
510(k) Premoarkel Notiicaion: Special

United Sits Endanopy Group, 1=c Roth Neto retriever

Special 510(k) Information 77 1

Device Name The device trade name and common/classification name is:

Device Trade Name: Roth Net® retriever product line
Common/Classification Name: Endoscope and accessories
Classification Panel: Gastroenterology/Urology

Address and
Registration # Manufacturer: United States Endoscopy Group, Inc.

5976 Heisley Road
Mentor, Ohio 44060
Registration #: 1528319

Device Class Endoscope accessories are classified with Endoscopes as Class II
devices under 21 CFR § 876.1500 (product code GCJ). No
performance standards have been established under Section 514 of
the Federal Food, Drug, and Cosmetic Act for endoscope
accessories.

Predicate
Device Information The predicate device is the US Endoscopy Polyp Snare Net (AKA,

the Roth Nete retriever), cleared under 510(k) K926104 aon April 5,
1993.

Labeling and
Intended Use Since introduction of the Polyp Snare Net in 1993, the device

Instructions for Use (which now carries the Roth Nete brand name)
have been revised and Warning and Precaution statements were
added for clarity to ensure safe and effective use. Instructions for
Use can be found beginning on page 29.

Intended Use
The Roth Net® retriever product line is intended to be used to
retrieve excised polyps, tissue samples, foreign bodies and calculi
during flexible and rigid endoscopy procedures. This is the same
intended use as specified in the device labeling and the cleared
5 1 0(k) under K926104, April 5, 1993. This intended use has not
changed, or in any way been affected, as a result of the warning
and precaution modifications. None of the modifications affected
the device's indications.

The Indications for Use Statement can be found on page 16.
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Device Description
and Comparison of
Legally Marketed
Devices

General DescriptionA

The Roth Net® retriever product line is intended to be used to retrieve excised
polyps, tissue samples, foreign bodies and calculi during flexible and rigid
endoscopy procedures. The device is marketed in both sterile and non-sterile
versions.

The fundamental design and technology of the Roth Net® retriever are the same as
the predicate Polyp Snare Net originally submitted under K926104 with the
exception of the changes listed below. The device consists of a proximal handle
with a finger ring that controls the deployment of the fabric mesh basket (a wire
snare with a fabric net attached). The snare/net is connected to a drive wire,
which is then connected to the handle. The drive wire is encompassed within a
sheath that makes up the catheter.

Below is a representative drawing of the Roth Net® retriever.

2 3

1. Snare/Net (deployed)
2. Catheter
3. Finger ring
4. Handle

Description of Modified Device

Subsequent to FDA's determination that the Polyp Snare Net was substantially
equivalent to legally marketed predicate devices under 510(k) K926 104 on April 5,
1993, US Endoscopy implemented modifications to the device that are
sumnmarized below in Table 1. Each modification was reviewed and documented
by US Endoscopy in accordance with Company procedures and processes
regarding post-market product modifications and the guidance document,
"Deciding When to Submit a 5 10(k) for a Change to an Existing Device" (K97-1).

The modified Roth Net® retriever has the same intended use and same fundamental

technological characteristics as the predicate Polyp Snare Net device. Each
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modification was determined not to have a significant effect on the safety or
eff6ctiveness of the device, either individually and cumulatively. Determination
that the modifications do not affect the performance characteristics of the device
was accomplished through verification and validation testing, incorporating all
device modifications made to date. This testing demonstrated that the modified
device performs the same as the device cleared under K926104.

Summary. of Design Control Activities

The risk management activities used to assess the impact of the modifications
were performed in accordance with US Endoscopy standard operating procedures
and ISO 14971:2009. The test methods used are the same as those used to test the
predicate device reviewed under K926 104. A declaration of conformity to design
controls is included on page 26. The design verification tests that were performed
as a result of this risk analysis are listed in Table I below.
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Substantial Equivalence Discussion

All currently marketed Roth Net® retriever devices share the same intended use
and same fundamental technological characteristics as the US Endoscopy
predicate Polyp Snare Net device cleared by the Agency under K926 104.
Verification and validation testing performed for each modification to the Roth
Nets device demonstrates that these changes, both individually and cumulatively,
do not have a significant effect on the safety or effectiveness of the device, do not
raise different questions of safety and effectiveness than the predicate device and
verify the Roth Nets device performs the same as the predicate device. Therefore,
we conclude that the Roth Net® device is substantially equivalent to the predicate
Polyp Snare Net device.

510(k) Summary
/Statement A 5 10O(k) statement is included on page 17.

Truthful and
Accurate
Statement A certification of the truthfulness and accuracy of this submission

is provided on page 18.

25



*DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

Mr. Craig Moore
General Counsel S
United States Endoscopy Group, Inc. 8EP7720
5976 Heisley Road 2
MENTOR OH 44060

Re: K122462
Trade/Device Name: Roth Net®0 retriever product line
Regulation Number: 21 CFR§ 876.4300
Regulation Name: Endoscopic electrosurgical unit and accessories
Regulatory Class: 11
Product Code: FDI, GCJ
Dated: August 10, 2012
Received: August 13, 2012

Dear Mr. Moore:

We have r eviewed your Section 5 10(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
cormmerce 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 II (Special Controls) or class III (PMIA),

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 flnrther 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
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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 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRICDRHOffices/ucml 1 5809.htm for

the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. 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.

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/IndustY/default.htm.

Sinceely ins,

Benj n R. Fisher, Ph.D.
Dir c r
Division of Reproductive, Gastro-Renal,

and Urological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



CONFIENTIAL 510(k) Prenuirket Notirication: Special
United States Endoscpy Group, Inc. Roth Nete relrinver

INDICATIONS FOR USE

510(k) Number (if known): t. I22462Z

Device Name: Roth Nets retriever product line

Indications for Use:

The Roth Net® retriever product line is intended to be used to retrieve excised polyps,
tissue samples, foreign bodies and calculi during flexible and rigid endoscopy
procedures.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use j OR Over-The-Counter Use
(Part 21 CER 801 Subpart D) (21 CFR 801 Subpart C)

(Division Sign-Off)
Division of Reproductive, Gastro-Renal, and
Urological Devices y zq
510(k) Number
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