g, Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016
C DEPARTMENT OF HEALTH & HUMAN SERVICES ' Public Health Service

WLALTH
of -
A g,

I

*;R : Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —WO066-G609
Silver Spring, MD 20993-0002

Mr. Ashvin Desai :

Manager, Regulatory Affairs ' _ Sé‘,o
Prosurg, Inc. ' : / 7
2195 Trade Zone Blvd. Lp
SAN JOSE CA 95131 '

Re: K120766 S
Trade/Device Name: NeoScope™ Digital Video Endoscopic System
Regulation Number: 21 CFR§ 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: II
Product Code: FAJ.
Dated: August 27, 2012
Received: September 4, 2012

Dear Mr. Desai:

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 11 (Special Controls) or class IIl (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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 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/CentersOfficessfCDRH/CDRHOffices/ucm 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 Surveiliance 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://\\Wf-fda.govMedicalDevices/ResourcesforYou/Industrv/default.htm.

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use

510(k) Number (if known):#¥ 12074 ¢

Device Name: NeoScope ™- Digital Video Endoscopic System |

Indications For Use:

The Prosurg;s NeoScope (Cystourethroscope /Cystoureteroscope /Cystor?ephroscope)
Digital Video System (which includes the Digital video Endoscope and Video Cgpture :
Module) is intended for use- to examine body cavities, hollow organs and canals in the
body, in the Urinary tract, and can be percutaneously to examine the inteﬁor of the kldngy
and using additional accessories can be used to perform various diagnostic and therapeutic

procedures.

The Prosurg’s Neoscope (Hysteroscopce) Digital Video System _(which inclpdes the
" Digital Endoscope and Video Capture Module) is intended for use to examine body
" cavities, hollow organs and canals in the body. in the Gvnecological tract, and car be

percutaneously to examine the interior of the uterus and using additional accessories can

be used to perform various diagnostic and therapeutic procedures.

Prescription Use / AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) . " (21 CFR 801 Subpart C)

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

Concurrence of CORH, Office of Dg¥ice Evaluation (ODE)

gDivision Sign-Off)
Division of Re , '
Urological De\ﬁég‘s’”“'ve, Gastro-Renal, and

510(k) Number k 120 70 C; Page 10f 1.

PR

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-.796-81 18
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Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —~W066-G609
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¥vig

Mr. Ashvin Desai _

Manager, Regulatory Affairs _' _ , ‘944‘,0

Prosurg, Inc. . / 7
2195 Trade Zone Blvd. | ' 20/2'
SAN JOSE CA 95131

Re: K120766
Trade/Device Name: NeoScope™ Digital Video Endoscopic System
Regulation Number: 21 CFR§ 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: II
Product Code: FAJ
Dated: August 27, 2012
Received: September 4, 2012

Dear Mr, Desai:

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 deviceis classified (see above) into either class II (Special Controls) or class IIl (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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 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/CDRH/CDRHOffices/ucm115809.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

 htp://www fda. ,qovfMedlcalDev1ces/Safety/ReportaProblem/default htm for the CDRH s Office
of Surveillance and Biometrics/Division of Postmarket Survelllance

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 ouw/Industry/default.htm.

Since;éiy
VA

. Division of Reproductive, Gastro-Renal,
- and Urological Devices
. Office of Device Evaluation
- Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ind_ications for Use

510(k) Number (if known): #1287 ¢ ¢

Device Name: NeoScope ™- Digital Video Endoscopic System

Indications For Use:

The Prosurg’s NeoScope (Cystourethroscope /Cystoureteroscope /Cystonephroscope)
Digital Video System (which includes the Digital video Endoscope and Video Capture -
Module) is intended for use to examine body cavities, hollow organs and canals in the
body, in the Urinary tract, and can be percutaneously to examine the interior of the kidney

- and using additional accessories can be used to perform various diagnostic and therapeutic
procedures. | | -

The Prosurg’s Neoscope (Hysteroscopce) Digital Video System (which includes the
_Digital Endoscope and Video Capture Module) is intended for use to examine body
- cavities, hollow organs and canals in the body. in the Gynecological tract, and can be

percutaneously to examine the interior of the uterus and using additional accessories can

be used to perform various diagnostic and therapeutic procedures.

Prescription Use / AND/OR Over-The-Counter Use
(Part 21 CFR.801 Subpart D) _ ‘ (21 CFR 801 Subpart C)

NE(gLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
DED) | |

Concurrence of CDRH, Office of Dgwice Evaluation (ODE)

(Division sin

Division of Re .
s_L)Jrological oe\ﬂégg“ V?: Gastro—Renal and
10(k) Numbey v A Page 1 of __|

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FAX HEADER 1
FAX HEADER 2
T TTED/STORED : SEP. 12.2012 3:48PM ' _ :
F M OPTION ADDRESS . RESULT PAGE
9200 MEMORY TX : 4089451390 0K _' 3/3
""—"EEZQSZ_E;E_EEZSE ____________________________________________________________________________
5:33 ngNiNLSJ\:ECR)R LINE FatL E:?&g %BSFACSIMILE CONNECTION
d'._*‘tm&ll“"
:_f.: / - DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
i‘ [« - .
*'*-v:z . Food and Drug Administration
: 10903 New Hampshite Avenue
- = ’ Document Control Room —WQ66-G60%
- . Silver Spring, MDD 20993-0002
Mr. Ashvin Desai
Manager, Regulatory Affairs : . 6‘4‘,0
Prosurg, Inc. . 7 7
2195 Trade Zone Blvd. . 7~

SAN JOSE CA 95131

Re: K120766
Trade/Device Nameo: NeoScochM Digital Video Endoscopic System
Regulation Number: 21 CFRS§ 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: II
Product Code: FAJ
Dated: August 27, 2012
Received: September 4, 2012

Dear Mr. Desai:

‘We have reviewed your Section 510(k) premarket notification of iatent to market the deviae
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 (IPMA).
You may, therefore, market the device, subject to the genecral 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 liabilit Y
warrantics. We remind you, however, that device labeling must be truthful and not rn.lsleadmg

If your device is classified (see abave) into cither class II (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device gan be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
Ppublish further announcements concerning your device in the Federal Register. -

Please be advised that FDA’s issuance of a substantial equivalence determination does ot mean -
that I'DA 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 xequirements, including, but not limited to: registration and listing

(21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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H Office of Device Evaluation &
T’v. Office of In Vitro Diagnostics
- COVER SHEET MEMORANDUM

~ From: Reviewer Name %‘[ ﬁd g’“&) K’UM
Subject: 510(k) Number KZJ :)\D ’7(0 ‘0 15")\

To: The Record

Please list CTS decision code Se

O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
hitp:/feroom.fda.gov/eRoomReq/F |les/CDRH3ICDRHPremarketNotrﬁcatlon510kPrcm@_mlo 5631 /Screemnq%200heckhst%207%
202%2007.doc )

0O Hold (Additional Infgrmation or Telephone Hold). : '

Q_Final Decision {SE,/SE with Limitations, NSE (select code below), Withdrawn, efc.).

Not Substantially Equivalent (NSE) Codes

O NO © NSE for lack of predicate

O NI NSE for new intended use

O NQ NSE for new technology that raises new questions of safety and effectiveness

0O NU ~ NSE for new intended use AND new technology raising new questlons of safety and
. effectiveness

O NP NSE for lack of performance data

O NS NSE no response

O NL : NSE for lack of perfon'nance data AND no response

O NM NSE pre-amendrmient device call for PMAs (515i)

O NC- NSE post-amendment device requires PMAs

O NH _ NSE for new molecular entity requires PMA~ — - — =~ oo

O TR NSE for transitional device

Please complete the following for a final clearance decision (ie. SE, SE with'Limitations, etc.):
' . Attach IFU

| Indications for Use Page
510(k) Summary 10(k) Statement _ Attach Summary _
Truthful and Accurate Statement. ' Must be present for a Final Decision

Is the device Class e : ' : o : -.
If yes, does firm include Class il Summary? Must be present for a Final Decision T

Does firm reference standards?
(If yes, please attach form from http: //www fda. qovloDacom/morechouceslfdaforms/FDA- Lt

3654.pdf)

11s this a combination product? ' .
. _ 1

(Please specify category see
‘hitp://eroom.fda. qov/eRoomReq/FllesICDRH3ICDRHPremarketNotlf cation510kProgram/0 _413b/CO

—
MBINATION%ZOPRODUCT%ZOALGORITHM%ZO(REVISED%20342-031 DOC . |
Is this a reprocessed single use device? : ' ' L ‘
(Guidance for industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http:/www.fda. qov/cdrh/odelqurdanceﬁ216 htmt)

\

Is this devrce mtended for pedlatnc use only'? _ t/ .

Is this a prescnptlon device? (f both prescnptlon & OTC check both boxes ) ' : /

Did the application include a completed FORM FDA 3674, Certification with Requirements of Lt
ClinicalTrials.gov Data Bank? _

Is clinical data necessary to support the review of this 510(k)'? Lt

For United States-based clinical studies only: Did the application include a completed FORM 1/}

FDA 3674, Cértification with Requirements of Clinical Trials.gov Data Bank? (If study was

Rev. 2/_29/12 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



@

Records Processed under FOIA request 2015—10055' Released by CDRH on 07/08/2016

conducted in the United States, and FORM FDA 3674 was not mcluded or mcomplete then
apptlicant must be contacted to obtain compteted form.} .
+{ Does this-device mclude an Animal Tissue Source? LA
All Pediatric Patients age<=21 . :
: -
Neonate/Newborn (Birth to 28 days) v
Infant (29 days -< 2 years old) - g
Child (2 years -< 12 years old) = d
Adolescent (12 years -< 18 years old) >
Transitional Adolescent A (18 - <21 years old) Special considerations are being given tfo this =
group, different from adults age > 21 (different device design or testing, different protocol
procedures etc.)
o
Transitional Adolescent B (18 -<= 21 No specnal consnderatlons compared to adults => 21 years ‘
old)
Nanotechnology | et
Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC. 4
Guidance, http://www.fda.gov/cdrh/comp/quidance/169.html) _
Regulation Number Class* Product Code
16 . /560 7L FAT

("lf uncla551f ed, see 510(k) Staﬁ)
Additional Product C

Review: OZ/M P ML/ACW&’B‘J JDOB ‘ﬂ hOJ’V

/(Branch Chief) (Branch Code) (Date)
>/

Final Review: . {
. (Divisiorf Director) : ate)

Questions? Contact FDA/CDRH/OC.E/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) “SUBSTANTIAL EQUIVALENCE”

is Compared to
eted Device *

| \

Descriptive Information Does Ngw Device Have Same
about New or Marketed

Device Requested as Needed

| ves

NO Do the Differences Alter the intended
Indicdgion Statement?———®  Therapeutic/Diagnostic/etc. Effect

" DECISION-MAKING PROCESS

(&)
0 |

YES
(in Deciding, May Consider Impact on
Safety and Effectiveness)?**

New Device Same Intended NO
Use and May be ‘|{Substantially Equivalent” <
. : New Device Has O
New Intended Use
Does New Devi€e Have Same
- Technologicat (haracteristics, NO Could the New
e.g. Design, Nlaterials, etc.? — P Characteristics Do the New Characteristics
YES Affect Safety or —— Raise New Types of Safety JYES O
l Effectiveness? or Effectiveness Questions? R
’ NO Arelthe Descriptive NO A
aractdristics Precise Enough : NO
sure Equivalence?
- — qure Eq . @
Are Performance Data Do Acccpted Scientific -
vailable to Asses Equivalence? YES Methods Exist for
' ' Assessing Effects of ~ NO
the New Characteristics?
1 YES '
|
Performance Are Performance Data Available NO
Data Required To Assess Effects of New
. . Characteristics? ***
\ YES
GO )
Y
» Performance Data Demonstrate Performance Data Demonstrate
Equwaléag _—_Q(r 0O < Equivalence? ~ €——
YES NO
(o]
- “Substantially Eqﬁivalen .
To Determination To
* ~ 510(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between

“marketed and -“predicate” (pre-Amcndments or reclassified post-Amendments) devices is unclear.

*¥

*E¥

This decision is normally based on descnpnve information alonc but limited testing information is sometimes reqmrcd

Data maybe in the 5 10(k), other 510(k)s, the Ccntcr 5 clasmﬁcatlon files, or the hterature -.

"Questions? Contact FDA/CDRH/OCE/DID at CDRH FOISTATUS@fda hhs. gov or 301-796-8118

Not Substantially
Equivalent Determination
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) }C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

“Wyazg
' Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Premarket Notification [510(k)] Review

Traditional

K120766/S2
Date: September 11,2012
To: The Record ' Office: CDRH/ODE
From: Mary E. O’Brien, RN, MSN _ Division: DRGUD/ULDB

510(k) Holder: Proéurg, Inc.
Device Name: Endoscopic Diagnostic & Treatment System (modification)
Contact: A. Desai
Phone: 408-945-4044
Fax:  408-945-1300
" Email: Ashvin@Prosurg.com

I. Purpose and Submission Summary

The 510(k), Prosurg, Inc., holder would like to introduce the Endoscopic Diagnostic & Treatment System
(modification) into interstate commerce. :

Review Team:

Lead Reviewer: Mary Beth O’Brien, RN, MSN, ULDB
Engineer: Tuan Nguyen, Ph.D., Engineer, ULDB

II. Administrative Requirements

Indicatioﬁ for Use page (Iﬁdiéate -if:- Prr;scription or (.)_TC)‘ o .P;g;a- 19—/50 -
Truthful and Accuracy Statément . | Fégeé S
-510(k) Surﬂméry or .510(1-(_)——S-t.atem-ent | . ‘ o -Page 2 B
Standafds Form - : - .Af-ter béée 32 -

I11. Device Description

Is the devi-cé life-supporting or life s-lj;tz;ir—ling?

| Is the device an implant (implanted longer thari-30 days:)_;? o

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Does the device design use software?

[s the device sterile?

[s the device reusable (not reprocessed single use)?
Are “cleaning” instructions included for the end user?

The NeoScope™ Endoscopic Diagnostic & Treatment System (Modification) is a sterile, single-use
modular device for endoscopic diagnostic and treatment. It is compatible with standard endoscopes and
interchangeable accessories. The device consists of an outer guide probe, adapter, delivery system and a
viewing scope. The outer guide probe is used for irrigation. The delivery system comprises the injection
needle and probes for delivering treatment substance, tissue agents, imaging dyes and contrast agents,
drugs, sclerosing agents and bio-toxins. It can also be used for delivering thermal energy for tissue
ablation and removal using radio frequency (RF), laser, microwave energy, cryo energy. The device can
be used in a variety of endoscopic functions such as cystoscope, resectoscope, nephroscope, hysteroscope,
and laparoscope. The original NeoScope™ Endoscopic Diagnostic & Treatment System is shown'in the
“following figure.

Lasar Cy31osoan?

NeoScop . St g Fuape
Deope '.‘/& JEuige Picbe egheatns A

P R

' , :// NeoScope:

Unisis0l Dagoscapa

Figure 1: The NeoScope™ Endoscdpic Diagnostic & Treatment System

The new NeoScope™ Endoscopic Diagnostic & Treatment System (Modification) consists of a digital
viewing endoscope with a LED light source and video module interface for display using commercially
available monitoring devices. The new NeoScope™ Endoscopic Diagnostic & Treatment System
(Modification) with the proposed modification system is illustrated in the following figure.

P
{
© NeoScope
’ NeoScope
NeoScope- Digiial endoscope : NeoScope w/ Video Module NeoScope w i Display

Figure 1: The NeoScope™ Endoscopic Diagnostic & Treatment System (Modification)

The subject device is designed for optimal visualization via digital imaging technology and to allow fluid
irrigation and microsurgical instrument access. It can be introduced through various body cavities and
opening. ' '

K 120766
ProSurg Endoscope

2 o
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The following table summarizes the product specifications of the NeoScope™ Endoscopic Diagnostic &
Treatment System (Modification) along with their functions and descriptions.

" TABLE 2 - PRODUCT SPECIFICATIONS

Component/
Function

Description/Model

Material

Outer Gitide Probe
(Sheath)

Diameter: 10 — 36 Fr
Working Length: 10 — 45 cm

Probe: Stainless Steel 304/306 -
Handle: ABS
Probe Tip: Silicon

Delivery System

Diameter: 3 — 10 Fr
Working Length: 10 — 45 cm

Injection Needle: Stainless Steel 304/306
RF Electrodes: Stainless Steel 304/306
Catheters: Polyurethane

RF Electrode Insulation: TPE/FEP

Hub Connector: Polycarbonate
Monopolar/Bipolar: Stainless Steel 304/306

Conventional
Viewing Endoscope

Diameter: 1.0 — 12 mm
Viewing Angle: 0°, 12°, 30°

Outer Tubing: Stainless Steel 304/306
Rod Lens Optics: Quartz

Digital Endoscope
(Rigid)

Diameter: 5.0, 7.0, 10.0 mm
Working Length: 15, 30, 40 cm
Working Channel: 1, 1.5 mm

Rigid Outer Sheath: Stainless Steel 316
Optical Window: Quartz
Handle: ABS

Digital Endoscope

Diameter: 5.0, 7.0, 10.0 mm
Working Length: 30, 40, 70 cm

Flexible Outer Sheath: TFE

Optical Window: Quartz

‘ (Flexible) Working Channel: 1, 1.5 mm Handle: ABS
Video Interface Module El Gato video module (Window/Mac OS)
Accessories Connecting Cable USB 2.0 Connector .
Video Display Monitor Laptop/Table Computer/Mobile Phone
: . Blister Tray Commercially_Avaiiable
Packaging Tyvek Lid Package

FDA Concern:

Please provide a more detailed descfiption of the device and its various éonﬁgurations, including:

(i) Identification and description of each component/accessory, including complete details regarding

the thermal energy for tissue ablation and removal using RF (Monopolar I Bipolar), Laser,
Microwave energy, Cryo energy and Microsurgical instrumentation), and '
(ii) A complete list of all compatible endoscope designs (currently listed as “Storz, Wolf,
Circon/Gyrus/ACMI, Olympus & others,” which is open-ended). '

Sponsor Response:

The NeoScope Video Endoscopic System consists of three main components:

(a) Digital Video Endoscope (Prosurg Inc)
(b). Video Module & Software (El Gato Company)

K120766
ProSurg Endoscope
3

Questions? Contact 'FDA/CDRH/O_CE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(c) Laptop I Tablet Computer (Mac, Windows Computer Companies)
Digital Video Endoscope (Rigid /Flexible)

The Digital Video endoscope design incorporates a CMOS imaging sensor and 4 ea built- in LED (Light
Emitting Diodes) mounted at the distal end, connecting wires along the length of ¢ hollow tubular
structure and a USB 2.0 Connector at the proximal end. The distal end of the endoscope containing
CMOS sensor and LEDs, is protected by sealed optical glass window and the proximal end of the tubular
structure is housed into a medical grade ABS molded handle. The Neoscope endoscope is provided sterile
for Single use only and does not require cleaning, reprocessing or re-sterilization. The Neoscope
Endoscope is available as a 5.0 mm OD diagnostic device or 7.5mm OD as an operating device with 5 Fr
working channel. The Neoscope can be utilized as a Cystoscope or Hysteroscope by a trained physician
for diagnostic and operating procedures, usmg commercially avallable vndeo capture module and portable
laptop I Tablet computer.

