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§10(k) Premarket Notification: Special

United Slatcs Eudusmpy Group, Inc. Roth Net® retriever

Device Name

Address and
Registration #

Device Class

Predicate

Skp ]
Special 510(k) Information l 200

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: Gastroeaterology/Urology

Manufacturer: United States Endoscopy Group, Inc.
5976 Heisley Road
Mentor, Ohio 44060
Registration #: 1528319

Endoscope accessories are classified with Endoscopes as Class I
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.

Device Informatlon The predlcate device is the US Endoscopy Polyp Snare Net (AKA,

Labeling and
Intended Use

the Roth Net® retriever), cleared under 510(k) K926104 on April 5,
1993.

Since introduction of the Polyp Snare Net in 1993, the device
Instructions for Use (which now carries the Roth Net® 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
510(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 Description | a

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

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 légally marketed predicate devices under 510(k) K926104 on April 5,
1993, US Endoscopy implemented modifications to the device that are
summarized 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 510(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
efféctiveness 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 K926104. 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 1 below.

21



[44

113N afeus dijogd [ruiguo ay) Jo ASofougas) pue uFisap xiseq aures ) Juisn sadodsopUL MAU LPOLITICIIE O) PIPPE
arom SIAIAWEID pue sySua| 1jayted [EUONIPPY “A[qRIOpISUOS papuedxd sey asn 10 1o sadoosopua jo K1owrea A “g661 U 19N areug dAjod 91 JO UORONpONUT 3dUIg |

Junsa) FEE
'sq| §'z 0} fenbo 1o weyy 5531 Jo 2nu05 voNIERNXY 22J0] UONIBIIX? PUEB LOTISSU] a1 Jo Supjury
'sqf §°z 01 fenbo 10 ueYy) $59] JO S04 vORESUY Sunjury | ‘adoossopua o Jo
"SI JO AJaLrea 01 URISISA | [AUUBYD AI0SSI0B
‘Kudagur e Jurdsei3 pue adoosolaiua ‘52010 y3noay) aoIAap
[ramgonns Sugurejurews (Y sdijod Jo sarpog uB yEnoap S0P uonJeIal ysnd o3 Aufqeuy
udralo} ‘snjoq pooj parepnuns arnydes [reys aoiasg] Fumpasur £q Sunsay asn age[nuUIS pue UORIasul "a01AIP
Jo Bunsay | oy jo wawAdordap
adoosopus oy Jo [RumeD L10ssaoe ay) ySnonp (wo -uou {(ipduans
7€) ur ¢ Jo Q3u] MUN[OD UOMIASUT UR UL JNII0 J0U Bumnsal TeUAIN|GY)
s uo1ssaxduzos o3 anp uorEuLojap onsed A[GISIA -Bunsy yury 90UEISISAT asdejjoa \sadoasopua RRYEIANENS
yupy{ ‘Bunssy | xayred (wSuay) SNOMEA (i 293P
(> [2UORIUN pue adoosoazus o) 2wmap-1afqns | Jo I13UreIp pUe
SSvd _SE9F §'05E) SUOU €7 ¥ QO'ET  [MEUS 59_3 3upsa1, UONEOYLIA [FUOISUSW | feuOIsUOWL] | O 11y ag_uss J0 350 MOTTY | 33U paseuauy
ANNIQESTA DIdooSOPUS
paansqo JO UBHANNSGE OU ST IS JBY) "AIQISTA ‘padsend ‘suowdey
10U aTe SJUUCO 511 ﬁnm yonod Jo uoneziEnsip Kyuoa 01 Suns9l osn pHRMWILS UIEUTEL PUE s13aiqo aauo d4jod ardninm
spafgo dsesd o1 1A IZI[ENSIA 0) Fuumdeo Pu
WIG'Y X WIG' X WA sarpoq uSiaro) pue sdifod | Anpiqe s, 20map | Aniqew ispafqo [ udym AMTIQSIa | 3y Jo 271s Ysal
SSvd SUNSeNU 1ey) [eUrEn Fuunass Jjo 2[qeded ST RN paernuns Susn Junsy dseiny | Jo UOQESYUSA dser3 03 Aimigeu] a1 anoxdwi o, 21 ut 23ueyD)
$21p0q UA1as0] pue sdA[od .
parenuuts aasuga pue dserd o1 A)iqe ureTews ISnpy
“10JXSULOS AN JO pua peurrvord (a1 12y
2y Buisodxa nomiim pakofdap Ay aq uRD AN s122[qo dsei8 o) : 0] 2{qe> papriq)
Aiqe 8 3Aap ‘Aiedes | adeys anm doog
“YIBaYS S JO APISING Anqe 183} 'se0s0) sl 10) | areus m aSveyd
o1 stred Aue nopm pajsenas K[y 9q ued oy | Swidserd 1op Sunsay ssn poremug uCTOENal pUR molre pue ‘adeys pue [euogeO
wawioidap Ay uado jou $)1 urEIUTEW 03 punoJ
|| Bunsan Qiqeyion ay jo 3unsa I 32U tsjasfqo 03 dooj s woy adeys
ST'€ > 2q [feys Sﬁnﬁ pue mo_mov 0} paninbaz qum nozq«hﬂ Ea EQE»E&Q uonauccu A amﬁw 0] AuIqeu MO[[e 1anaq oL | areus ur 33wy
< Srdimo e b g R R IR EES Sl e * ,omD 'JO 3B [RIIUN] ), JOJ uéwnaao
LRy . -...38535“:..; COREGTPON -
ST ) unday, " . J0) WOSEIY. R ! S

