under
876.4730 - Manual Gastroenterology-Urology Surgical Instrument and
Accessories) and the Endoscope Cap Sizing Guide (Class I, regulated under
876.1500 — Endoscope and Accessories), are optional accessories included in the
Retrieval Kit for use with the BAROnova Overtube and BAROnova Endoscope
Caps respectively. The Push Tube is a non-sterile, plastic probe with a handle,
which may be used to facilitate removal of foreign objects through the
BAROnNova Overtube. The Endoscope Sizing Cap Guide is an optional accessory
for the BAROnNova Endoscope Caps to assist the user in selecting the correct size
Cap.

Indications for Use Statement
The Indications for Use for the products included within the Retrieval Kit are as
below:

The disposable Overtube is a device used in conjunction with an endoscope for
foreign body removal or endoscopic procedures requiring multiple insertions of
the endoscope into the upper gastrointestinal tract.

The Endoscope Caps are intended to keep suitable endoscopic view field during
endoscopic procedures.

Substantial Equivalence Comparison

Indications for Use

The BAROnNova Overtube has the same indications for use as the predicate
Guardus Overtube therefore the BAROnNova device meets the standard of
substantial equivalence.

Substantial equivalence for the BAROnova Endoscope Caps is supported by the
predicate US Endoscopy Distal Attachment Cap, which includes the same
Indication for Use statement. The BARONova device is indicated to keep a
suitable endoscopic view field during endoscopic procedures, whereas the
predicate device is indicated both to keep a suitable endoscopic view field and for
mucosal resection during endoscopic procedures. The indication for use for the
BAROnNova Endoscope Caps is within the indication for use for the predicate
device and therefore the BAROnNova device meets the standard of substantial
equivalence.
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Technological Characteristics

Aside from minor differences in dimensions and the inclusion of an integrated
PTFE tip, the BAROnNova Overtube has the same material and technological
characteristics as the predicate Guardus Overtube. Dimensional, mechanical,
biocompatibility, and preclinical simulated use data confirmed that the
BAROnNova Overtube performs as intended and that no new issues of safety and
effectiveness are introduced.

Key technological characteristics of the BAROnova Endoscope Caps are similar
to the predicate device. The BAROnova Endoscope Caps are dimensionally
similar to the predicate US Endoscopy Distal Attachment Cap. The predicate
device is made entirely of silicone whereas the distal portion (tissue contacting
portion) of the BARONova device is made of a polycarbonate. This difference is
not significant as these two materials are performing the same intended function.
The predicate device is provided sterile, due to its indication for mucosal
resection. The BAROnNova device is intended for keeping a suitable endoscopic
field of view, which does not require a sterile device. Dimensional, mechanical,
biocompatibility, and preclinical simulated use data confirmed that the
BAROnNova Endoscope Caps perform as intended and that no new issues of safety
and effectiveness are introduced.

Summary of Performance Data (Non-clinical testing)

Non-clinical testing of the subject devices for structural and functional use has
been performed, including dimensional, mechanical strength, simulated use, and
biocompatibility. The subject devices were found to meet all requirements.

Conclusion

Substantial equivalence of the BAROnova Retrieval Kit is supported by a
comparison of the intended use, indications for use, design and materials with the
Guardus Overtube (K040836) and by a comparison of the intended use,
indications for use, design and materials to the US Endoscopy Distal Attachment
Cap (K140315), as well as acceptable results from preclinical, mechanical and
biocompatibility tests.
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January 18, 2018

BAROnNova, Inc.

Lian Cunningham, MD, Ph.D.
Vice President, Clinical Affairs
1509 Industrial Road

San Carlos, CA 94070

Re:  K172575
Trade/Device Name: BAROnNova Retrieval Kit, BAROnova Endoscopic Overtube, BAROnova
Endoscope Cap
Regulation Number: 21 CFR8 876.1500
Regulation Name: Endoscope and Accessories
Regulatory Class: 11
Product Code: FED, OCX
Dated: December 13, 2017
Received: December 14, 2017

Dear Lian Cunningham:

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). You 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 Il (Special Controls) or class 11 (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 Reqister.

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.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov



http://www.fda.gov/
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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 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.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR 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.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn
(http://www.fda.gov/Training/CDRHL earn). Additionally, you may contact the Division of Industry and
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone
(1-800-638-2041 or 301-796-7100).

Sincerely,

Benjamin R. Fisher -S

Benjamin R. Fisher, Ph.D.

Director

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure
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