The Digital Video Endoscopes are supplied sterile for single use only and does not require cleaning,
rcprocessmg or re-sterilization. .

Video Capture Module & Software:

convert Analog video (VCR) tapes & other media into Digital files or DVD are supplied by

company for use with majority of commercial computers. The Video Capture module with software are
not patient contact items and can easily be connected I loaded to the Laptop/ Tablet computer. The Video
Capture Module receives the analog signal from CMOS sensor of the endoscope and coverts it into digital
video signal recordings. The ioftwarc is used to format the digital video recordings into
commonly used video format files, including Quick Time, i Tune, i Movie, window Media

& You Tube.

The commercially available, Video Capture Module and Video Processing Software, commonli used to

» Note: The Video module and software are commercially available products (IS Company) and are
_ non patient contact items. (Supplied non sterile).

Portable Laptop I Tablet Computers:

The Portable Laptop I Tablet Computer can be used as a video monitor and recording I storage device to
view, record, edit, store and transfer /transmit the video files. The Digital Video Endoscope and Video
Capture Module can be connected to majority of commercially available Laptop /Tablet computer using
standard USB 2.0 connecting cables. If necessary, additional USB connecting cable can also be used.

* Note: The Laptop I Tablet Computer is commercially available product (Mac or
Windows based Operating System). (Not supplied by Prosurg, Inc.).

(1a) Components and accessories (clarification)

The proposed 510(k) application is only for NeoScope- Digital Video Endoscope System and does not
include any micro instruments, RF probes, Laser Fiberoptics, Microwave or Cryo energy delivery devxccs
or other accessories to be supplied by Prosurg, Inc.

The working channel provided in the video endoscope is for suction and irrigation of fluids, commonly
used during endoscopic procedures. The working channel can also be used to insert commercially
available micro instruments and accessories (max size 5.0 Fr).
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(1b) The NeoScope — Digital Endoscope device is compatible with commercially available rigid/flexible
cystoscope and hysteroscope components, instruments and accessories marketed by Storz, Wolf,
Olympus, Circon, ACMI, and Gyrus. The NeoScope can also be used with commerc1ally available
suction and irrigation systems for endoscopic use. '

NeoScope -Digital Video Cystoscopes & Hysteroscopes (Rigid | Flekible)

Model # Description Dimensions

NCRS50S Diagnostic Neo-Cystoscope | 5.0 mm Dis, 28 c¢m length
NCR758 Operating Neo-Cystoscope 7.5 mm Dia, 28 cm length
NHRS50S Diagnostic Neo-Hysteroscope 5.0 mm Dia, 28 cm length
NHR75S Operating Neo-Hysteroscope . | 7.5 mm Dia, 28 cm length
NCF75S Operating NeoFlex-Cystoscope | 7.5 mm Dia, 36 cm length
NHF75S Operating NeoFlex-Hysteroscope | 7.5 mm Dia, 36 cm length -
NVMM Video Module & Software (Mac)

VMW ' Video Module & Software
' (Windows)

USB60 USB 2.0 Connecting cable 6.0 ft

USBI2 USB 2.0 Connecting cable 12.0 ft

FDA Response:

The sponsor has provided more details as to the description of their dewce and has limited rhezr device to
- GU and OB/GYN ma’zcatlons This response is adequate.

IV. Indications fpr Use

The NeoScope™ Endoscopic Diagnostic & Treatment System (modification) is intended for cystoscopic,
hysteroscopic, laparoscopic, resectoscopic and endoscopic treatment of urological, gynecological,
gastroenterological disorders and diseases of prostate, bladder, urethra, uterine cavity, stomach, GI,
urinary tract and reproductive organs using biomaterials, laser and RF devices, tissue ablative and
augmenting agents, microsurgical instruments and endoscopic accessories

FDA Concern:

You state that the NeoScope_TM Endoscopic Diagnostic & Treatment System (Modification) is a.
~newly modified device with cross-specialty applications and therefore subject to the provisions of
the Act for premarket notification. The device represents bundled and cross-specialty medical
applications. Based on your 510(k) submission, the subject device has applications in many medical
subspecialties, encompassing multiple Office of Device Evaluation (ODE) review divisions including
urology, ob/gyn and general surgery. This is not consistent with ODE’s bundling policy, according
to FDA guidance “Bundling Multiple Devnces or Multlple Indications in a Single Submission”
(issued 6/22/2007);
http://www.fda. 0ov/l\’led|calDewces/DevnceRegulatlonandGmdance/Gu1danceD0cuments/ucn108973

1.htm.).

The urology and gastroenterology device applications can be reviewed by the ODE Branch
(Urology and Lithotripsy Devices Branch). However, you should withdraw the general surgical
device application (laparoscope) and gynecology (hysteroscope) from this 510(k) and submlt them
separately for review under a new 510(k) for those review branches.
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As indicated in the subsequent deficiencies, the urology and gastroenterology (GU) device
applications need to be described in greater detail, with testing, to support their inclusion in this
bundled 510(k) submission.

Sponsor Response:

The sponsor has removed the general surgical device application (laparoscope). This submission included
the cystourethroscope, cystoureteroscope, cystonephroscope for GU indications and the hysteroscope
for OB/GYN indications. The revised indications for use are the following:

The Prosurg's NeoScope (Cystourethroscope /Cystoureteroscope /Cystonephroscope) Digital Video
System (which includes the Digital video Endoscope and Video Capture Module) is intended for
use to examine body cavities, hollow organs and canals in the body, in the Urinary tract, and can be
percutaneously to examine the interior of the kidney and using additional accessories can be used to
perform various diagnostic and therapeutic procedures.

The Prosurg's Neoscope (Hysteroscopce) Digital Video System (which includes the

Digital Endoscope and Video Capture Module) is intended for use to examine body

© cavities, hollow organs and canals in the body, in the Gynecological tract, and can be
percutaneously to examine the interior of the uterus and using additional accessories can be used to
perform various diagnostic and therapeutic procedures.

FDA Response:

The sponsor has change tine indications for use to include only GU and OB/GYN indications.
This can be found in K120766/ S1 on the Indications for Use page and in the labeling. This response is
adeguate. :

V. Predicate Device Comparison

The sponsor has provided minimal predicate comparison to the subject device.

FDA Concern:

You have provided a limited comparison between your devices and the predicate device to
determine substantial equivalence. In order to support the substantial equivalence of your proposed
devices and the predicate devices you identify in your 510(k), please provide a detailed tabular

. comparison of the specifications of your devices and the predicates. For devices with the same
intended use as the predicate devices, we would expect to see the comparisons in terms of
indications for use, technology, physical dimensions, materials, design and performance
specifications including any testing. And, a discussion as to whether those characteristics are the
same as the predicates of if they are different, why those differences do not raise new questions of
safety and effectiveness and demonstrates that the proposed devices are at least as safe and effective
as the legally marketed devices.
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Specifications

Prosurg, Inc.
NeoScope™ Endoscopic
Diagnostic & Treatment
System (Modification)
K120766 (subject device)

Prosurg, Inc.
NeoScope™ Endoscopic
Diagnostic & Treatment
System

K042780

Indications for Use

(Cystourethroscope
/Cystoureteroscope
/Cystonephroscope) Digital
Video System (which includes
the Digital video Endoscope
and Video Capture Module) is
intended for use to examine
body cavities, hollow organs

and canals in the body, in the

Urinary tract, and can be
percutaneously to examine the
interior of the kidney and using
additional accessories can be
used to perform various
diagnostic and therapeutic
procedures.

(Hysteroscopce) Digital Video
System (which includes the
Digital Endoscope and Video
Capture Module) is intended
for use to examine body
cavities, hollow organs and
canals in the body, in the
Gynecological tract, and can be
percutaneously to examine the
interior of the uterus and using
additional accessories can be
used to perform various
diagnostic and therapeutic
procedures.

Is intended for Cystoscopic,
Hysteroscopic, Laparoscopic ,
Resectoscopic and Endoscopic
treatment of Urological,
Gynecological, .
Gastroenterological disorders and
diseases of Prostate, Bladder, -
Urethra, . Uterine cavity,
Stomach, GI, Urinary tract and
Reproductive organs using
Biomaterials, Laser & RF devices,
Tissue ablative and Augmenting
agents, Microsurgical instruments
and Endoscopic accessories.

Materials:

Sheath Stainless steel / TFE Stainless steel / TFE
Distal end Quartz Glass Quartz Glass
Dimensions:

Diameter (mm)

5.0 mm, 7.5 mm,

1.0 mm-12.0 mm

Length (cm) 28 cm—36 cm 10cm—45cm
Viewing Angle 0 & 30° 0,12, & 30°
Use Single use Reusable
Sterility Supplied sterile Supplied sterile
K120766
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FDA Response.

" This response is adequate.

VI. Labeling

The sponsor has provided minimal labeling for the subject device.
FDA Concern:

You should include instructions for use in addition to the labeling provided which addresses:

a. The intended use statement should include specific indications for use, clinical setting, a defined
target population, etc. In your case you would have to provide separate labeling for each type
of endoscope including the accessories you plan to provide.

b. .Directions for use should include:
i) instructions on how to prepare each type of endoscope for patient use;
ii) how to insert and remove each type of endoscope;

iii) other specific physician labeling as to the principles of operation for each type of
endoscope and accessories for each type of endoscope you plan to provide;

iv) a statement of whether each type of endoscope is intended as single use/disposable or
reusable. If endoscope is to labeled as reusable for the same patient, provide adequate
instructions about how to clean and sterilize the endoscope, as well as validation as to
anticipated changes in device function secondary to reprocessing (e.g., change in
antimicrobial status). Functional test procedures for the endoscope prior to use should
also be provided, e.g., optical functioning. A separate reprocessing manual may be
required

V) A separate user’s manual may be required for the principles of operation of each type of
endoscope including the accessories.

¢. Contraindications, precautions, warnings, and adverse effects should be included within the
labeling for each type of endoscope including the accessories you plan to provide.

See also Labeling Requirements, at ,
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/Devicel.abeling/def
ault.htm '

Sponsor Response:

The Product labeling along - with Instructions for Use has been revised for the proposed, single use,
NeoScope Cystoscopes /Hysteroscope for Diagnosis and treatment of Urological disorders and
Gynecological disorders. The Instructions for Use also includes revised Indications for use,
Contraindications, Precautions, Warnings and potential adverse effects associated with the use of the
device. -
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FDA Response:

The sponsor has changed the indications for use for the cystoscope and the hysteroscope. The
Instructions for Use also includes revised Indications for use, Contraindications, Precautions, Wammgs
and potential adverse effects associated with the use of the device.

This can be found in Ki120766/S1 on pages 13 to 28. This response is adequate.

VIL Sterilization/Shelf Life/Reuse

1 Sterllant

- a. Sterlllzatlon method description Ethylene oxide
(e.g., Steam (moist heat), EO, Radiation):

b. Dose, for radiation : - - ' N/A
(e.g., 25 - 50 kGy):

c. Sterilant residuals remaining on the device: EO — not > 20 mg per day
For EO, the maximum levels of residuals of EO and ethylene chlorhydrin that ) :
remain on the device (note: not to include ethyiene glycol residual level ECH - not > 12 mg per day
because the standards that have been, or currently are recognized, ETO gas levels were < 0.3
"ANSI/AAMI/ISO 10993-7:1995 and 2008 Biological Evaluation of Medical <
Devices — Part 7: Ethylene Oxide sterilization residuals," do not include mg /_sample a_nd <1 mg /
measurement of ethylene glycol residuals); . sample respec.tlvely (5 days

. post sterilization

2. A description of the Validation Method for the sterilization ANSI/AAMIISO 11135:2007
cycle (not data): ' and EN 550
(Full citation of an FDA recognized standard is .
recommended including date (e.g., ANSI/AAMI/ISO
11135:2007)),

3. Sterility assurance level (SAL): 10°®
(e.g., 10°® for all devices (except 10™ for devices that contact
intact skin))

4. Is it labeled “Pyrogen Free”?" _ Not stated v
If so, a description of the method: Limulus amebocyte lysate
(e.g., LAL (Limulus Amebocyte Lysate test)) ' test
5. A description of the packaging Blister Tray & Tyvek Lid
(not including package integrity test data): - Package
SHELF LIFE

The sponsor reports that the shelf life for the device is one year, howeVer, have not provided the reports to
support a one year shelf life. '

FDA Concern:

You have stated that your shelf life determination is for 1 year for your device however, you have
not included the reports to support your 1 year shelf life. Your shelf life should be supported by
appropriate bench tests and/or sterilization and packaging validation. Please refer to the
“Updated 501(k) Sterility Review Guidance K90-1; Final Guidance for Industry and FDA
available at the following web site:
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http://www.fda. gov/MedlcalDevnces/DevnceRegulatlonandGmdance/Gu1danceD0cuments/ucmO72
783.htm

Sponsor Response:

The recommended Shelf life of the NeoScope ™.- Digital Video Endoscope System is one year. The
product shelf life was determined as per Accelerated aging techniques, based on the assumptions that the
chemical reactions involved in the deterioration of materials follow the Arrhenius reaction rate function.
The sterilized products were subjected to environmental conditions & were tested to confirm product
performance and packaging integrity specifications. The Shelf life Test Report is attached herewith for
your review and approval. Time aging test for 12 month will be initiated out upon completion of first
-manufacturing production lot

- FDA Response:

The sponsor has provided the following test res.ults in the Shelf Life Report found in K120766/S1:
10. Test Results: |

10.1 Product Visual & Functional Tests:

1 0.1.1 Visual ]nSpection of Neoscope™.- Video Endoscope Products & .Pkg '

Visual Inspection Verified that the Neoscope ™- Video Endoscopic System product, components, labels
and packages were not damaged. :

10.1.2 Functional Testing of Neoscope™- Video Endoscope Products & Pkg

(a) The functional testing of Neoscope ™- Video endoscope products was carried out to confirm that they
meet product specifications, including video imaging with connection to Video module & Laptop
computer. '

(b) Neoscope™ -Video Endoscopic System passed all of the f nal product Dzmenswna/ and functlonal
testing per QP 1130 & QP .1200.

10.1.3 Functional T esting of Neoscope™ Video Endoscope Packaging:

(a) Neoscope ™- Video Endoscope Tyvek I Mylar pouch packages did not get damaged, melted,
deformed , tom or broken during she_lf life testing.

(b) Tyvek I Mylar pouch Packaging Seal integrity did not get damaged, torn or compr: omlsea’ ( peel
strength) during shelf life testing.

(c) There were no holes, puncture or damage to Tyvek I Mylar pouch package ( dye check ) during shelf
llfe testing .

1.0 RECOMMENDAED SHELF LIFE:

Based on the result of Accelerated Ageing Test Method (ASTM F 1980: 2002) result, we have
determined that Neoscope™ -Video Endoscope products have a minimum one (1) year shelf life from
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date of manufacturing. Please note that Product Sterility and She/f life are in effect as long as the
package is not opened or damaged.

This response is adequate.

VIIL Biocompatibility

T,

» Comment:

The sponsor reports that materials used to manufacture the subject device are identical to the predicate
device and are safe and biocompatible materials that are widely used in the medical industry.

FDA Concern:

You have stated that materials used to manufacture the subject device are identical to the predicate
“device and are safe and biocompatible materials that are widely used in the medical industry.
Based on your statement, we cannot determine whether you have conducted biocompatibility
testing of your final devices according to ISO 10993 standards. We would expect to see
biocompatibility testing for limited contact of less than 24 hours to include but not limited to
mucosal irritation or intracutaneous reactivity, cytotoxicity, and sensitization on your final
sterilized devices Please note that the manufacturing process, including the sterilization process,
‘can significantly affect the biocompatibility of the final device due to the use of different additives
and the formation of various byproducts in manufacturing process.. Please clarify whether you
have conducted biocompatibility testing of your final, finished, sterilized device as recommended by
FDA blue book memo G95-1 and the ISO 10993-1:2009 standard. Please provide testing reports
and standards forms for each testing if the test was conducted according to FDA recognized
standards. Alternatively, please provide appropriate justification that your device is comprised of
the exact same materials and exposed to the same manufacturing processes as the predicate device.
Please refer to the guidance documents titled Blue Book Memo, G95-1, Use of International Standard
1SO-10993, and Biological Evaluation of Medical Devices which can be found at the following web site
http://www.fda. gov/MedlcalDevlces/DeVIceReguIatlonandGuldance/GuldanceDocuments/ucn108073
5. htm :

Sponsor Response:’

The Biocompatibility Report for the NeoScope Diagnostic and Therapeutic Endoscopic System, as per
limited Contact device (less than 24 hours) according to ISO 10993 standards has been attached herewith
for your review. Please note that the Biocompatibility report includes Cytotoxicity, study ISO ,
intracutaneous study and ISO maximization and Sensitization study for the Neoscope Diagnostic and
Therapeutic Endoscopic System. Please note that the material, packaging manufacturing process,
sterilization method & cycle are also identical. The Video module and laptop I Tablet computer being, not
patient contact items are provided non sterile.

FDA Response:

The sponsor has provided the biocompatibility testing of the Neoscope-Diagnostic & Therapeutic Endoscopic
System. The results are summarized in following table, followed with in-depth review of each test. [In depth
review testing for Cytotoxicity, Irritation/Sensitatization, and Maximization Sensitization Study was
-conducted and documented using the attached review templates that are prowded by the Blocompatlbllltv
Quality Review program and upon review has met requirements for ISO 10993.
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This response is adequate.

Standards

In-K120766/S1 on page 33 it is reported that FDA Forms 3654 are submitted with this appllcatlons
however, these forms were not attached and need to be submitted.

K120766
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Sponsor Response:

The sponsor has provided the FDA-3654 Standards Data Report for 510(k)’s.
FDA Response:

The sponsor has provided FDA-3654 Standards Data Report for 51 O(k) 's. These can be found in
K120766/S2.This response is adequate.

IX. Software
» Comment:
Since the subject device incorporates a digital viewing endoscope with a LED light source and video

‘module interface for display, operating software is needed. The sponsor needs to provide the software
evaluation and performance validation according to the following software test requirements.

Software Test Requirements:

Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices includes
the following:

. IEC 62304:2006 Medical Device Software - Software Life Cycle Processes

. http://www.fda.gov/cdrh/ode/software.html

. “Guidance for the Content of Premarket Submissions for Software Contained in Medical
Devices”

http://www.fda.cov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocum
ents/ucm089593.pdf, 5/11/05

. “Guidance for Industry, FDA Reviewers and Compliance on Off-The-Shelf Software Use in

Medical Devices”
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocum

ents/ucm073779.pdf, 9/9/1999

. “General Principles of Software Validation; Final Guidance for Industry and FDA Staff”
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocum
ents/UCMO085371.pdf, 1/11/2002

. “Guidance for Industry. Cybersecurity for Networked Medical Devices Containing Off-The-

Shelf (OTS) Software” _
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocum

ents/ucm077823.pdf, 1/14/05

FDA Concern:

The sponsor needs to address the following software evaluation and performance
requirements:

K120766
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Level of Concern
‘The firm should provide the level of concern, justification and supporting ratlonale

Software Description

Information should include a summary overview of the features and software operating
environment including information on programming language, hardware platform, operating
system and off-the-shell software. '

Software Hazard Analysis :

Information should include a tabular description of identified hardware and software hazards,
including severity assessment and mitigation(s), clinical hazards, method of control ‘of the
hazards and results of evaluating the correct implementation.