ATemuing sanIARdY [onpuo)) udisaq - | ATAV.L

JANIM JoN 110y
Teradg mOnEYRON WNEIRLE (DTS

<247 ‘dnoisy Rsnoﬁnm smg _.QED

s - AT




X4

uwoy
UM-IALP YD
03 PuOg MW 1B]J
UOIRULOD i us afueyo
Buippos ® pPUE A[qQuIasse
soueistsal | doof amus ag JO
(sao1aap e 01 dus spud doof anm
0£) doo] areus 21p Jo wiof arm 01 | Junss qifuans e wo)) oFueyd 21 Jo Ruag
SSVd sq1 1 <29 150w jad (s, | 91QED IAUP USIMISQ UOTIOUUO0D 153 ], IS, SYEAIG PPM 21 3neloe] oL 2y w afueyD
sdAjod
palejnuis

dseid ysawt
‘Pa{[onuos pre parngdes are speag ©] 2NUFUCY 0} [euonIaNpiq ppe
’ AQIqe S 30A3p 0] UOREINZYUOI
aup jo Sunsy 's123fqo | AN[IqeITgIRINURT ysaw
SSvVd -13u ) Ul A[enaas pay pue s309[qo syl dsein 15U 21) uys) [eUonIuNJ UOTIBIULIIA dsexd 01 Aufiqeu] paseouy aq w 23ueyD

paenal

SI J3U/aIRUS

12U A PENA . ayy uaym
. pue Aojdap 01 1aj31eD ) YUl Jajayren
$QICZ'E 5 9 [TeYS 32I0] UOTISRNAT Xe pasnbai 2310} uonIeIAL 19U/2NRUS Y1 30 | DY) JO DPISUL I
Sunsx a1 30 Sunsoy | so/pue wowmkojdop | uomIsUR: (OOWS L0 pIppE Sem
SSvd mﬁwm m > 39 [reys uHo.ﬁ mouekejdep xew 9010} UOHDRNAS pue EoEmoEon_ UOmEdUI A o1 Ao 3 URIEW Of | MW ISJUrel} ¥
R e o A URP LT BULINIIRJOURIY, POSEaIOU] 10] Sa5u8Y)

] A:an oOmuﬁEo_N
= 1t"1'3q Treys 13u pakordap A[0J 3 Jo P 241,
(W $°g — 9°9) Syl gZ°¢ ~ ppa pue

667 34 [Teys 1y pakojdop A1y o1 Jo Susp ayp | nBual 10u pakordap jo uoneayuap Aordap s[eutrey> 12d10] ()
: 01131 Jo Spige ipwn sadoosopus umpx(usg
SQISZ'E 9910) UCTIRIIAS pue JUduzio[dap a1 jo Sunsy K1aeiduon Y pastt 3q 01 :9ZIs 159318 O3
S 2q [feys 2310) HonoenasauIAo[dap xep 12u AJuaA 07 unsa} SsN PATEIMIULS uoneoyuep | Kojdop o) sjre; 52 353 mo{e oL | 93ueyd T PN
o~ { = T e 1 selueyp [euolsuImq.