Software Requirements Specifications (SRS)
Information should include a detailed listing of all of the specific requlrements of the software
including specifications of the functional requirements for the software in the digital video

processor.

Architecture Design Charts
Information should include detailed depiction of functional units and software modules; it may
also include state diagrams as well as flow charts.

Software Des:gn Specifications (SDS).
This information should include a detailed SDS document, which describes how the SRS are

lmplemented

Traceabilitv Analysis

This information should include traceability matrix among requlrements, specnrcatlons,
identified hazards and mitigation(s), including traceability information on risk mitigation
measures and implementation of software design specifications, and verification and validation
testing. '

Development Plan

This information should: mclude a summary of the software life cycle development plan,
including the configuration management and maintenance plan documents. For a major level
of concern, this documentation should also lnclude an annotated list of control documents
generated during the development process.

Veriﬁcation, Validation, and Testing

For a minor level of concern, this documentation should include the software functional test
plan, pass/fail criteria, and results. For a moderate level of concern, this documentation should
include a description of verification and validation (V&YV) activities at the unit, integration,
and system level, as well as system level test protocol, including pass/fail criteria, and tests
results. For a major level of concern, this information should include a description of V&V
activities at the unit, integration, and system level as well as unit, integration and system level
test protocols, including pass/fail criteria, test report, summary, and tests results.

Revision Level History
Information should include a revision history log, including release version number and date to
document the history of software revisions generated during the development of the software.

Unresolved Anomalies (Bugs)

K120766
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For moderate and major, the documentation should include a list of remaining software
anomalies, annotated with an explanation of the impact on safety or effectiveness, including

operator usage and human factors.

Off-the-Shelf (OTS) Software
The firm should provide information on any OTS software.

Cyber and Information Security

The firm should address security issues associated with network communications since the
device may transmit endoscopic images to external servers (such as DICOM servers) via
network communications. The firm should also provide information, as appropriate, on the
Cybersecurity aspects of their device, including but not limited to, the following facets of
information security with respect to communications: confidentiality, integrity, availability and
" accountability.

Sponsor Response:

Prosurg states that the software for video processing is supplied by El Gato Company, and therefore,
software evaluation and performance are not required. However, according to FDA Guidance for the

Content of Premarket Submissions for Software Contained in Medical Devices, the firm is still '
responsible for the continued safe and effective performance of their device using off-the-shelf (OTS)

software.

FDA Response:
Therefore, the sponsor has adequately addressed this issue.

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

» Comment:

Electromagnetic Compatibility

K120766
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The sponsor has not provided any information on the electromagnetlc compatibility of their device to
assess its safety and effectiveness.

FDA Concern:

In order to evaluate the electromagnetic compatibility, safety, effectiveness, and reliability of your
device according to EMC standard IEC 60601-1-2:2007-Part 1-2: General Requirements for Basic
Safety and Essential Performance — Collateral Standard: Electromagnetic Compatibility —
Requirements and Tests — please provide the results of your testing and conclusions for those that
are relevant to this standard. Additionally, please provide the following information in order to
understand how the testing is performed: ‘

a. A summary of the testing that was done;

b. The requirements of the standard that were met (including immunity test levels);

c. The pass/fail criteria used; |

d. The functions of the device that were considered to be essential performance;

e. The performance of the device during each irﬁmunity test (e.g., degradation observed);

f. Identification and justification for any of the standard ‘s allowances that were used;

g. A description of and justification for any deviations from the requirements of the standard;
‘h. Evidence of compliance with the standard’ s labeling (identification, marking and

documents) requirements;

i. If any device modifications were needed in order to pass any of the EMC testing, a
description of these modifications and a statement that they will all be incorporated into the
production units. :

Sponsor Response:
Prosurg states that their devices do not generate electromagnetic radiation and the imaging sensor is
supplied by OmniVision. However, they indicate that their digital video endoscope design incorporates

CMOS imaging sensor and LED at the distal end. According to EMC standard 1EC 60601-1-2:2007—Part
1-2:2007, all electrical medical devices should conform to this consensus standard.

FDA Response:
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FDA Response:

Therefore, the sponsor has adequately addressed this issue.

Electrical Safety

The sponsor did not provide any electrical safety testing to conform to the internationally recognized
standards for electrical safety of medical electrical equipment.

FDA Concern:

You did not provide the electrical safety testing of your device under normal conditions and under
the operating conditions which include the use of specified electrical surgical units.. In order to
ensure that your device is electrically safe according to IEC 60601-1-1:2000 Medical Electrical
Equipment — Part 1-1: General Requirements for Safety — Collateral Standard: Safety
Requirements for Medical Electrical Systems and IEC 60601-2-18:1996 + A1:2000 Medical
Electrical Equipment - Part 2: Particular Requirements for the Safety of Endoscopic Equipment —
please perform the electrical safety testing of your active device with compatible electrosurgical
units and connectors and revise your instructions for use to include compatible electrosurgical
units. Please also provide the input parameters of your device that is required to achieve your
specmed output parameters. :

Sponsor Response:

Prosurg states that their device incorporates the imaging sensor supplied by_hat meets IEC
60601-1-1:2000 and IEC 60601-2-18:1996&2000. As such they have adequately addressed this issue.

FDA Response:
This response is adequate.
Mechanical Safety

’

The sponsor did not prowde any mechanical safety testing of their device to assess its safety and
effectiveness.

FDA Concern:

You did not provide a complete performance testing report summarizing the bench testing of your
device and its outcomes, including the number of devices tested or if tests were performed on the
final sterilized device. In order to determine the safety and effectiveness of your device please
provide a complete report of your product performance testing, mcludlng but not limited to the
following:

K120766

ProSurg Endoscope
17 '

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under_ FOIA request 2015-10055; Released by CDRH on 07/08/2016

a. Leak and pull testing;

b. Handle strength testing.

Sponsor Response:

Prosurg conducted the performance testing that includes pull force strength, leak, illumination, thermal
and functional tests with the accompanying test report. As such they have adequately addressed this
issue. ' .

FDA Response:

This can be found in the Test/Evaluation Report: Neoscope™ - Video Endoscope System in K120766/S1.
This response is adequate. '

Thermal Safety

The sponsor did not provide any thermal safety testing to conform to the internationally recognized
standards for thermal safety of medical electrical equipment.

FDA Concern: -

You did not provide the thermal safety testing of your device. In order to ensure that your device is
thermally safe according to IEC 60601-2-18:1996 + A1:2000 Medical Electrical Equipment - Part 2:
Particular Requirements for the Safety of Endoscopic Equipment — please provide the results of
your testing and conclusions for the device that applies to this performance standard.

Sponsor Response:

Prosurg conducted the performance testing that includes pull force strength, leak, illumination, thermal
and functional tests with the accompanying test report. As such they have adequately addressed this
issue. .

FDA Response:

This can be fowzd in the Test/Evaluation Report: NeoscopeTM - Video Endoscope System in K120766/S1.
This response is adequate.

XI1. Performance Testing — Bench

K120766
ProSurg Endoscope
18 .
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FDA Response:

This can be found in the Test/Evaluation Report: Neoscope™ - Video Endoscope System in K120766/S1.
This response is adequate.

XII. Performance Testing — Animal
There are no animal testing requirements for this device.

XIII. Performance Testing — Clinical

There are no clinical testing requirements for this device.

XIV. Substantial Equivalence Discussion
- . Yes . No
1. Same Indication Statement? v . If YES Go To 3
2. Do leferences Alter The Effect Or Rarse New - —[ IfYES Stop NSE
lssues of Safety Or Effectiveness? ‘ :
3. Same Technologrcal Charactemtrcs" v _i lfYES Go To 5 _
-4. | Could The New Chalactenstlcs Affect Safety (_)r— - —Tw - I H YES GO To 6
Effectiveness? ;
5. Descriptive Characteristics Precise Enough? | | v IfNO=GoTo8
: IfYES Stop SE
6 New Types Of Safety Or Effectweness Questrons" | H | '! | lfYES Stop NSIL
& Accepted Scrcntrf'c Methods Exnst" _ . Si-If NO = Stop NSE N
8 Performance Data Avallable'7 Sy ~Ith) Reqt;ehst‘Data -
9. Data Demonstrate Equrva]er]_ce_; ) I /_ . Fma_l Decision: SE

Note: See

http://eroom.fda.gov/ieRoomReq/Filessf CDRH3/CDRHPremarketNotification5 10kProgram/0_4148/FLO
WCHART%20DECISION%20TREE%20.DOC for Flowchart to assist in decision-making process.
Please complete the following table and answer the corresponding questions. "Yes" responses to
questions 2, 4, 6, and 9, and every "no" response requires an explanation.

K120766
ProSurg Endoscope
19°
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016

5. Explain how descriptive characteristics are not precise enough:
Standards forms, Software and EMC coﬁcems remain.

9. | Data Demonstrated Equivalence:

Standards forms, Software and EMC concerns were adequately addressed.
XV. Deficiencies |

The sponsor has adequately addressed all the necessary components of the premarket review for a 510(k)
submission.

XVI. Contact History -

K120766 dated 5 March 2012 received 8 Ma} 2012
K120766/S1 10 July 2012 received 18 July 2012
K120766/S2 Dated August 27, 2012 received September 4, 2012

XVIIL ..Recommendation: SE

Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope and accessories

Regulatory Class: Class II
Product Code: FAJ

Df 1) 30 ¢ 2~
Date

0/ /! / z0)2
Date "

'K120766
ProSurg Endoscope
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C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Siiver Spring, MD 20993

s,
“Wviza

Engineering Consult

K120766/S2

Date: September 10, 2012
‘To: Mary Beth O’Brien
From: Tuan Nguyen

CC: Glenn Bell

510(k) Holder: ProSurg,-Inc.
~ Device Name: NeoScope™ Endoscopic Diagnostic & Treatment System (Modification)

I. Purpose and Summary

Per your request, I have reviewed the sponsor's responses to our AI request in thls K120766/8002
submission that was received on August 27, 2012. ,

The major issues associated with the K120766/S001 consisted of the lack of safety and performance
testing including electromagnetic compatibility and software testing. The current review of the
K120766/S002 submission evaluates the sponsor’s responses to thé S1 deficiencies. Based upon
the information provided, the sponsor has adequately addressed the deficiencies. :

Il. Indications for Use

The revised Indlcatlons for-Use statements for both the subject device NeoScopeTM Endoscopic
Diagnostic & Treatment System (Modification) and the predicate NeoScope Endoscopic Diagnostic

& Treatment System are shown in the following table:

TABLE 1 — INDICATIONS FOR USE

Subject Device : . ' Predicate Device
NeoScope™ Endoscopic Diagnostic & Treatment System NeoScope™ Endoscopic
{Modification) K120766 Diagnostic & Treatment

: System K042780

Page 1 of 5
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Original:

The NeoScope™ Endoscopic
Diagnostic & Treatment System
(Modification) is intended for
cystoscopic, hysteroscopic,
laparoscopic, resectoscopic and
endoscopic treatment of -
urological, gynecological,
gastroenterological disorders and
diseases of prostate, bladder,
urethra, uterine cavity, stomach,
Gl, urinary tract and reproductive
organs using biomaterials, laser
and RF devices, tissue ablative
and augmenting agents,
microsurgical instruments and
endoscopic accessories.

Revised:

The Prosurg's NeoScope
(Cystourethroscope/
Cystonephroscope) Digital Video
System (which includes the
Digital video Endoscope and
Video Capture Module) is
intended for use to examine body
cavities, hollow organs and '
canals in the body, in the Urinary
tract, and can be percutaneously
to examine the interior of the
kidney and using additional
accessories can be used to
perform various diagnostic and
therapeutic procedures.

The Prosurg's Neoscope
(Hysteroscope) Digital Video
System (which includes the
Digital Endoscope and Video
Capture Module) is intended for
use to examine body cavities,

| ‘hollow organs and canals in the

body, in the Gynecological tract,
and can be percutaneously to

‘examine the interior-of the uterus

and using additional accessories
can be used to perform various
diagnostic and therapeutic
procedures.

The NeoScope™ Endoscopic
Diagnostic & Treatment System
is intended for cystoscopic,
hysteroscopic, laparoscopic,
resectoscopic and endoscopic
treatment of urological,
gynecological,
gastroenterological disorders and
diseases of prostate, bladder,
urethra, uterine cavity, stomach,
Gl, urinary tract and reproductive
organs using biomaterials, laser
and RF devices, tissue ablative
and augmenting agents,
microsurgical instruments and
endoscopic accessories.

. Device Description

The NeoScope™ Endoscopic Diagnostic & Treatment System (Modification) is a sterile, single-use
‘modular device for endoscopic diagnostic and treatment. It is compatible with standard endoscopes
and interchangeable accessories. The device consists of an outer guide probe, adapter, delivery
system and a viewing scope. The outer guide probe is used for irrigation. The delivery system
comprises the injection needle and probes for delivering treatment substance, tissue agents, imaging
dyes and contrast agents, drugs, sclerosing agents and bio-toxins. It can also be used for delivering
thermal energy for tissue ablation and removal using radio frequency (RF), laser, microwave energy,
cryo energy. The device can be used in a variety of endoscopic functions such as cystoscope,
resectoscope, nephroscope, hysteroscope, and laparoscope. The original NeoScope™ Endoscopic
Diagnostic & Treatment System is shown in the following figure.

NeoScope

Universa Engoscops’

NeoScops:

Laser Cystoscope

Figure 1: The NeoScope™ Endoscopic Diagnostic & Treatment System

Page 2 of 5
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The new NeoScope™ Endoscopic Diagnostic & Treatment System (Modification) consists of a digital
viewing endoscope with a LED light source and video module interface for display using
commercially available monitoring devices. The new NeoScope™ Endoscopic Diagnostic &
Treatment System (Modification) with the proposed modification system is illustrated in the following

figure.

i

NeoScope

NeoScope- Digital endoscope

NeoScope w/ Video Module

NeoScope w/ Display

Figure 1: The NeoScope™ Endoscopic Diagnostic & Treatment System (Modifiéation)

The s'ubject device is designed for optimal visualizatié via digital imaging technology and to allow
fiuid irrigation and microsurgical instrument access. It can be introduced through various body
cavmes and opening.

The following table summarizes the product specifications of the NeoScope™ Endoscopic-Diagnostic
& Treatment System (Modification) along with their functions. and descriptions.

TABLE 2 — REVISED PRODUCT SPECIFICATIONS

Component/

Function Descnptlon/ModeI Material
Camera Sensor. | CMOS Commercially Available
Light Source LED Commercially Available

Conventional
Viewing
Endoscope

Diameter: 1.0 mm
Viewing Angle: 0°

QOuter Tubing: Stainless Stell 304/306

Rod Lens Optics: Quartz

Digital Endoscope
(Rigid)

Diameter: 5.0 mm
Working Length: 28 cm
Working Channel: 1.5 mm

Rigid Outer Sheath: Stainless Steel 316

Optical Window: Quartz
Handle: ABS

Digital Endoscope
(Flexible)

Diameter; 7.5 mm
Working Length: 36 cm
Working Channel: 1.5 mm

Flexible Outer Sheath: TFE
Optical Window: Quartz
Handle: ABS

Accessories

Video Interface Module
Connecting Cable
Video Display Monitor

Commercially Available

. Blister Tray Commercially Available
Packaging Tyvek Lid Package
Usage Single Use Only Supplied Sterile

Page 3 of 5
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IV. Device Comparison

Prosurg provides a revised comparison matrix to include the indications-for-use statement, product
specifications, technology, and dimensions along with those of the predicate device. The product
specifications are revised and summarized in Table 2 above.

V. Software

The sponsor states that the software for video processing is supplied by [l Company and the
software installation for the device is not based on private intranet network or public internet (WiFi).
As a result, the cyber security risk is Iow

VI. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

Electromagnetic Compatibility

The sponsor states that the digital video endoscope is connected to DC power supply of the
computer via USB interface, the imaging sensor does not generate any electromagnetic radiation
and the amount of electromagnetic radiation generated by LEDs is low.

Electrical Safety

Prosurg states that their device incorporates the imaging sensor supplied by MG ot meets
IEC 60601-1-1:2000 and IEC 60601-2-18:1996&2000.

Mechanical Safety
Prosurg conducted the performance testing that includes pull force strength leak, and illumination,
‘thermal and functional tests with the accompanying test reports.

Thermal Safety
Prosurg conducted the performance testing that includes pull force strength, Ieak and illumination,
thermal and functnonal tests with the accompanying test reports.

VIl. Performance Testing — Bench

Optical Performance :
Prosurg conducted the performance testing that includes pull force strength, leak, and illumination,

thermal and functional tests with the accompanying-test reports.

VIII. Deficiencies -
Sponsor Responses to S1 Deficiencies:

1. You state that the software for video processing is supplied b iEIC ompany, and

- therefore, software evaluation and performance are not required. We respectfully
disagree with your statement. According to FDA Guidance for the Content of Premarket
Submissions for Software Contained in Medical Devices, you are still responsible for the
continued safe and effective performance of their device using off-the-shelf (OTS)
software. Please provide information of any OTS software used in your devices following
the “Guidance for Industry. Cybersecunty for Networked Medical Devices Containing Off-
The-Shelf (OTS) Software.”
http:/iwww.fda.gov/downloads/MedicalDevices/DeviceRequlationandGuidance/GuidanceD
ocuments/ucm077823.pdf, 1/14/05

Page 4 of §
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The sponsor states that the software for video processing is supplied by-ompany and
the software installation for the device is not based on private intranet network or public internet
(WIiFi). As a result, the cyber security risk is low. :

Therefore, the sponsor has adequately addressed this issue.

2. You state that your devicei ﬁi nii generate electromagnetic radiation and the imaging
sensor is supplied by However, you indicate that your digital video
endoscope design incorporates CMOS imaging sensor and LED at the distal end.
According to EMC standard IEC 60601-1-2:2007-Part 1-2:2007, all electrical medical
devices should conform to this consensus standard. Please provide the electromagnetic
compatibility evaluation of your devices to assess their safety and effectiveness in the
proximity of other electrical medical devices. Please also provide the results of your
testing and conclusions for those that are relevant to this standard.

- The sponsor states that the digital video endoscope is connected to DC power supply of the
computer via USB interface, the imaging sensor does not generate any electromagnetic
_radiation and the amount.of electromagnetic radiation generated by LEDs is low.

Therefore, the sponsor has adequately addressed this issue.

-3. You did not provide the risk analysis of your devices. In order to identify the hazards
associated with your devices, to estimate and evaluate the associated risks, to control
these risks, and to monitor the effectiveness of the controls according to ISO 14971:2007
- Risk Analysis, please provide the results of your risk analysis and conclusnons that
your devices are safe.

The sponsor states that test data based on laboratory testing demonstrated that their device
meets the specifications, is safe and effective for its intended use.

Therefbre, the sponsor has adequately addressed this issue.

IX. Recommendation

Based upon the information proyided, the sponsor has adequately addressed the deficiencies.

Tuan Nguyen, Ph.D.

Page 50f5
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The sponsor states that the software for video processing is supplied by-:ompany and
the software installation for the device is not based on private intranet network or public internet
(WIiFi). As a result, the cyber security risk is low.

Therefore, the sponsor has adequately addressed this issue.

You state that your devices do not generate electromagnetic radiation and the imaging
sensor is supplied by OmniVision. However, you indicate that your digital video
endoscope design incorporates CMOS imaging sensor and LED at the distal end.
According to EMC standard IEC 60601-1-2:2007—Part 1-2:2007, all electrical medical
devices should conform to this consensus standard. Please provide the electromagnetic
compatibility evaluation of your devices to assess their safety and effectiveness in the
proximity of other electrical medical devices. Please also provide the results of your -
testing and conclusions for those that are relevant to this standard.

The sponsor states that the digital video endoscope is connected to DC power supply of the
computer via USB interface, the imaging sensor does not generate any electromagnetic
radiation and the amount of electromagnetic radiation generated by LEDs is low.

Therefore, the sponsor has adequately addressed this issue.

IX. Recommendation

Based upon the information provided, the sponsor has adequately addressed the deficiencies.

Tuan Nguyen, l5h.D.
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/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration
oz : Center for Devices and Radiological Health
Document Control Center W066-G609 )
: . 10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

September 05, 2012

PROSURG, INC. ' " 510k Number: K120766
2195 TRADE ZONE BLVD. -
SAN JOSE, CALIFORNIA 95131 . Product: ENDOSCOPIC DIAGNOSTIC &

ATTN: A. DESAI

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notlﬁcatlon submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Tradltlonal and Abbrevnated
510(k)s. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
refer to this guidance for assistance on how to format an original submission for a Tradltlonal or Abbreviated

510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a

- submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedufa] questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at.
(301)796-5640.

Sincerely,

510(k) Staff

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Attn:
Mary Beth O'Brien, RN, MSN Aug 27, 2012

Urology and Lithotripsy Devices Branch

Division of Reproductive, Gastro-Renal & Urological Devices
Office of Device Evaluation

Center for Devices and Radiological Health

10903 New Hampshire Avenue

Silver Spring, MD 20993 FDA CDRYy DMcC
Re: NeoScocpe: ( Ref 510K 120766) ' SEP 4 2012

R .
Dear Ms O'brien, eCEIVed \Lg\

Based on your request , | would like to submit a response to your questions.
Please review the response and let me know if it meets your approval.

Electromagnetic Compatibility:

The digital Video Endoscope consists of CMOS imaging sensor (Omnivision) and
Four built-in LEDs mounted at the distal end of the endoscopic device. The digital
video endoscope is connected to DC power supply of the laptop / tablet computer via
USB interface and not to the electrical wall outlet. The nominal output of USB 2.0 of
the Laptop / tablet computer is 3.5 - 5.0 volts and current is 250mA- 500mA.

Please note that Prosurg does not market or sell any Laptop or Tablet computers
and EMC compliance of computer is responsibility of computer manufacturers.

The Imaging sensor is designed to capture the image of the target site and does not
generate any Electromagnetic radiation. The power consumption is DC 3.5 -5.0
volts. and 20mA. ( Please refer to attached specifications for CMOS sensor)

The LED module is designed to illuminate the target site and power consumption is
only 20 mA. ( please refer to attached specifications for LED)

The amount of Electromagnetic radiation generated by LEDs is extremely low .

The low level of Electromagnetic radiation from LED for the proposed device is so
low that it is safer than computer and the potential risk to the physician, patients,
support personnel and equipments in the clinic or operating room is extremely low.

Software:

Based on your recommendation, we reviewed FDA’s Guidance Document fof
Cybersecurity for Networked Medical devices containing Off the shelf (OTC)
software.

PROSURG, INC.
2193 Trade Zone Bivd. San Jose, CA 95131
Tel: (408) 945-4044, 1-800-200-SURG Fax: (408) 945-1390 -
Questions? Contact FDA/CR®|/(@CEMIID &eTTHRISLFIRS/TIOT USEDAH.hhs.gov or 301-796-8118
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The software for video processing is supplied with Video module supplied by‘!
B Company. Please note that software installation on Mac or Windows based
laptop / Tablet computers is using a software installation disc (with key ) and not
via Internet or Wi Fi connection. Please note that the software installation for the
proposed device is not based on private intranet network or public internet (WI
Fi). As aresult, the cyber security risk is extremely low, once the software is
installed properly by authorized user. It is not possible for unauthorized access to
the installed software on user’s computer system with password protection.

The Laptop / Tablet computers are not supplied by Prosurg. As a result, the user is
responsible to install computer security software on the computer.

Additionally , we can provide Caution statement in the Instructions for Use to install
only authorized software for use with Digital Video endoscope to avoid risk of cyber
security. -

Standards : ( Attached Forms)

IEC 60601-1-2: 2007 - Medical electrical equipment - Part 1-2: General requirements for
basic safety and essential performance - collateral standard: Electromagnetic
Compatibility - Requirements and Tests

ANSI / ISO 11135-1: Medical Devices - Validation and Routine Control of Ethylene
Oxide Sterilization

AAMI/ANSI /ISO 11607-1- Packaging for Terminally Sterilized Medical Devices

AAMI/ ANSI/ ISO 10993-1 - Biological Evaluation of Medical Devices - Part 1:
Evaluation and Testing ‘

The sterilization validation is based on ANSI/AAMI / ISO 11135-1: 2007 and EN 550:
1994 guidelines for ETO sterilization

The Gas Residual levels for the proposed device, with contact for limited exposure

devices, based on ANSI /AAMI /ISO 10993-7: - 2008 - Biological Evaluation of
Medical Devices- Part 7 “Ethylene Oxide Sterilization Residuals”

Once again thank you for your cooperation and assistance.

San Jose CA
Tel 408 483 5474

" Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Camera / LED Module Specifications:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Sxmiration Date: 12/31/13

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
D/éiitional [] Special < [} Abbreviated

10993 -
STANDARDTITLE' AAMI / AnS1/ I SO \0‘?‘73—!(}l 2009
Al td | .

Biolugiet Zuglua hon 2 M edleal Draicen L@g\'oc.oqupa,#"b‘pUH)

Please answer the following questions Yes No

Is this standard recognized by FDA 27 .. ... e e M O
N - 2- 1\

FDA Recognition NUMDEI3 ... ...t et e e et e e e et e e #_  2-153

Was a third party laboratory responsible for testing conformity of the device to this standard identified

@ BTO(K)? --ovev oo et ~ 0
Is a summary report 4 describing the extent of conformance 6f the standard used included in the
BAO(K)? oo e e st e et e e e e e e e et ee et e e e oo e ee oo s 2z

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
Pertaing t0 thiS AEVICE? ... ...oovitiieee ettt l]/

Does this standard include acceptance criteria? ... @/
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ........................ SO ]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?.................ccccooeiiiinnnnn

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)%? ............

00
Q| RO ®| 0|0

Were deviations or adaptations made beyond what is specified inthe FDASIS?.............c.ccooiiii . ]

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..., C

If yes, report these exclusions in the summary report table.

Is there an FDA guidance ° that is associated with this standard?........ J USSP URRS E( O

If yes, was the guidance document followed in preparation of this 510k? ... ] ]
H H v Ty - .

Title of guidance: 370 cowpahbilily . Medi cel Devitm .

¥

1 The formatting convention for the title is: [SDO] {numeric identifier] [title of address of the test laboratory or certification body involved in conformance

standard] [date of pubiication} assessment to this standard. The summary report includes information on
. _ . all standards utilized during the development of the device.

2 Authority [21 U.S.C. 360d], hitp://www fda.gov/MedicalDevices/ ,

DeviceRegulationandGuidance/Standards/default.htm ) 5 The supplemental information sheet (SIS) is additional information which

. is necessary before FDA recognizes the standard. Found at http-//
3 http://iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, altemnative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

& The online search for CORH Guidance Documents can be found at
http:/iwww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.ntm

FORM FDA 3638e(8{3hs? Contact FDA/CDRH/OCE/DID at CI9RM-FOISTATUS@fda.hhs.gov or 301-79684 g con s EF



Bygration Date: 12/31/13

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
- ' Qﬁaditional [] Special [] Abbreviated
STANDARDTITLE' ¥ SO - W60 1- |\ : 200¢

Paciaging fov Tenminally Sterilived Medicat Dentcs — Povk T

Please answer the following questions Yes No
s this standard recognized by FDA 27 ...ttt sa e eeeereets et e e eseanees W O
FDA ReCOGNItION NUMDEI3 L. o ittt ettt ettt b et aas e eae bbb eanesenas # 14-3SS

Was a third party laboratory responsible for testing conformity of the device to this standard identified

I EIE BTO(KY? v oo e e e ee e ee e e e s e st r e e, B O

Is a summary report  describing the extent of conformance of the standard used included in the

BA0K)? —oeoeoeoe oo e M~

if no, complete a summary report table.

g

Does the test data for this device demonstrate conformity to the requirements of this standard as it
Pertaing to this AEVICE? ....... oo B/

Does this standard include acceptance criteria? ... M
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ................o.co.cooveieuriveienecennn. ]
If yes, report options selected in the summary report table.

Were there any deviations or adaptaﬁons made in the use of the standard?................c...ccoooeiie,
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5? .............

O loo
Q| R|OR| R| O|O

Were deviations or adaptations made beyond what is speéiﬁed inthe FDASIS?......ccccooiiiiiiiie,
if yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ... 'l
If yes, report these exclusions in the summary report table.
Is there an FDA guidance © that is associated with this standard?......................................... [E/ ]
If yes, was the guidance document followed in preparation of this 510K? ...............c.cccovevrricurrernennnnn, ] ]
Title of guidance: stevivly - Medical Devium
{
1 The formatting convention for the title is: [SDO} [numeric identifier] {title of address of the test laboratory. or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on

. . . all standards utilized during the development of the device.
2 Authority [21 U.S.C. 3604}, http:/mwww fda.gov/MedicalDevices/

DeviceRegulationandGuidance/Standards/default.htm : s The supplemental information sheet (SiS) is additional information which

) ) . is necessary before FDA recognizes the standard. Found at http://
hitp:/iwww accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cim www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, afternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

& The online search for CORH Guidance Documents can be found at
hitp:/iwww fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3¢§4c(&(4%k2 Contact FDA/CDRH/OCE/DID at B¥9RA-FOISTATUS@fda.hhs.gov or 301-79628s e con srr00 EF
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Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Repbrt Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
raditional {] Special [] Abbreviated

STANDARDTTLE' IS0 (09 93-7"'200% _ k
FBrologrecat Eyaluak'on &f Medical Devices FM/—-"&TO_

Please answer the following questions Yes No
Is this standard recognized DY FDA 27 ... oottt e et ere e @/ ]
FDA RECOGMION NUMBETS ..o e # 4y -27%
Was a third party laboratory responsibie for testing conformity of the device to this standard identified

1B STO(K)? ovvvoetoeeesoeoeoeeeeeoeeeoeeeoeeeeeeeeeeeoeeeeeeeeeeeeeee e & O
Is a summary report 4 describing the extent of conformance of the standard used included in the :

B1O(K)? e ve oo e o O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PErtaINS 10 thisS JEVICET? . e e

[

Does this standard include acceptance Criteria? ... ; d
If no, include the results of testing in the 510(k).

[

Does this standard include more than one option or selection of testS? ...................cco.coooooorvrrireeerennn, ]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?................................... ]
if yes, were deviations in accordance with the FDA supplemental information sheet (SIS)%? ............. O
Were deviatic_ﬁns or adaptations made beyond what is specified in the FDASIS?.............coooeivie ]

If yes, report these deviations or adaptations in the summary report table.

3| R|om| §

Were there any exclusions from the standard? ... O

If yes, report these exclusions in the summary report table.

Is there an FDA guidance 8 that is associated with this standard?...................ccooo oo E/ ]
If yes, was the guidance document followed in preparation of this 510K? ... B/

Title of guidance: S +¢v iy ”\gl — Medice) Donites

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication} ) assessment to this standard. The summary report includes information on
. ' . X all standards utilized during the development of the device.
2 Authority {21 U.S.C. 360d], http:/iwww fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which

) . . "is necessary before FDA recognizes the standard. Found at http://
http:/ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cim

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, altemative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

& The online search for CORH Guidance Documents can be found at
hitp:/iwww fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 8Hs? Contact FDA/CDRH/OCE/DID at RAIRM-FOISTATUS@fda.hhs.gov or 301-79BuB gt sisnn EF
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Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION/"
raditional - [} Special (] Abbreviated

STANDARDTITLE' T SO 11135 -1 : 20077

!

| Stevilizatbon 0f HWeath covt producks —ETO PavE I . Skoviligehon peo ces's ceprrivol

Please answer the following questions Yes No
Is this standard recognized by FDA 22 .........cocoovvoeeeeeeeeeeeeeeeeeesee el ST M O
FDA ReCOgNItION NUMDEI3 ... .. et # - 33\

Was a third party laboratory responsible for testing conformity of the device to this standard identified
(10 {4 T LT SO SRRSO IE/ ]

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAOK)? ..ottt et ettt M O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it y
PErtains t0 thiS AEVICE? ........ oottt e B/ ]
Does this standard include acceptance critefia? ............cc.coccoo...... SO lj/ ]

If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? .............cccceeiiiiiciinic e ]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?............................. e ] ~
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5? ............ O 1
Were deviations or adaptations made beyond what is specified in the FDASIS?.................c.coooe ... ] [j/
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ... ] [j/
If yes, report these exclusions in the summary report table.
Is there an FDA guidance ® that is associated with this standard?.................ccccooieeioioeicc e IB/ 1
If yes, was the guidance document followed in preparation of this 510K? ................ccccoeieieieiiierin. ] ]
Title of guidance: slexiUWtg - Medical Devlcey
R |

1 The formatting convention for the title is: {[SDO] [numeric identifier] [title of address of the test laboi'atory or certification body involved in conformance

standard] [date of publication}] assessment to this standard. The summary report includes information on

. - . . all standards utilized during the development of the device.

2 Authority [21 U.S.C. 360d], hitp://www fda.gov/MedicalDevices/

DeviceRegulationandGuidance/Standards/default.ntm s The supplemental information sheet (SIS) is additional information which

. ) ’ is necessary before FDA recognizes the standard. Found at http//
3 hitp://www .accessdata fda.gov/scripts/cdrh/cfdocs/cfStandands/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cim

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, altemative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

¢ The online search for CDRH Guidance Documents can be found at
http:/Awww fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3@§dc{fidthl? Contact FDA/CDRH/OCE/DID at BESRH-FOISTATUS@fda.hhs.gov or 301-786e@duenics consssrio EF
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Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION .
raditional [] Speciat [] Abbreviated

STANDARD TITLE * IEC‘ (0 L0/~ 2 .
Meddi ol Electviecad 59 Mfm%/‘

Please answer the following questions Yes No
Is this standard recognized by FDA 272 ... ¥ O
FDA ReCOGNItION MUMDEI3 ... o ettt b ettt es b # £-233

Was a third party laboratory responsible for testing conformlty of the device to this standard identified
oI (TR 10T RSO U SO U U U TR ]

Is a summary report 4 describing the extent of conformance of the standard used included in the _
BAOCK)? e e ettt L]
If no, complete a summary report table. i;c-lm( M v Vo /+“'f/¢ 0(7 LED

Does the test data for this device demonstrate conformity to the requirements of this standard as it

pertains to this device? ‘7'%4—ml“conduco‘md’chu_+véowlwczf

Does this standard include acceptance criteria? ..................c..ccoccceene e
If no, include the results of testing in the 510(k).

(o
9| 9log) ]| §IR | 7 |”

Does this standard include more than one option or selection of tests?............................. e | R
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?.................................... ]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5? .......... ]

Were deviations or adaptations made beyond what is specified in the FDA SIS?...............ccc - O
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ... 1
If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?..................ccooovoioooiooeeeesis ] ]
If yes, was the guidance document followed in preparation of this 510K? ..............ocoooiiiiiii ] H
Title of guidance: LM - Elee o WMAC e b < C,ovaa/— bili 4!7
= i 1 Vi
1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
. . . all standards utilized during the development of the device.
2 Authority {21 U.S.C. 360d}, http://www .fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which

. is necessary before FDA recognizes the standard. Found at http://
3 hitp:/Mww.accessdata.fda.gov/scripts/cdrhv/cfdocs/cfStandards/search.cfm www.accessdata fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the + The onfine search for CDRH Guidance Documents can be found at

device under review (for example, altemative test methods); choices made 1 /v fda gov/MedicalDevices/DeviceRegulationandGuidance/
when options or a selection of methods are described; deviations from the GuidanceDocuments/default.htm

standard; requirements not applicable to the device; and the name and

FORM FDA 36§(§(4457 Contact FDA/CDRH/OCE/DID at BISRHA-FOISTATUS@fda.hhs.gov or 301-7968 ey suismo EF
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x x COMMUNICATION RESULT REPORT ( AUG. 15.2012 2:15PM ) x
' FAX HEADER 1
FAX HEADER 2
T" 'SMITTED/STORED : AUG. 15. 2012 2:14PM '
F MODE OPTI ADDRESS ‘ RESULT PAGE
8516 MEMORY TX 4089451390 OK 3/3
T T REason FOR ERROR. T TTTTTTETTTTTTTmmmmmmTmmmmmmmmm s
233 NOVAnSweRF “INE FAIL §23) RS%FacsimiLe connecTiON
.ﬂ""’""u,!' . .
£ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
"
"*‘*wu ' . Food nnd Drug Administration
10903 New Hampshire Avenue
Document Control Room —WOG6-GGUY
Silver Spring. MD 20993-0002
Mr. Ashvin Desai
Manager, Regulatory Affairs
ProSurg, Inc.
2193 Trade Zone Boulevard ) .
SAN JOSE CA 95131 . AUG 1 5 2012

Re: KXK120766
Trade Name: Endoscopic Diagnostic & Treatment System (Modxﬁcation)
Dated: July 10, 2012
Received: July 18, 2012

Dear Mr. Desai:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device because you did not completely respond to the deficiencies listed in
our June 25, 2012 letter. To complete the review of your submission, we require the following.