*daadnad PN RO
. _.q_..n:—m monEgHoN 1IeuTalg (VPIS

2u] ‘dnoiny h&ﬂ@o—uﬂd SIS —B._ED

JRE PO,




(4

S|apow
wnunepd pue

PIZpURIS UXPMIAq I3A[S O

“ao1aap 1alqns a1 3o soueuniolsd ‘ sdunsip | A WO I0[0D

130158 10U 530D S[pUey ) ho 5_8 ur umﬁzu B 3:83 vEEcE M EEP uocdn:otom opN 6o auumaoE STYI 0] UONEB[RJ Ul uomn:u? aRm SYSUON | O .6_8 MU PPy afpuey 28wy
- : ; , sk e - - aguesyeoustgaddy.

sauewopad

Anag . " Guronpal

-1suaszadAy INOYIIA 1502

podetap pue 2onpal 0) (3d)

UpnEILL pUE auafiipakiod o

Lorxoiofs (F4L) suajye

‘K310r%0) -010TI{JEN3}

JMURYSAS JINOR ‘ woly payIpor

11-pueQl ‘g 103 3unsat ¢ Aigneduosolq seMm [ELAEW

s1000gns 169 wy AJIANORSL OU MOYS [[BYS [FUAEBW | -E£6601 OS] JIM SOURPIOOR UT I1SIT, UOHEDIJUS A Jossoy :oSosvom 180D IoayreD sy,
G L 4 T RSURY) JRLINBIA

m:.._uEu 32U A JO

1wuuosaad | sopis jewxoad

‘IoEIUL UEWR {[eYS SIOYOUR [BISIP PUe [BFUIiX0lq 0) J0YDUE UE 5B pue [eIsip 2

o0 Jou s30p Suiyoun Jupsm pram{l I0] paRU | U0 [MR) 15U [SIus

:un_u U =Ew Soz Ajuaa oy 3unsa asa pareMmuuls UOMEJUa A ‘dn sagoud J1aN 31 IrEumiy € JO uonippy
— — : . o o o@m:é SHIIIU] 10J, 3u=50._

; o.mtun ‘“

TIANEAL N qI0Y ~uy ‘dnosn) Raomouﬁm ﬁﬂm payar)

faadg coopEsynoN 1aIeEIag (OIS NI LT




N . 510(k) Premarket Notification: Special
United States Endoscopy Group, Inc. Roth Net® retriever

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 K926104.
Venﬁcatlon and validation testing performed for each modification to the Roth
Net® 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 questmns of safety and effectiveness than the predicate device and
verify the Roth Net® device performs the same as the predicate device. Therefore
we conclude that the Roth Net® device is substantially equivalent to the predJcate

r

Polyp Snare Net device.
'510(k) Summary
/Statement A 510(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.
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e ) Food and Drug Administration
10903 New Hampshire Avenue

Docurnent Control Room —W066-G609
Silver Spring, MD 20993-0002

Mr. Craig Moore :
General Counsel S
United States Endoscopy Group, Inc. ‘ &P ]

p 72
5976 Heisley Road A
MENTOR OH 44060

Re: K122462
Trade/Device Name: Roth Net® 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 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
comumerce 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 I (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 additioh, 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



Page 2 -

device-related adverse events) (21 CFR 803); good m’anufactﬁring 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.

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/ CORH/CDRHOffices/ucm1 15809.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” (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 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/Resourcesfor Y ou/Industry/default. htm.

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure



CONFIDENTIAL 510(k) Premarket Notification: Special
United States Endoscopy Group, Inc, Roth Net® retriever

INDICATIONS FOR USE

510(k) Number Gf known):_K /2246 2.

Device Name: Roth Net® retriever product line

Indications for Use:

The Roth Net® retriever product lihe 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 CFR 801 Subpart D) (21 CFR 801 Subpart C)
(Oivision Sign-Off)

_ Division of Reproductive, Gastro-Renal, and

Uroglogical Devices
510‘33 Number A (T

Page _1_of __1
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