Software

You state that the software for video processing is supplied by -30mpany, and thereiore,
softwarec evaluation and performance arc not required. We respectfully disagree with your
statement. According to FDA Guidance for the Content of Premarket Submissions for Software
Contained in Medical Devices, you are still responsible for the continucd safe and effective
performance of their device using off-the-shelf (OTS) software. - Please provide information of
any OTS software used in your devices following the “Guidance for Industry. Cybersecurity for
thworkcd Mcdlcal Devnccs Contzumng Oﬁ'—Thc-Shclt (OTS) Soﬁware”

QCut

mcnts/ucm077823 gdf

Electromagnetic Compatibility

You state that your devices do not generate electromagnetic radiation and the imaging sensor is '
supplied by OmniVision, However, you indicate that your digital video endoscope design
incorporates CMOS imaging sensor and LED at the distal end. According to EMC standard IEC
60601-1-2:2007—Part 1-2:2007, all electrical medical devices should conform to this consensus
standard. Please provide the electromagnetic compatibility evaluation of your devices to assess
their safety and effectiveness in the proximity of other electrical medical devices. Please also
provide the results of your testing and conclusions for those that are relevant to this standarcl.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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;' é DEPARTMENT OF HEALTH & HUMAN SERV'CE _ Public Health Service

%, :
Hitviza _ Food and Drug Administration

10903 New Hampshire Avenue
Document Control Room —W066-G609
Silver Spring, MD 20993-0002

Mr. Ashvin Desai

Manager, Regulatory Affairs

ProSurg, Inc.

2193 Trade Zone Boulevard

SAN JOSE CA 95131 AdG 15 2012

Re: K120766
Trade Name: Endoscopic Diagnostic & Treatment System (Modlﬁcatlon)
Dated: July 10, 2012
- Received: July 18,2012

Dear Mr. Desai:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device because you did not completely respond to the deficiencies listed in
our June 25, 2012 letter. To complete the review of your submission, we require the following.

Software

You state that the software for video processing is supplied by El Gato Company, and therefore,
software evaluation and performance are not required. We respectfully disagree with your
statement, According to FDA Guidance for the Content of Premarket Submissions for Software
Contained in Medical Devices, you are still responsible for the continued safe and effective
performance of their device using off-the-shelf (OTS) software. Please provide information of
any OTS software used in your devices following the “Guidance for Industry. Cybersecurity for -
- Networked Medical Devices Containing Off-The-Shelf (OTS) Software”
http://www.fda. gov/downloads/MedlcalDewces/DewceRegulatlonandGuldance/GuldanceDocu
ments/ucm(77823.pdf.

Electromagnetic Compatibility

You state that your devices do not generate electromagnetic radiation and the imaging sensor is
supplied by OmniVision. However, you indicate that your digital video endoscope design
incorporates CMOS imaging sensor and LED at the distal end. According to EMC standard [EC
60601-1-2:2007—Part 1-2:2007, all electrical medical devices should conform to this consensus
standard. Please provide the electromagnetic compatibility evaluation of your devices to assess
their safety and effectiveness in the proximity of other electrical medical devices. Please also
provide the results of your testing and conclusions for those that are relevant to this standard.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Mr. Ashvin Desai

Standards

You have reported that your device is in compliance with several standards. The FDA-3654
Standards Data Report for 510(k)’s was recently made available on FDA’s Internet website and
should be provided.in a 510(k) when a standard is referenced. This is required for all standards
referenced in your submission. These forms are available to you in either portable document
format (PDF) found at :

http: //www fda gov/AboutF DA/ReportsManualsForms/F orms/default htm.

Please complete this form for each standard cited in your 510(k) submission, for example, as
found in Section 10 — Product Testing of your response to our June 25,2012 additional -
information letter. This form is used to supply information suggested in the Recognition and Use
-of Consensus Standards; Final Guidance for Industry under the section entitled, Procedures for -
the Use of Consensus Standards, found at :

http://www.fda. gov/MedlcalDev1ces/Dev1ceRegulatlonandGmdance/Gu1danceDocuments/ucmO
77274 .htm.

The deficiencies identified above represent the issues that we believe need to be resolved
before our review of your 510(k) submission can be successfully completed. In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act (Act) for determining substantial equivalence of your
device.

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(1), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Act. You may, however, distribute this device for investigational purposes to obtain
clinical data if needed to establish substantial equivalence. Clinical investigations of this
device must be conducted in accordance with the investigational device exemption (IDE)
regulations (21 CFR 812).

If the information, or a request for an extension of time, is not received within 30 days, we
will consider your premarket notification to be withdrawn and your submission will be
deleted from our system. If you submit the requested information after 30 days it will be
considered and processed as a new 510(k)(21 CFR 807.87(1)); therefore, all information
previously submitted must be resubmitted so that your new 510(k) is complete. For
guidance on 510(k) actions, please see our guidance document entitled, “FDA and
Industry Actions on Premarket Notification (510(k)) Submlssmns Effect on FDA Review
Clock and Performance Assessment” at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationand Guidance/GuidanceDocu
ments/UCMO089738.pdf. The purpose of this document is to assist agency staff and the device

- industry in understanding how various FDA and industry actions that may be taken on 510(k)s
should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act.

" Questions? Contact FDA/CDRH/OCE/DID at CDR_H-FOI_STATUS@fda.hhs.gev or 301-796-8118
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If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the addmonal information

request.

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to: -

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Control Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

If you have any questions concerning the contents of the letter and would like to set up a

. teleconference, please contact Mary Beth O’Brien, RN, MSN at (301) 796-6557. If you need
information or assistance concerning the IDE regulations, please contact 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/Industry/default. htm.

Sincerely youys,

%W/ ' KMW@L@& |

Glenn B. Bell, Ph.D.

Acting Chief, Urology and L1thotr1psy

- Devices Branch

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18
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120766 ProSurg, Inc]
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Final: MOA:clr:8.14.2012
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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To:

oI, Records Processed under FOIA request 2015-10035; R_eleased by CDRH on 07/08/2016:

Office. of Device Evaluation &

: ' : : Food and Drug Administration
Office of In Vitro Diagnostics

COVER SHEET MEMORANDUM

Reviewer l\tame /M ([/)d }é\/);‘,_,t/ . ~
£10(k) Number Z/O?WS/T - | (

The Record

Please list CTS decusmn code ’4'7:
O Refused to accept (Note: this is considered the first review cycle, See Screemng Checklist
http://eroom.fda. qov/eRoomReq@les/CDRH3/CDRHPremarketNotn" cation510kProgram/0 5631/Screemng%20Checkhst%207%

0O Final

202%2007 do

or Telephone Hold).

Decnslon (SE SE with-Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

O NO |  NSE for lack of predicate
O NI NSE for new intended use
O NQ NSE for new technology that raises new questlons of safety and effectiveness
0O NU NSE for new intended use AND new technology raising new questions of safety and
. effectiveness
O NP NSE for lack of performance data
O NS ' NSE no response
O NL . NSE for lack of performance data AND no response
0O NM . NSE pre-amendment device call for PMAs (515i)
O NC NSE post-amendment device requires PMAs
O NH NSE for new molecular entity requires PMA
0O

TR ~ NSE for transitional device

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.):

Is this a

Is the device Class I1I?
If yes, does firm mclude Class n Summary'> : © Must be present for a Final Decision

Does firm reference standards? .
(If yes, please attach form from http://www.fda.gov/opacom/morechoices/fdaforms/FDA-

3654.pdf)

(Please specify category
http://feroom.fda.gov/eRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/0_413b/CO

Indications for Use Page : _ _ . Attach IFU
510(k) Summary /510(k) Statement . Attach Summary .
Truthful and Accurate Statement . - Must be present fora F/nal Decision .

combination product?
‘see

Is this a

Rep
Is this d

Is thls a

MBINATION%20PRODUCT%20AL GORITHM%20(REVISED%203-12-03).DOC

(Guidance for industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for

Did the appllcatlon include a completed FORM FDA 3674 Certification with Requirements of
ClinicalTrials.gov Data Bank? - o

Is clinical data necessary to support the review of this 510(k)? :

For United States-based clinical studies only: Did the application include a completed FORM
-FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (If study was

reprocessed single use device?

rocessed Single-Use Medical Devices, http://www.fda.gov/cdrh/ode/guidance/1216.html)
ewce mtended for pednatrlc use onIy'7

prescnptlon device? (If both prescnptnon & OTC check both boxes )

Rev. 2/29/12

Questions? Contact FDA/CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs.gov or 301- 796 8118
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conducted in the United States, and FORM FDA 3674 was not lncluded or mcomplete then
apphcant must be contacted to obtarn completed form )

Does this devrce mclude an Anlmal Tlssue Source’?
All Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)

Adolescent (12 years -< 18 years old)

Transrtlonal Adolescent A (18 <21 years old) Specral consnderatrons are belng given to this
group, different from adults age 2 21 (different device design or testing, dlfferent protocol
procedures etc. ) .

Transmonal Adolescent B (18 -<= 21 No specral con5|derat|ons compared to adults => 21 years :

old)

Nanotechnology . A

Is this device subject to the Tracklng Regulatron'? (Medlcal Dewce Tracklng i _ Contact OC.
. Guidance, http://www.fda.gov/cdrh/comp/quidance/169.htm!) . _

Regulation Number ' ' Class* .Product Code

S (*If unclassified, see 510(k) Staff)
Additional Product Codes:

Review: \mN%SQmAcﬂW : \)LD@ | - %\15(’19\"/
- (Branch Chief_)jay QLQ'WQQ(( (Branch Code) (Date)

Final Review:

~(Division Director) _ - ' (Date)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared 1o
Marketed Device *

Descriptive Information ~ Does New Device Have Same NO Do the Differences Alter the Intended Not Substantially
about New or Marketed Indication Statement?—————» Therapeutic/Diagnostic/etc. Effect YES Equivalent Determination
Device Requested as Needed ' ' (in Deciding, May Consider Impacton |

l YES Safety and Effectiveness)?**

New Device Has Same Intended - NO -

Use and May be “Substantially Equivalent” < —_——
New Device Has O

@ . . @ - New Intended Use

Does New Device Have Same

- Technological Characteristics, NO Could the New
e.g. Design, Materials, etc.? ———— % Characteristics Do the New Characteristics
: YES - Affccl_Safety or — Raise Nt?w Types of S.afcly YES . O
l - Effectiveness? or Effectiveness Questions? ‘r
NO Are the Descriptive . NO o o
Characteristics Precise Enough S NO
to Ensure Equivalence? - ‘ @ _
NO :
. Are Performance Data ' ’ Do Accepted Scientific
Available to'Asses Equivalence? YES Methods Exist for
. . " Assessing Effectsof  NO
' : s the New Characteristics?
YES _ i ) :
. YES
A 4 . ' )
Performance . - Are Performance Data Available ~ NO
Data Required : ) To Assess Effects of New
’ Characteristics? ***
YES
! v D,
4 g . .
» - Performance Data Demonstrate Performance Data Demonstrate
Equivalence? —————pQ) O < " Equivalence? — €———
i YES - ' . YES NO
INO
- “Substantially Equivalent” . @
To _ Determination . . To
* 510(k) S_ubmissions compare new devices to matketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear. . :
**  This decision is normally based on descriptive infonnation alone but limited testing information is sometimes reduired .
i Data maybe in thc 510(k) other 510(k)s, the Center 5 classnﬁcanon files, or the lierature,

.Questions? Contact FDA/CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs. gov or 301 -796-8118



SERVICE
o f oy,

3 / Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016

o
+
v
x
s
5
2
5
=
)
%,

, wc DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Premarket Notification [S10(k)] Review

Traditional

K120766/S1
Date: August 14,2012
To: The Record ' Ofﬁce: CDRH/QDE
From: Mary E. O’Brien, RN, MSN Division: DRGUD/ULDB

510(k) Holder: Prosurg, Inc.

Device Name: Endoscopic Diagnostic &Treatment System (modification)
Contact: A. Desai

Phone: 408-945-4044

Fax:  408-945-1300

Email: Ashvin@Prosurg.com

I. Purpose and Submission Summary

The 510(k), Prosurg, Inc.,-holder would like to introduce the Endoscopic Diagnostic & Treatment System
_(modification) into mterstate commerce.

Review Team:

Lead Reviewer: Mary Beth O’Brien, RN, MSN, ULDB
Engineer: Tuan Nguyen, Ph.D., Engineer, ULDB

II. Admihistrative Requirements

Yes No
.Indlcatlons for Use page (Indlcate 1f“l—’_l;escr|ptlon or_O—TE)_. o -_“.Pfage—l 5/?’20 %
T.Truthful and Accuracy Statement | S Eéé_%— o | v
510(k) Summary or 510(k) Statement - Page 2 B
StandardsForm  Afierpage32 | v |

I11. Device Description

Is the dev1ce llfe suppomng or llfe sustammg"

Is the dev1ce an implant (1mplanted longer than 30 days)"

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016

Does the device design use software?

Is the device sterile?
[s the device reusable (not reprocessed single use)?
Are “cleaning” instructions included for the end user?

The NeoScope™ Endoscopic Diagnostic & Treatment System (Modification) is a sterile, single-use
modular device for endoscopic diagnostic and treatment. It is compatible with standard endoscopes and
interchangeable accessories. The device consists of an outer guide probe, adapter, delivery system and a
viewing scope.. The outer guide probe is used for irrigation. The delivery system comprises the injection
needle and probes for delivering treatment substance, tissue agents, imaging dyes and contrast agents,
drugs, sclerosing agents and bio-toxins. It can also be used for delivering thermal energy for tissue
ablation and removal using radio frequency (RF), laser, microwave energy, cryo energy. The device can
be used in a variety of endoscopic functions such as cystoscope, resectoscope, nephroscope, hysteroscope,
and laparoscope. The original NeoScope™ Endoscopic Diagnostic & Treatment System is shown in the
following figure.

Lasar Cystosoopa

g fage

timrersal Cazoscope

Juide Prone (Bhiatr)

NeoScope =
B P

."

R
//

Td*eunnne

e

Neascope

Figure 1: The NeoScope™ Endoscopic Diagnostic & Treatment System

The new NeoScope™ Endoscopic Diagnostic & Treatment System (Modification) consists of a digital
viewing endoscope with a LED light source and video module interface for display using commercially
available monitoring devices. The new NeoScope™ Endoscopic Diagnostic & Treatment System
(Modification) with the proposed modification system is illustrated in the following figure.

NeoScopo

NeoScope

NeoScope- Digital endoscope

NeoScope w/ Video Maodule

NeoScope w ! Display

Figure 1: The NeoScope™ Endoscopic Diagnostic & Treatment System (Modification)

The subject device is designed for optimal visualization via digital imaging technology and to allow fluid
irrigation and microsurgical instrument access. It can be introduced through various body cavities and

opening.

K120766
ProSurg Endoscope
2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The following table summarizes the product specifications of the NeoScope™ Endoscopic Diagnostic &
Treatment System (Modification) along with their functions and descriptions.

TABLE 2 - PRODUCT SPECIFICATIONS

Component/ Description/Model Material
Function
. Probe: Stainless Steel 304/306
Outer Guide Probe | Diameter: 10 — 36 Fr : .
. Workine Lenoth: 10 — 45 Handle: ABS
(Sheath) orking Length: em Probe Tip: Silicon

Delivery System

.Diameter: 3 — 10 Fr

Working Length: 10 —45 cm

Injection Needle: Stainless Steel 304/306
RF Electrodes: Stainless Steel 304/306
Catheters: Polyurethane

RF Electrode Insulation: TPE/FEP

Hub Connector: Polycarbonatée
Monopolar/Bipolar: Stainless Steel 304/306

Conventional
Viewing Endoscope

Diameter: 1.0 - 12 mm
Viewing Angle: 0°, 12°, 30°

Outer Tubing: Stainless Steel 304/306
Rod Lens Optics: Quartz

Digital Endoscope
(Rigid)

Diameter: 5.0, 7.0, 10.0 mm
Working Length: 15, 30, 40 cm
Working Channel: I, [.5 mm

Rigid Outer Sheath: Stainless Steel 316
Optical Window: Quartz
Handle: ABS

Digital Endoscope

Diameter: 5.0, 7.0, 10.0 mm
Working Length: 30, 40, 70 cm

Flexible Outer Sheath: TFE
Optical Window: Quartz

(Flexible) Working Channel: 1, 1.5 mm Handle: ABS _
Video Interface Module DO i dco module (Window/Mac OS)
Accessories Connecting Cable USB 2.0 Connector
Video Display Monitor Laptop/Table Computer/Mobile Phone
) Blister Tray Commercially Available
Packaging Tyvek Lid Package :
FDA Concern:

~ Please provide a more detailed description of the device and its various configurations, including:

(i) Identification and description of each component/accessory, including complete details regarding

the thermal energy for tissue ablation and removal using RF (Monopolar I Bipolar), Laser,
Microwave energy, Cryo energy and Microsurgical instrumentation), and

(ii) A complete list of all compatible endoscope designs (currently listed as “Storz, Wolf,
Circon/Gyrus/ACMI, Olympus & others,” which is open-ended). ‘

Sponsor Response:

The NeoScope Video Endoscopic System consists of three main components:

(a) Digital Video Endoscope (Prosurg Inc)
(b) Video Module & Software (ISESEBCompany)

K 120766
ProSurg Endoscope
3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(c) Laptop I Tablet Computer (Mac, Windows Computer Companies)
Digital Video Endoscope (Rigid /Flexible)

The Digital Video endoscope design incorporates a CMOS imaging sensor and 4 ea built- in LED (Light
Emitting Diodes) mounted at the distal end, connecting wires along the length of e hollow tubular
structure and a USB 2.0 Connector at the proximal end. The distal end of the endoscope containing
CMOS sensor and LEDs, is protected by sealed optical glass window and the proximal end of the tubular
structure is housed into a medical grade ABS molded handle. The Neoscope endoscope is provided sterile
for Single use only and does not require cleaning, reprocessing or re-sterilization. The Neoscope
Endoscope is available as a 5.0 mm OD diagnostic device or 7.5mm OD as an operating device with 5 Fr
working channel. The Neoscope can be utilized as a Cystoscope or Hysteroscope by a trained physician
for diagnostic and operating procedures, using commercially available, video capture module and portable
laptop I Tablet computer.

The Digital Video Endoscopes are supplied sterile for single use only and does not require cleaning,
reprocessing or re-sterilization.

Video Capture Module & Software:

convert Analog video (VCR) tapes & other media into Digital files or DVD are supplied by

company for use with majority of commercial computers. The Video Capture module with software are
not patient contact items and can easily be connected I loaded to the Laptop/ Tablet computer. The Video
Capture Module receives th ignal from CMOS sensor of the endoscope and coverts it into digital
video signal recordings. Th oftware is used to format the digital video recordings into
commonly used video format files, including Quick Time, i Tune, 1 Movie, window Media

& You Tube.

The commercially available, Video Capture Module and Video Processing Software, commonli used to

» Note: The Video module and software are commercially available products (-Company) and are
non patient contact items. (Supplied non sterile).

Portable Laptop I Tablet Computers:

The Portable Laptop I Tablet Computer can be used as a video monitor and recording I storage device to
view, record, edit, store and transfer /transmit the video files. The Digital Video Endoscope and Video
Capture Module can be connected to majority of commercially available Laptop /Tablet computer using
standard USB 2.0 connecting cables. If necessary, additional USB connecting cable can also be used. -

» Note: The Laptop I Tablet Computer is commercially available product (Mac or
Windows based Operating System). (Not supplied by Prosurg, Inc.).

(1a) Components and accessories (clarification)

The proposed 510(k) application is only for NeoScope- Digital Video Endoscope System and does not
include any micro instruments, RF probes, Laser Fiberoptics, Microwave or Cryo energy delivery devices
or other accessories to be supplied by Prosurg, Inc.

The working channel provided in the video endoscope is for suction and irrigation of fluids, commonly
used during endoscopic procedures, The working channel can also be used to insert commercially
available micro instruments and accessories (max size 5.0 Fr).

K120766

ProSurg Endoscope
4 | .
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(1b) The NeoScope — Digital Endoscope device is compatible with commercially available rigid/flexible
cystoscope and hysteroscope components, instruments and accessories marketed by Storz, Wolf,
Olympus, Circon, ACMI, and Gyrus. The NeoScope can also be used w1th commermally available
suction and irrigation systems for endoscopic use.

NeoScope -Digital Video Cystoscopes & Hysteroscopes (Rigid I Flexible)

Model # ) Description Dimensions
NCRS50S Diagnostic Neo-Cystoscope 5.0 mm Dis, 28 cm length
NCR75S Operating Neo-Cystoscope 7.5 mm Dia, 28 cm length
NHRS50S Diagnostic Neo-Hysteroscope 5.0 mm Dia, 28 cm length
NHR758 Operating Neo-Hysteroscope 7.5 mm Dia, 28 cm length
NCF758 Operating NeoFlex-Cystoscope | 7.5 mm Dia, 36 cm length
NHF75S Operating NeoFlex-Hysteroscope | 7.5 mm Dia, 36 cm length
NVMM ‘Video Module & Software (Mac)
VMW Video Module & Software

(Windows) -
USB60 USB 2.0 Connecting cable 6.0 ft
USBI12 USB 2.0 Connecting cable 12.0 ft

FDA Response:

The sponsor has provided more details as to the description of their device and has limited their device to
GU and OB/GYN indications. This response is adequate. '

IV. Indications for Use

The NeoScope™ Endoscopic Diagnostic & Treatment System (modification) is intended for cystoscopic,
hysteroscopic, laparoscopic, resectoscopic and endoscopic treatment of urological, gynecological,
gastroenterological disorders and diseases of prostate, bladder, urethra, uterine cavity, stomach, GI,
urinary tract and reproductive organs using biomaterials, laser and RF devices, tissue ablative and
augmenting agents, microsurgical instruments and endoscopic accessories

FDA Concern:

You state that the NeoScope™™ Endoscopic Diagnostic & Treatment System (Modification) is a
newly modified device with cross-specialty applications and therefore subject to the provisions of
the Act for premarket notification. The device represents bundled and cross-specialty medical
applications. Based on your 510(k) submission, the subject device has applications in many medical
subspecialties, encompassing multiple Office of Device Evaluation (ODE) review divisions including
urology, ob/gyn and general surgery. This is not consistent with ODE’s bundling policy, according
to FDA guidance “Bundling Multiple Devices or Multiple Indications in a Single Submission”
(issued 6/22/2007);

http://www.fda. gov/MedlcalDewces/DewceRegulatlonandGu|dance/GuldanceDocuments/ucm08973
1.htm.). :

The urology and gastroenterology device applications can be reviewed by the ODE Branch
(Urology and Lithotripsy Devices Branch). However, you should withdraw the general surgical
device application (laparoscope) and gynecology (hysteroscope) from this 510(k) and submit them
separately for review under a new 510(k) for those review branches.

K120766
ProSurg Endoscope
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As indicated in the subsequent deficiencies, the urology and gastroenterology (GU) device
applications need to be described in greater detail, with testing, to support their inclusion in this
bundled 510(k) submission.

Sponsor Response:

The sponsor has removed the general surgical device application (laparoscope). This submission included
- the cystourethroscope, cystoureteroscope, cystonephroscope for GU indications and the hysteroscope
for OB/GYN indications. The revised indications for use are the following:

The Prosurg's NeoScope (Cystourethroscope /Cystoureteroscope /Cystonephroscope) Digital Video
System (which includes the Digital video Endoscope and Video Capture Module) is intended for
use to examine body cavities, hollow organs and canals in the body, in the Urinary tract, and can be
percutaneously to examine the interior of the kidney and using additional accessories can be used to
perform various diagnostic and therapeutic procedures.

The Prosurg's Neoscope (Hysteroscopce) Digital Video System (which includes the

Digital Endoscope and Video Capture Module) is.intended for use to examine body

cavities, hollow organs and canals in the body, in the Gynecological tract, and can be -
percutaneously to examine the interior of the uterus and using additional accessoriescan be used to
perform various diagnostic and therapeutic procedures.

FDA Response:

The sponsor has change tine indications for use to include only GU and OB/GYN indications.
This can be found in K120766/ SI on the Indications for Use page and in the labeling. This response is
adequate. '

V. Predicate Device Comparison
The sponsor has provided minimal predicate comparison to the subject device.
FDA Concern:

You have provided a limited comparison between your devices and the predicate device to
determine substantial equivalence. In order to support the substantial equivalence of your proposed
devices and the predicate devices you identify in your 510(k), please provide a detailed tabular
comparison of the specifications of your devices and the predicates. For devices with the same -
intended use as the predicate devices, we would expect to see the comparisons in terms of
indications for use, technology, physical dimensions, materials, design and performance
specifications including any testing. And, a discussion as to whether those characteristics are the
same as the predicates of if they are different, why those differences do not raise new questions of
safety and effectiveness and demonstrates that the proposed devices are at least as safe and effective
as the legally marketed devices. :

K120766
ProSurg Endoscope
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’

Specifications

Prosurg, Inc.
NeoScope'™ Endoscopic
Diagnostic & Treatment
System (Modification)
K120766 (subject device)

Prosurg, Inc.
T™

NeoScope ™ Endoscopic
Diagnostic & Treatment
System

K042780

Indications for Use

(Cystourethroscope
/Cystoureteroscope
/Cystonephroscope) Digital
Video System (which includes
the Digital video Endoscope
and Video Capture Module) is
intended for use to examine
body cavities, hollow organs
and canals in the body, in the
Urinary tract, and can be
percutaneously to examine the
interior of the kidney and using
additional accessories can be
used to perform various
diagnostic and therapeutic
procedures.

(Hysteroscopce) Digital Video
System (which includes the
Digital Endoscope and Video
Capture Module) is intended
for use to examine body
cavities, hollow organs and
canals in the body, in the
Gynecological tract, and can be
percutaneously to examine the
interior of the uterus and using
additional accessoriescan be
used to perform various
diagnostic and therapeutic
procedures. '

Is intended for Cystoscopic,
Hysteroscopic, Laparoscopic ,
Resectoscopic and Endoscopic
treatment of Urological,
Gynecological,
Gastroenterological disorders and
diseases of Prostate, Bladder,
Urethra, Uterine cavity,
Stomach, GI, Urinary tract and
Reproductive organs using
Biomaterials, Laser & RF devices,
Tissue ablative and Augmenting
agents, Microsurgical instruments
and Endoscopic accessories.

Materials:
Sheath

Distal end

Stainless stee! / TFE

Quartz Glass

Stainless steel / TFE

Dimensions:

Diameter (mm)

5.0 mm, 7.5 mm,

28 cm—36c¢cm

Quartz Glass

1.0 mm—12.0 mm

Length (cm) 10 cm—45 cm
Viewing Angle 0 & 30° 0,12, & 30°
Use Single use Reusable

| Sterility Supplied sterile Supplied sterile
K120766

ProSurg Endoscope
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FDA Response:

This response is adequate.

VI. Labeling

The sponsor has provided minimal labeling for the subject device.
FDA Concern:

You should include instructions for use in addition to the labeling provided which addresses:

a. The intended use statement should include specific indications for use, clinical setting, a defined
target population, etc. In your case you would have to provide separate labeling for each type
of endoscope including the accessories you plan to provide.

b. Directions for use should include:
i) instructions on how to prepare each type of endoscope for patient use;
ii) how to insert and remove each type of endoscope;

iii) other specific physician labeling as to the principles of operation for each type of
endoscope and accessories for each type of endoscope you plan to provide;

-iv) a statement of whether each type of endoscope is intended as single use/disposable or
reusable. If endoscope is to labeled as reusable for the same patient, provide adequate
instructions about how to clean and sterilize the endoscope, as well as validation as to.
anticipated changes in device function secondary to reprocessing (e.g., change in
antimicrobial status). Functional test procedures for the endoscope prior to use should
also be provided, e.g., optical functioning. A separate reprocessing manual may be
required

v) A separate user’s manual may be required for the prmcnples of operation of each type of
endoscope including the accessories.

c. Contraindications, precautions, warnings, and adverse effects should be included within the
labeling for each type of endoscope including the accessories you plan to provide.

See also Labeling Requirements, at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/DeviceLabeling/def
ault.htm

Sponsor Response:

The Product labeling along with Instructions for Use has been revised for the proposed, single use,

- NeoScope Cystoscopes /Hysteroscope for Diagnosis and treatment of Urological disorders and
Gynecological disorders. The Instructions for Use also includes revised Indications for use,
Contraindications, Precautions, Warnings and potential adverse effects associated with the use of the
device.

K120766.
ProSurg Endoscope
8 .
_Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016

FDA Response:

The sponsor has changed the indications for use for the cystoscope.and the hysteroscope. The
Instructions for Use also includes revised Indications for use, Contraindications, Precautions, Warnmgs

and potential adverse effects associated with the use of the device.

This can be found in K120766/S1 on pages 13 to 28. This response is adequate.

VII. Sterilization/Shelf Life/Reuse

1 Stenlant

a. Sterlllzatlon method description
(e.g., Steam (moist heat), EO, Radiation):

b. Dose, for radiation
(e.g., 25 - 50 kGy):

c. Sterilant residuals remaining on the device:
For EO, the maximum levels of residuals of EO and ethylene chlorhydrin that
remain on the device (note: not to include ethyiene glycol residual level
because the standards that have been, or currently are recognized,
"ANSI/AAMI/ISO 10993-7:1995 and 2008 Biological Evaluation of Medical
Devices — Part 7: Ethylene Oxide sterilization residuals," do not include
measurement of ethylene glycol residuals);

| EO - not >20 mg per day

' Ethylene oxide '

N/A

"ECH - not > 12 mg per day

ETO gas levels were < 0.3
mg / sample and <1 mg/
sample respectively (5 days
post sterilization

2. A description of the Validation Method for the sterilization
cycle (not data):
(Full citation of an FDA recognized standard is
recommended including date (e.g., ANSI/AAMI/ISO
11135:2007)),

ANSI/AAMI/ISO 11135:2007
and EN 550

3. Sterility assurance level (SAL):
(e.g., 10°® for all devices (except 10 for devnces that contact
intact skin))

10

4.ls it labeled “Pyrogen Free”?

If so, a description of the method:

Not stated -V

Limulus amebocyte lysate

(e.g., LAL (Limulus Amebocyte Lysate test)) test
5. A description of the packaging Blister Tray & Tyvek Lid
(not including package integrity test data): Package

SHELF LIFE

The sponsor reports that the shelf life for the device is one year, however, have not provided the reports to

support a one year shelf life.

FDA Concern:

You have stated that your shelf life determination is for 1 year for your device however, you have
not included the reports to support your 1 year shelf life. Your shelf life should be supported by
appropriate bench tests and/or sterilization and packaging validation. Please refer to the
“Updated 501(k) Sterility Review Guidance K90-1; Final Guidance for Industry and FDA

available at the following web site:

K120766
ProSurg Endoscope
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http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm072
783.htm

Sponsor Response:

The recommended Shelf life of the NeoScope ™- Digital Video Endoscope System is one year. The
product shelf life was determined as per Accelerated aging techniques, based on the assumptions that the
chemical reactions involved in the deterioration of materials follow the Arrhenius reaction rate function.
The sterilized products were subjected to environmental conditions & were tested to confirm product
performance and packaging integrity specifications. The Shelf life Test Report is attached herewith for
your review and approval. Time aging test for 12 month will be initiated out upon completion of f'rst
manufacturing production lot.

FDA {Qesponse.'

*The sponsor has provided the following test results in the Shelf Life Report found in K120766/S1:
10. Test Results:

10.1 Product Visual & Functional Tests:

10.1.1 Visual Inspection of Neoscope™- Video Endoscope Products & Pkg

Visual Inspection Verified that the Neoscope ™- V zdeo Endoscopzc System product, components, labels .
and packages were not damaged.

10.1.2 Functional Testing of Neoscope™- Video Endoscope Products & Pkg

(a) The functional testing of Neoscope ™- Video endoscope products was carried out to confirm that they
meet product specifications, including video imaging with connection to Video module & Laptop '
computer.

(b) Neoscope™ -Video Endoscopic System passed all of the final product Dimensional and functional
testing per QP 1130 & QP .1200.

10 1.3 Functional Testing of Neoscope Video Endoscope Packaging:

(a) Neoscope ™- Video Endoscope Tyvek I Mylar pouch packages did not get damaged, melted,
deformed , tom or broken during shelf life testing.

(b) Tyvek I Mylar pouch Packaging Seal integrity did not get damaged, torn or compromised ( peel
strength) during shelf life testing.

(¢) There were no holes, puncture or damage to Tyvek I Mylar pouch package ( dye check ) durmg shelf
life testing .

11.0 RECOMMENDAED SHELF LIFE:

Based on the result of Accelerated Ageing Test Method (ASTM F 1980: 2002) result, we have
determined that Neoscope™ -Video Endoscope products have a minimum one (1) year shelf life from

K120766

ProSurg Endoscope
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date of manufacturing. Please note that Product Sterility and Shelf life are in effect as long as the
package is not opened or damaged.

This response is adequate.

VIII. Biocompatibility

» Comment:

The sponsor reports that materials used to manufacture the subject device are identical to the predicate
device and are safe and biocompatible materials that are widely used in the medical industry.

FDA Concern:

You have stated that materials used to manufacture the subject device are identical to the predicate
device and are safe and biocompatible materials that are widely used in the medical industry.
Based on your statement, we cannot determine whether you have conducted biocompatibility
testing of your final devices according to ISO 10993 standards. We would expect to see
biocompatibility testing for limited contact of less than 24 hours to include but not limited to
mucosal irritation or intracutaneous reactivity, cytotoxicity, and sensitization on your final
sterilized devices Please note that the manufacturing process, including the sterilization process,
can significantly affect the biocompatibility of the final device due to the use of different additives
and the formation of various byproducts in manufacturing process.. Please clarify whether you
have conducted biocompatibility testing of your final, finished, sterilized device as recommended by
FDA blue book memo G95-1 and the ISO 10993-1:2009 standard. Please provide testing reports
and standards forms for each testing if the test was conducted according to FDA recognized
standards. Alternatively, please provide appropriate justification that your device is comprised of
the exact same materials and exposed to the same manufacturing processes as the predicate device.
Please refer to the guidance documents titled Blue Book Memo, G95-1, Use of International Standard
1SO-10993, and Biological Evaluation of Medical Devices which can be found at the following web site
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm(08073
5.htm

Sponsor Response:

The Biocompatibility Report for the NeoScope Diagnostic and Therapeutic Endoscopic System, as per
limited Contact device (less than 24 hours) according to ISO 10993 standards has been attached herewith
for your review. Please note that the Biocompatibility report includes Cytotoxicity, study ISO
intracutaneous study and ISO maximization and Sensitization study for the Neoscope Diagnostic and
Therapeutic Endoscopic System. Please note that the material, packaging manufacturing process,
sterilization method & cycle are also identical. The Video module and laptop I Tablet computer being, not
patient contact items are provided non sterile.

FDA Response:

The sponsor has provided the biocompatibility testing of the Neoscope-Diagnostic & Therapeutic Endoscopic

* System. The results are summarized in following table, followed with in-depth review of each test. In depth
review testing for Cytotoxicity, Irritation/Sensitatization, and Maximization Sensitization Study was
conducted and documented using the attached review templates that are provided by the BlOCOmpatlblllly
Quality Review program and upon review has met requirements for ISO 10993.

K120766
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Test article Test and method | Report # and Review Summary
page info

Neoscope- Cytotoxicity — NAMSA Under the conditions of this study, the 1X MEM
Diagnostic & ISO Elution #C09877 test extract showed no evidence of causing cell
Therapeutic | Method p-6of8 lysis or toxicity. The 1X MEM test extract met the
Endoscopic System | (1XMEM) Extract requirements of the test since the grade was less
from than a grade?2 (mild reactivity). The reagent
Prosurg., Inc. Acceptable per control, negative control and positive control

checklist performed as anticipated. '

X] Yes o No
Neoscope- ISO NAMSA Under the conditions of the study, The SC and SO
Diagnostic & Maximization #C09877 test article extracts showed no evidence of causing
Therapeutic Sensitization p.8of 13 delayed dermal contact sensitization in the guinea
Endoscopic System | Study pig..
from
Prosurg., Inc. Acceptable per

checklist

[X] Yes o No : :
Neoscope- SO- - NAMSA Under the conditions of the study, There was no
Diagnostic & Intracutaneous #C09877 evidence of significant irritation from the extracts
Therapeutic Study p.70f9 injected intracutaneously into rabbits. The Primary
Endoscopic System Irritation Index Characterization for the extracts
from Acceptable per was negligible. :
Prosurg., Inc checklist

X]Yes o No

This response is adequate.

Standards

In K120766/S1 on page 33 it is reported that FDA Forms 3654 are submitted with this applications,
however, these forms were not attached and need to be submitted.

§1 Deficiency:

You have reported that your device is in compliance with several standards. The FDA-3654

Standards Data Report for 510(k)’s was recently made available on FDA's Internet website and
should be provided in a 510(k) when a standard is referenced. This is required for all standards
referenced in your submission. These forms are available to you in either portable document
format (PDF) found at http.//www.fda.gov/AboutFFDA/ReportsManuals Forms/Forms/default. htm
Please complete this form for each standard cited in your 510(k) submission, for example, as
found in Section 10 — Product Testing of your response to our June 25, 2012 additional
information letter. This form is used to supply information suggested in the Recognition and Use
of Consensus Standards, Final Guidance for Industry under the section entitled, Procedures for
the Use of Consensus Standards, found at

http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm07

7274 . htm

K120766
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IX. Software
» Comment:
Since the subject device incorporates a digital viewing endoscope with a LED-light source and video

module interface for display, operating software is needed. The sponsor needs to provide the software
evaluation and performance validation according to the following software test requirements.

Software Test Requirements:

Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices includes
the following:

. IEC 62304:2006 Medical Device Software - Software Life Cycle Processes

. - http://www.fda.gov/cdrh/ode/software.html

. “Guidance for the Content of Premarket Submissions for Software Contained in Medical
Devices” '

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocum
ents/ucm089593.pdf, 5/11/05

. “Guidance for Industry, FDA Reviewers and Compliance on Off-The-Shelf Software Use in
Medical Devices” ' _
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocum
ents/ucm073779.pdf, 9/9/1999

. “General Principles of Software Validation; Final Guidance for Industry and FDA Staff”
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocum
ents/UCMO085371.pdf, 1/11/2002

. “Guidance for Industry. Cybersecurity for Networked Medical Devices Containing Off-The-

Shelf (OTS) Software”
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocum

ents/ucm077823.pdf, 1/14/05

FDA Concern:

The sponsor needs to address the following software evaluation and performance
requirements:

Level of Concern
Thé firm should provide the level of concern, justification and supporting rationale.

Software Description

Information should include a summary overview of the features and software operating
environment including information on programming language, hardware platform, operating
system and off-the-shell software. '

Software Hazard Analysis
Information should include a tabular description of identified hardware and software hazards,

. K120766
ProSurg Endoscope
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including severity assessment and mitigation(s), clinical hazards, method of control of the
hazards and results of evaluating the correct implementation.

Software Requirements Specifications (SRS)

Information should include a detailed listing of all of the specific requirements of the software
including specifications of the functional requirements for the software in the dlgltal video
processor.

Architecture Design Charts :
Information should include detailed depiction of functional units and software modules; it may
also include state diagrams as well as flow charts.

Software Design Specifications (SDS)
This information should include a detailed SDS document, which describes how the SRS are

implemented.

Traceability Analysis

This information should include traceability matrix among requirements, specifications,
identified hazards and mitigation(s), including traceability information on risk mitigation
measures and implementation of software design specifications, and verification and validation
testing.

Development Plan

This information should include a summary of the software life cycle development plan,
including the configuration management and maintenance plan documents. For a major level
of concern, this documentation should also include an annotated list of contrel documents
generated during the development process.

Verification, Validation, and Testing

For a minor level of concern, this documentation should include the software functional test
plan, pass/fail criteria, and results. For a moderate level of concern, this documentation should
include a description of verification and validation (V&V) activities at the unit, integration,
and system level, as well as system level test protocol, including pass/fail criteria, and tests
results. For a major level of concern, this information should include a description of VY&V
activities at the unit, integration, and system level as well as unit, integration and system level
test protocols, including pass/fail criteria, test report, summary, and tests results.

Revision Level History
Information should include a revision history log, mcludmg release version number and date to
document the history of software revisions generated during the development of the software.

Unresolved Anomalies (Bugs)

For moderate and major, the documentation should include a list of remaining software
anomalies, annotated with an explanation of the |mpact on safety or effectiveness, including
operator usage and human factors.

Off-the-Shelf (OTS) Software
The firm should provide information on any OTS software.

Cyber and Information Security
The firm should address security issues associated with network communications since the
device may transmit endoscopic images to external servers (such as DICOM servers) via

K120766
ProSurg Endoscope
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network communications. The firm should also provide information, as appropriate, on the
Cybersecurity aspects of their device, including but not limited to, the following facets of
information security with respect to communications: confidentiality, integrity, availability and
accountability.

Sponsor Response:

Prosurg states that the software for video processing is supplied byFompany, and therefore,
software evaluation and performance are not required. However, according to FDA Guidance for the

Content of Premarket Submissions for Software Contained in Medical Devices, the firm 1s still
responsible for the continued safe and effective performance of their device using off-the-shelf (OTS)

software.

FDA Response:

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

» Comment:

Electromagnetic Compatibility

The sponsor has not provided any information on the electromagnetic compatibility of their device to
assess its safety and effectiveness.

FDA Concern:

In order to evaluate the electromagnetic compatibility, safety, effectiveness, and reliability of your
device according to EMC standard IEC 60601-1-2:2007-Part 1-2: General Requirements for Basic
Safety and Essential Performance — Collateral Standard: Electromagnetic Compatibility —
Requirements and Tests — please provide the results of your testing and conclusions for those that
are relevant to this standard. Additionally, please provide the following information in order to
understand how the testing is performed:

a. A summary of the testing that was done;

b. The requirements of the standard that were met (including immunity test levels);
c. The pass/fail criteria used;

K120766
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d. - The functions of the device that were considered to be essential performance;

e. The performance of the device during each immunity test (e.g., degradation observed);

f. Identification and justification for any of the standard ‘s allowances that were used;

g A description of and justification for any deviations from the requirements of the standard;
h. Evidence of compliance with the standard’ s labeling (identification, marking and

documents) requirements; -

i. If any device modifications were needed in order to pass any of the EMC testing, a
description of these modifications and a statement that they will all be incorporated into the

production units. :
Sponsor Response:
Prosurg states that their devices do not generate electromagnetic radiation and the imaging sensor is
supplied by OmniVision. However, they indicate that their digital video endoscope design incorporates

CMOS imaging sensor and LED at the distal end. According to EMC standard IEC 60601-1-2:2007-Part
1-2:2007, all electrical medical devices should conform to this consensus standard.

FDA Response:

K120766
ProSurg Endoscope
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Sponsor Response:

Prosurg states that their device incorporates the imaging sensor supplied by OmniVision that meets IEC
60601-1-1:2000 and IEC 60601-2-18:1996&2000. As such they have adequately addressed this issue.

FDA Response:
This response is adequate.

Mechanical Safety

The sponsor did not provide any mechanical safety testing of their device to assess its safety and
effectiveness.

FDA Concern:

You did not provide a complete performance testing report summarizing the bench testing of your
device and its outcomes, including the number of devices tested or if tests were performed on the
final sterilized device. In order to determine the safety and effectiveness of your device please

provide a complete report of your product performance testing, including but not limited to the
following: '

a. Leak and pull testing;

b. Handle strength testing.

Sponsor Resp.onse:

Prosurg conducted the performance testing that includes pull force strength, leak, illumination, thermal
and functional tests with the accompanying test report. As such they have adequately addressed this
issue. ' ' '

FDA Response:

This can be found in the Test/Evaluation Report: Neoscope™ - Video Endoscope System in K120766/S1.
This response is adequate.

Thermal Safety

The sponsor did not provide any thermal safety testing to conform to the internationally recognized
standards for thermal safety of medical electrical equipment.

FDA Concern:

You did not provide the thermal safety testing of your device. In order to ensure that your device is
thermally safe according to IEC 60601-2-18:1996 + A1:2000 Medical Electrical Equipment - Part 2:
Particular Requirements for the Safety of Endoscopic Equipment — please provide the results of
your testing and conclusions for the device that applies to this performance standard.

K120766 §
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- Sponsor Response:

Prosurg conducted the performance testing that includes pull force strength, leak, illumination, thermal
and functional tests with the accompanying test report. As such they have adequately addressed this
issue. : '

FDA Response:

This can be found in the Test/Evaluation Report: NeoséopeTM - Video Endoscope System in Ki120766/S1.
This response is adequate.

XI. Performance Testing — Bench

FDA Concern:

You are modifying your device from a rod lens and fiber optic viewing endoscope with light source
to a digital viewing endoscope which incorporates a miniature complementary medical oxide semi-
conductor (CMOS) imaging sensor and light emitting diodes (LEDs) located at the distal tip. Please
provide data to demonstrate that the LEDs emit an amount of illumination that is either (i)
equivalent to that emitted from the predicate endoscopes (using standard xenon light sources), or
(i) confirmed to be clinically acceptable for examination of the gastrointestinal tract. Currently,
however, no comparison of illumination light intensity is provided.

Sponsor Response:

Visualization / Imaging Test: (n=10)

Simulated visualization, LED lighting & Imaging Testing was carried out by connecting Neoscope, Video
module and Laptop computer. The images and lighting were compared with conventional light source,
Rod lens endoscocpe and TV monitor, and found to be of satisfactory quality for its intended use for

endoscopic procedures. There was no heat build up due to LED lighting for period of 40 min exposure in
fluid filled tissue cavity.

FDA Response:

This can be found in the Test/Evaluation Report: Neoscope™ - Video Endoscope System in K120766/51.
This response is adequate. '

XII. Performance Testing — Animal

There are no animal testing requirements for this device.

XIII. Performance Testing — Clinical

There are no clinical testing requirements for this device.

K120766
ProSurg Endoscope
18
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016

XIV, Substantial Equivalence Discussion
Yes No
1. Same Indication Statement? PV ! If YES =Go To 3
2. Do Differences Alter The Effect Or Raise New : | t If YES = Stop NSE
Issues of Safety Or Effectweness’ - ; !
3. Same Techno!oglcal Charactenstlcs" Y l If YES = Go To 5
4. Could The New Characterlstlcs Affect Safety Or Tn T IfYES Go To 6

Effectiveness?

t

5. Descrl t1ve Characterlstlcs Pre01se Enou h7 | v t lfNO Go To 8
p g |
|

+ IFYES = Stop SE

—— e e — e e e e e el

6. New Types Of Safety Or Effectlveness Questnons’ ' ! | If YES Stop NSE
e i - coer—e e —
7. Aucepted Scncntlﬁc Mcthods EXISL" i , i IfNO = Stop NSE
— - = in — - — P N — i - :r —————— s ———
8. Pe n‘ormance Data Avallable" ; L v' | IfNO = Request Data
9. Data Demonstrate Equwalence“’ : ; . Final Decision: Al
Note: See

http://eroom.fda.gov/eRoomReq/Filessy CORH3/CDRHPremarketNotification5 10kProgram/0_4148/FLO
WCHART%20DECISION%20TREE%20.DOC for Flowchart to assist in decision-making process.
Please complete the following table and answer the corresponding questions. "Yes" responses to
questions 2, 4, 6, and 9, and every "no" response requires an explanation.

5. Explain how descrit)tive characteristics are not precise enough:
Standards forms, Software and EMC concerns remain.

8. Explain what performance data is needed:

Standards forms, Software and EMC concerns remain.

XV. Deficiencies
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XVI. Contact History

K120766 dated S March 2012 received 8 May 2012
K120766/S1 10 July 2012 received 18 July 2012

XVIL. Recommendation: Al
-Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: Class I1 '
Product Code: FAJ
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-ﬁé DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Engineering Consult

. K120766/81

Date: August 03, 2012

To:

: Mary Beth O’Brien
From: Tuan Nguyen 7L1/\

CC:

Glenn Bell

510(k) Holder: ProSurg, Inc.
Device Name: NeoScope™ Endoscopic Diagnostic & Treatment System (Modification)

l. Purpose and Summary

Per your request | have reviewed the sponsor’s responses to our Al request in this K120766/S001
submission that was received on July 18, 2012. :

The major issues associated with the current K120766/S001 consist of the lack of safety and

performance testing including electromagnetic compatibility and software testing. The current review
of the current submission results in the request for additional information -(Al) from ProSurg.

ll. Indications for Use

The revised Indications-for-Use statements for both the subject device NeoScopeTM Endoscopic
Diagnostic & Treatment System (Modification) and the predicate NeoScope™ Endoscopic Diagnostic
& Treatment System are shown in the following table:

TABLE 1 — INDICATIONS FOR USE

Subject Device Predicate Device
NeoScope™ Endoscopic Diagnostic & Treatment System NeoScope™ Endoscopic
(Modification) K120766 Diagnostic & Treatment

System K042780
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Original:

The NeoScope™ Endoscopic
Diagnostic & Treatment System
(Modification) is intended for
cystoscopic, hysteroscopic,
laparoscopic, resectoscopic and
endoscopic treatment of
urological, gynecological,
gastroenterological disorders and
diseases of prostate, bladder,
urethra, uterine cavity, stomach,
Gl, urinary tract and reproductive
organs using biomaterials, laser
and RF devices, tissue ablative
and augmenting agents,
microsurgical instruments and
endoscopic accessories.

Revised:

The Prosurg's NeoScope
(Cystourethroscope/
Cystonephroscope) Digital Video
System (which includes the
Digital video Endoscope and
Video Capture Module) is
intended for use to examine body
cavities, hollow organs and
canals in the body, in the Urinary
tract, and can be percutaneously
to examine the interior of the
kidney and using additional
accessories can be used to
perform various diagnostic and
therapeutic procedures.

The Prosurg's Neoscope
(Hysteroscope) Digital Video
System (which includes the
Digital Endoscope and Video
Capture Module) is intended for
use to examine body cavities,
hollow organs and canals in the
body, in the Gynecological tract,
and can be percutaneously to
examine the interior of the uterus
and using additional accessories
can be used to perform various
diagnostic and therapeutic
procedures.

The NeoScope™ Endoscopic
Diagnostic & Treatment System
is intended for cystoscopic,
hysteroscopic, laparoscopic,
resectoscopic and endoscopic
treatment of urological,
gynecological,
gastroenterological disorders and
diseases of prostate, bladder,
urethra, uterine cavity, stomach,
Gl, urinary tract and reproductive
organs using biomaterials, laser
and RF devices, tissue ablative
and augmenting agents,
microsurgical instruments and
endoscopic accessories.

Reviewer Comment:
In the original submission, the sponsor provided an indications-for-use statement that did not
incorporate all the functions or the indications of their device. They stated that their device could be
used in a wide variety of procedures. For their urological and/or gastroenterological device
application, a revision of the indications-for-use statement was needed to reflect the specific

functions and indications for these uses.
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lll. Device Description

The NeoScope ™ Endoscopic Diagnostic & Treatment System (Modification) is a sterile, single-use
modular device for endoscopic diagnostic and treatment. It is compatible with standard endoscopes
and interchangeable accessories. The device consists of an outer guide probe, adapter, delivery
system and a viewing scope. The outer guide probe is used for irrigation. The delivery system
comprises the injection needle and probes for delivering treatment substance, tissue agents, imaging -
dyes and contrast agents, drugs, sclerosing agents and bio-toxins. It can also be used for delivering
thermal energy for tissue ablation and removal using radio frequency (RF), laser, microwave energy,
cryo energy. The device can be used in a variety of endoscopic functions such as cystoscope,
resectoscope, nephroscope, hysteroscope, and laparoscope. The original NeoScope™ Endoscopic
Diagnostic & Treatment System is shown in the following figure.

Leser Cystoseape
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%/‘9 Gudz Prove 1 Sheatnd ’
v~ e
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Figure 1: The NeoScope™ Endoscopic Diagnostic & Treatment System

The new NeoScope™ Endoscopic Diagnostic & Treatment System (Modification) consists of a digital
viewing endoscope with a LED light source and video module interface for display using
commercially available monitoring devices. The new NeoScope™ Endoscopic Diagnostic &
Treatment System (Maodification) with the proposed modification system is illustrated in the following

figure.
S E&'W-T“*B! (
NeoScope: o
. : NeoScope
NeoScape- Digital endoscope NeaScope w/ Video Madule NeoScope w i Display

Figure 1: The NeoScope™ Endoscopic Diagnostic & Treatment System (Modification)

The subject device is designed for optimal visualization via digital imaging technology and to allow
fluid irrigation and microsurgical instrument access. It can be introduced through various body
cavities and opening.
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The following table summarizes the product specifications of the NeoScope™ Endoscopic Diagnostic
& Treatment System (Modification) along with their functions and descriptions.

TABLE 2 — REVISED PRODUCT SPECIFICATIONS

Cgmpopent/ Description/Model Material

unction

Camera Sensor CMOS Commercially Available
LED Commercially Available

Light Source

Conventional
Viewing
Endoscope

Diameter: 1.0 mm
Viewing Angle: 0°

Outer Tubing: Stainless Stell 304/306
Rod Lens Optics: Quartz '

Digital Endoscope
(Rigid)

Diameter: 5.0 mm
Working Length: 28 cm
Working Channel: 1.5 mm

Rigid Outer Sheath: Stainless Steel 316
Optical Window: Quartz
Handie: ABS

Digital Endoscope
(Flexible)

Diameter: 7.5 mm
Working Length: 36 cm
Working Channel: 1.5 mm

Flexible Outer Sheath: TFE
Optical Window: Quartz
Handle: ABS

Accessories

Video Interface Module
Connecting Cable
Video Display Monitor

Commercially Available

. Blister Tray Commercially Available
Packaging Tyvek Lid Package
Usage Single Use Only Supplied Sterile

Reviewer Comment: .
The sponsor did not provide the detailed description of their device.

Response to Original Deficiency

Please provide a more detailed description of the device and its various configurations,
including: (i) Identification and description of each component/accessory, including complete
details regarding the thermal energy for tissue ablation and removal using RF (Monopolar /
Bipolar), Laser, Microwave energy, Cryo energy and Microsurgical instrumentation), and

(ii) A complete list of all compatible endoscope designs (currently listed as “Storz, Wolf,
Circon/Gyrus/ACMI, Olympus & others,” which is open-ended).

Prosurg provides a detailed device description of their devices that include digital video endoscope,
video module and software, laptop/tablet computer, and as such they have adequately addressed

this issue.

IV. Device Comparison

Reviewer Comment:
The sponsor did not provide the device comparison between the subject and predicate devices.

Response to Original Deficiency
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V. Software

Reviewer Comment:

Since the subject device incorporates a digital viewing endoscope with a LED light source and video
module interface for display, operating software is needed. The sponsor needs to provide the
software evaluation and performance validation according to the following software test
requirements.

Software Test Requirements:

Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices
includes the following:

e |EC 62304:2006 Medical Device Software - Software Life Cycle Processes

* http://www.fda.gov/cdrh/ode/software.html

¢ “Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices”
http://www.fda.gov/downloads/MedicalDevices/DeviceRequlationandGuidance/GuidanceDocume

nts/ucm089593.pdf, 5/11/05

e “Guidance for Industry, FDA Reviewers and Compliance on Off-The-Shelf Software Use in

Medical Devices”
http://www .fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocume

nts/ucm073779.pdf, 9/9/1999

* “General Principles of Software Validation; Final Guidance for Industry and FDA Staff’
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocume
nts/UCMO085371.pdf, 1/11/2002

e “Guidance for Industry. Cybersecurity for Networked Medical Devices Containing Off-The-Shelf
(OTS) Software”
http://www.fda.gov/downloads/MedicalDevices/DeviceRequlationandGuidance/GuidanceDocume
nts/ucm077823.pdf, 1/14/05

" Response to Original Deficiency
The sponsor needs to address the following software evaluation and performance

requirements:

Level of Concern
The firm should provide the level of concern, justification and supporting rationale.

Software Description

Information should include a summary overview of the features and software operating
environment including information on programming language, hardware platform,
operating system and off-the-shell software.

Software Hazard Analysis
Information should include a tabular description of identified hardware and software
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hazards, including severity assessment and mitigation(s), clinical hazards, method of
control of the hazards and results of evaluating the correct implementation.

Software Requirements Specifications (SRS)

Information should include a detailed listing of all of the specific requirements of the
software including specifications of the functional requirements for the software in the
digital video processor.

Architecture Design Charts
Information should include detailed depiction of functional units and software modules;

it may also include state diagrams as well as flow charts.

Software Design Specifications (SDS) :
This information should include a detailed SDS document, which describes how the

SRS are implemented.

Traceability Analysis

This information should include traceability matrix among requirements, specifications,
identified hazards and mitigation(s), including traceability information on risk mitigation
measures and implementation of software design specifications, and verification and
validation testing.

Development Plan

This information should include a summary of the software life cycle development plan,
including the configuration management and maintenance plan documents. For a major
level of concern, this documentation should also include an annotated list of control
documents generated during the development process.

Verification, Validation, and Testing

For a minor level of concern, this documentation should include the software functional
test plan, pass/fail criteria, and results. For a moderate level of concern, this
documentation should include a description of verification and validation (V&V)
activities at the unit, integration, and system level, as well as system level test protocol,
including pass/fail criteria, and tests results. For a major level of concern, this
information should include a description of V&V activities at the unit, integration, and
system level as well as unit, integration and system level test protocols, including
pass/fail criteria, test report, summary, and tests results.

Revision Level History

Information should include a revision history log, including release version number and
date to document the history of software revisions generated during the development of
the software.

Unresolved Anomalies (Bugs) _
For moderate and major, the documentation should include a list of remaining software
anomalies, annotated with an explanation of the impact on safety or effectiveness,
including operator usage and human factors.

Off-the-Shelf (OTS) Software
The firm should provide information on any OTS software.

Cyber and Information Security

The firm should address security issues assomated with network communications since
the device may transmit endoscopic images to external servers (such as DICOM
servers) via network communications. The firm should also provide information, as
appropriate, on the Cybersecurity aspects of their device, including but not limited to,
the following facets of information security with respect to communications:
confidentiality, integrity, availability and accountability.

e
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301- 796981 18
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Prosurg states that the software for video processing is supplied by El Gato Company, and
therefore, software evaluation and performance are not required. However, according to FDA
Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices; the
firm is still responsible for the continued safe and effective performance of their device using off-the-
shelf (OTS) software.

S1 Deficiency:

You state that the software for video processing is supplied by El Gato Company, and therefore,
software evaluation and performance are not required. We respectfully disagree with your
statement. According to FDA Guidance for the Content of Premarket Submissions for Software
Contained in Medical Devices, you are still responsible for the continued safe and effective
performance of their device using off-the-shelf (OTS) software. Please provide information of any
OTS software used in your devices following the “Guidance for Industry. Cybersecurity for
Networked Medical Devices Containing Off-The-Shelf (OTS) Software”

http://www.fda. qov/downloads/Med|ca|Dewces/DewceRequlatlonandGu|dance/GUIdanceDocuments
fucmQ77823.pdf, 1/14/05

VI. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

Electromagnetic Compatibility
The sponsor did not provide the electromagnetic compatibility evaluation of their device to assess
its safety and effectiveness.

Response to Original Deficiency

In order to evaluate the electromagnetic compatibility, safety, effectiveness, and reliability of
your device according to EMC standard IEC 60601-1-2:2007—Part 1-2: General Requirements
for Basic Safety and Essential Performance — Collateral Standard: Electromagnetic
Compatibility — Requirements and Tests — please provide the results of your testing and
conclusions for those that are relevant to this standard. Additionally, please provide the
following information in order to understand how the testing is performed:

A summary of the testing that was done;

The requirements of the standard that were met (including immunity test levels);

The pass/fail criteria used;

The functions of the device that were considered to be essential performance;

The performance of the device during each immunity test (e.g., degradation observed);
Identification and justification for any of the standard ‘s allowances that were used;

A description of and justification for any deviations from the requirements of the standard;

Evidence of compliance with the standard’ s labeling (identification, marking and
documents) requirements;

If any device modifications were needed in order to pass any of the EMC testing, a
description of these modifications and a statement that they will all be incorporated into the
production units.

Prosurg states that their devices do not generate electromagnetic radiation and the imaging sensor
is supplied by OmniVision. However, they indicate that their digital video endoscope design
incorporates CMOS imaging sensor and LED at the distal end. According to EMC standard IEC
60601-1-2:2007—Part 1-2:2007, all electrical medical devices should conform to this consensus

. Page 7 of 10
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Standard.

S1 Deficiency:

You state that your devices do not generate electromagnetic radiation and the imaging sensor is
supplied by OmniVision. However, you indicate that your digital video endoscope design
incorporates CMOS imaging sensor and LED at the distal end. According to EMC standard IEC
60601-1-2:2007-Part 1-2:2007, all electrical medical devices should conform to this consensus
standard. Please provide the electromagnetic compatibility evaluation of your devices to assess
their safety and effectiveness in the proximity of other electrical medical devices. Please also
provide the results of your testing and conclusions for those that are relevant to this standard.

Electrical Safety .
The sponsor did not provide any electrical safety testing to conform to the internationally recognized

standards for electrical safety of medical electrical equipment.

Response to Original Deficiency

You did not provide the electrical safety testing of your device under normal conditions and
under the operating conditions which include the use of specified electrical surgical units.
In order to ensure that your device is electrically safe according to IEC 60601-1-1:2000
Medical Electrical Equipment — Part 1-1: General Requirements for Safety — Collateral
Standard: Safety Requirements for Medical Electrical Systems and IEC 60601-2-18:1996 +
A1:2000 Medical Electrical Equipment - Part 2: Particular Requirements for the Safety of
Endoscopic Equipment — please perform the electrical safety testing of your active device
with compatible electrosurgical units and connectors and revise your instructions for use to
include compatible electrosurgical units. Please also provide the input parameters of your
device that is required to achieve your specified output parameters.

Prosurg states that their device incorporates the imaging sensor supplied by OmniVision that meets
IEC 60601-1-1:2000 and IEC 60601-2-18:1996&2000. As such they have adequately addressed
this issue.

Mechanical Safety
The sponsor did not provide any mechanical safety testing of their device to assess its safety and

effectiveness.

Response to Original Deficiency

- You did not provide a complete performance testing report summarizing the bench testing of

your device and its outcomes, including the number of devices tested or if tests were
performed on the final sterilized device. In order to determine the safety and effectiveness of
your device please provide a complete report of your product performance testing, including

but not limited to the following:

a.

Leak and pull testing;

b. Handle strength testing.

Prosurg conducted the performance testing that includes pull force strength, leak, illumination,
thermal and functional tests with the accompanying test report. As such they have adequately
addressed this issue.

Thermal Safety
The sponsor did not provide any thermal safety testlng to conform to the internationally recognized
standards for thermal safety of medical electrical equipment.

Response to Original Deficiency

You did not provide the thermal safety testing of your device. In order to ensure that your
device is thermally safe according to IEC 60601-2-18:1996 + A1:2000 Medical Electrical
Equipment - Part 2: Particular Requirements for the Safety of Endoscopic Equipment —

Page 8 of 10
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please provide the results of your testing and conclusions for the device that applies to this
performance standard.

Prosurg conducted the performance testing that includes pull force strength, leak, illumination,
thermal and functional tests with the accompanying test report. As such they have adequately

addressed this issue.

Performance Testing — Bench

Optical Performance
The sponsor did not provide the optical performance of their device to conform to the internationally

_recognized standards for optics and optical performance of medical electrical equipment.

Response to Original Deficiency
You did not provide the optical performance evaluation of your device. In order to evaluate

the optical performance, safety, effectiveness, and reliability of your devices according to
1SO 8600-1-5 — Optics and Photonics — please provide the results of your testing and
conclusions for those devices that are relevant to this performance standard.

Prosurg conducted the performance testing that includes pull force strength, leak, illumination,
thermal and functional tests with the accompanying test report. As such they have adequately

addressed this issue.

Risk Analysis
The sponsor did not provide the risk management to conform to the internationally recognized

standards for risk management of medical electrical equipment.

Response to Original Deficiencv' : )
You did not provide the risk analysis of your device. In order to identify the hazards

associated with your device, to estimate and evaluate the associated risks, to control these
risks, and to monitor the effectiveness of the controls according to 1ISO 14971:2007 - Risk
Analysis, please provide the results of your risk analysis and conclusions that your device is

safe.

The sponsor did not address this deficiency and it still remains an issue.

S1 Deficiency:
You did not provide the risk analysis of your devices. In order to identify the hazards associated

with your devices, to estimate and evaluate the associated risks, to control these risks, and to
monitor the effectiveness of the controls according to ISO 14971:2007 — Risk Analysis, please
provide the results of your risk analysis and conclusions that your devices are safe.

Recommended S1 Deficiencies:
‘The following deficiencies are identified with the information submitted by the sponsor:

1. You state that the software for video processing is supplied by El Gato Company, and therefore,
software evaluation and performance are not required. We respectfully disagree with your
statement. According to FDA Guidance for the Content of Premarket Submissions for Software
Contained in Medical Devices, you are still responsible for the continued safe and effective
performance of their device using off-the-shelf (OTS) software. Please provide information of
any OTS software used in your devices following the “Guidance for Industry. Cybersecurity for
Networked Medical Devices Containing Off-The-Shelf (OTS) Software.”
http://www.fda.qov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocum

ents/ucm077823.pdf, 1/14/05
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2. You state that your devices do not generate electromagnetic radiation and the imaging sensor is
supplied by OmniVision. However, you indicate that your digital video endoscope design
incorporates CMOS imaging sensor and LED at the distal end. According to EMC standard IEC
60601-1-2:2007—Part 1-2:2007, all electrical medical devices should conform to this consensus
standard. Please provide the electromagnetic compatibility evaluation of your devices to assess
their safety and effectiveness in the proximity of other electrical medical devices. Please also
provide the results of your testing and conclusions for those that are relevant to this standard.

3. You did not provide the risk analysis of your devices. In order to identify the hazards associated
with your devices, to estimate and evaluate the associated risks, to control these risks, and to
monitor the effectiveness of the controls according to ISO 14971:2007 - Risk Analysis, please
provide the results of your risk analysis and conclusions that your devices are safe.

VIil. Recommendation

Additional information is needed to determine if the subject device NeoScope™™ Endoscopic
Diagnostic & Treatment System (Modification) is substantially equivalent to the predicate
NeoScope™ Endoscopic Diagnostic & Treatment System. A letter with the list of deficiencies
should be sent to the sponsor.

Tuan Nguyen, Ph.D.

Page 10 of 10
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’ . U.S. Food and Drug Administration
ey, . . : Center for Devices and Radiological Health
“a : Document Control Center W066-G609
: 10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

July 18,2012

PROSURG, INC. _ 510k Number: K120766

2195 TRADE ZONE BLVD. . :

SAN JOSE, CALIFORNIA 95131 .

ATTN: A. DESAI ) Product: ENDOSCOPIC DIAGNOSTIC &

‘The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
.be considered as part of your official premarket notification submission. Also, please note the new Blue Book
‘Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this gundance for information on current fax and e-mail practices at"
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated:
510(k)s. This guidance can be found at :
http://www.fda. m/MedlcaIDev|ces/Dev1ceRegulat10nandGu1dance/Gu|danceDocuments/ucm084365 htm. Please
referkto this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k)

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(K) Staff

Questions? Contact _FDA/CDRH/OCE/DI'D at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
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The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FIDA allowing you to do so. As in the past, we intend to

" complete our review as quickly as possible. Generally we do so in 90 .days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory regquirements.

If you have g:rocedural questions gl
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Date : July 10, 2012

Attn: Mary Beth O'Brien RN, MSN
Food & Drug Administration
Division of reproductive, Gastro -Renal & Urological Devices
Office of Device Evaluation
Center for Devices & Radiological Health
10903 New Hampshire Avenue
Document Control Room - W066-G0609
Silver Spring MD 20993-002

Re: 510K - K120766 Application - NeoScope™
Endoscopic Diagnostic & Treatment System ( Modification)

Dear Ms Mary Beth O'Brien,

Based On telephone conversation, I would like to submit additional
information and explanation to clarify of some of the questions raised
by you regarding above mentioned 510 K application.

(1) Device Descri.Qtion: - NeoScope Cystoscope / Hysteroscope

The NeoScope Video Endoscopic System consists of three main
components:

(a)Digital Video Endoscope ( Prosurg Inc)

(b) Video Module & Software ( El Gato Company)

(c) Laptop / Tablet Computer ( Mac, window Computer Companies)

Digital Video Endoscope ( Rigid /Flexible)

The Digital Video endoscope design incorporates a CMOS imaging

sensor and 4 ea built-in LED ( Light Emitting Diodes) mounted at the

distal end, connecting wires along the length of the hollow tubular

structure and a USB 2.0 Connector at the proximal end. The distal end of
PROSURG, INC.

2193 Trade Zone Bivd. San Jose, CA 95131
Tel: (408) 945-4044, 1-800-200-SURG Fax: (408) 945-1390 -
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the endoscope containing CMOS sensor and LEDs, is protected by sealed
optical glass window and the proximal end of the tubular structure is
housed into a medical grade ABS molded handle. The Neoscope
endoscope is provided sterile for Single use only and does not require
cleaning, reprocessing or re-sterilization. The Neoscope Endoscope is
available as a 5.0mm OD diagnostic device or 7.5mm OD as an operating
device with 5 Fr working channel. The Neoscope can be utilized as a
Cystoscope or Hysteroscope by a trained physican for diagnostic and
operating procedures, using commercially available, video capture
module and portable laptop / Tablet computer.

( Please refer to attached drawings for additional details )

Video Capture Module & Software *:

The Video Capture Module and Video Processing Software , commonly
used to covert Analog video (VCR) tapes & other media into Digital files
or DVD are supplied by il company for use with majority of
commercial computers. The Video Capture module with software are
not patient contact items and can easily be connected / loaded to the
Laptop/ Tablet computer. The Video Capture Module receives the
analog signal from CMOS sensor of the endoscope and coverts it into
digital video signal recordings. The El Gato software is used to format
the digital video recordings into commonly used video format files,
including Quick Time, iTune, i Movie, window Media & You Tube.

e Note: The Video module and Software are commercially available
products (|JllEompany) and are non patient contact items.
(Supplied Non Sterile)

Portable Laptop / Tablet Computers:

The Portable Laptop / Tablet Computer can be used as a video monitor
and recording / storage device to view, record , edit, store and transfer
/transmit the video files. The Digital Video Endoscope and Video
Capture Module can be connected to majority of all commercially
available Laptop /Tablet computer using standard USB 2.0 connecting
cables. If necessary, additional USB connecting cable can also be used.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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* Note: The Laptop / Tablet Computer is commercially available
product ( Mac or Window based Operating System) and is a non patient
contact item. (Not supplied)

NeoScope Product Configurations : ( Rigid / Flexible)

In order to simplify the review of proposed 510 k Application, we
would like to limit submission to only following product Configurations
of NeoScope Digital Video Endoscope.

Cystoscopes / Hysteroscope for Diagnosis and treatment of
Urological disorders and Gynecological disorders.

Please note that the proposed Digital Video Endoscopes are supplied
sterile, for single use only and does not require cleaning, reprocessing or
re sterilization.

NeoScope Produci Models:
NeoScope -Digital Video Cystoscopes & Hysteroscopes ( Rigid / Flexible)
Model # Product Description

NCRS50S Diagnostic Neo-Cystoscope (5.0mm Dia, 28 cm long)
NCR75S Operating Neo-Cystoscope (7.5mm Dia, 28 cm long)
NHR50S Diagnostic Neo-Hysteroscope (5.0mm Dia, 28 cm long)
NHR75S  Operating Neo-Hysteroscope (7.5mm Dia, 28 cm long)
NCF75S Operating NeoFlex-Cystoscope (7.5mm Dia, 28 cm long)
NHF75S Operating NeoFlex-Hysteroscope (7.5mm Dia, 28 cm long)

Note: The Cystoscope and Hysteroscope models are identical in design,
dimensions and configurations.

(1a) Components & Accessories: ( Clarification )
The proposed 510k application is only for NeoScope -Digital Video
Endoscope System and does not include any micro instruments, RF

probes, Laser Fiberoptics, Microwave or Cryo energy delivery devices
or other accessories to be supplied by Prosurg, Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The working channel provided in the video endoscope is for suction and
irrigation of fluid, commonly used during endoscopic procedure. The
working channel can also be used to insert commercially available (FDA
approved) micro instruments and accessories ( max Size 5.0 Fr).

(1b) The NeoScope - Digital Video Endoscope device is compatible with
commercially available Rigid /Flexible Cystoscopes, and Hysteroscope
components, instrumentations/ Accessories marketed by Storz, Wolf,
Olympus, Circon / ACMI / Gyrus. The Neoscope can also be used with
commercially available Suction / Irrigation systems for endoscopic use.

(2) Predicate Comparison :

To establish substantial equivalency of proposed device with predicate
devices, a revised comparison matrix outlining proposed Product
Specifications, Technology, Dimensions and Indications for Use with
the Predicate devices is attached for your review.

( Please see attached Comparison matrix)

(3) Product Labeling :

The Product labeling along with Instructions for Use has been revised
for the proposed Single use, NeoScope Cystoscopes / Hysteroscope for
Diagnosis and treatment of Urological disorders and Gynecological
disorders. The Instructions for Use also includes revised Indications for
use, Contraindications, Precautions, Warnings and potential adverse
effects associated with the use of the device.

( Please see attached Product Labeling and Instructions for Use)

{4) Product Shelf Life:

The recommended Shelf life of the NeoScope ™- Digital Video Endoscope
System is one year. The product shelf life was determined as per
Accelerated aging techniques, based on the assumptions that the
chemical reactions involved in the deterioration of materials follow the
Arrhenius reaction rate function. The sterilized products were subjected
to environmental conditions & were tested to confirm product
performance and packaging integrity specifications. The Shelf life Test
Report is attached herewith for your review and approval. The Real -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016

Time aging test for 12 month will be initiated out upon completion of
first manufacturing production lot.

(5) Biocompatibility :

The Biocompatibility Report for the NeoScope Diagnostic and
Therapeutic Endoscopic System, as per limited Contact device ( less
than 24 hours ) according to ISO 10993 standards has been attached
herewith for your review. Please note that the Biocompatibility report
includes Cytotoxicity, study ISO intracuteneous study and 1SO
maximization and Sensitization study for the Neoscope Diagnostic and
Therapeutic Endoscopic System. Please note that the material,packaging
manufacturing process, sterilization method & cycle are also identical.
The Video module and laptop / Tablet computer being, not patient
contact items are provided non sterile.

6)S re:

The software for video processing and formatting is commercially
available software, supplied by [BIllllcompany. Prosurg does not
supply the software for use with Neoscope - Video Endoscopy system.

(7) Electromagnetic Compatibilty:

The Neoscope device does not generate any electromagnetic radiation.
The specifications of Imaging sensor, supplied by _
RIS is attached herewith for your review.

(8) Electrical Safety: The Imaging sensor from{iiGTTTGE
B is powered by 3.3V DC power source of laptop / Tablet

computer and meets [EC 60601-1 -1 : 2000 and IEC 60601-2-18:1996 &
2000. The Neoscope video Endoscope does not contain any battery or
other Electrical power source. The Video Module also does not contain
any power source. Please note that commercially available Laptop /
Tablet computers meets all of the Electrical safety standards.

9)Mechanic erformance Safety Testing :
The performance testing, including pull force strength , leak test,
lllumination testing and functional testing was carried out for Neoscope
video endoscopic system. The test result report is attached herewith for
your review.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b) Tyvek / Mylar poucch Packaging Seal integrity did not get damaged, torn
or compromised ( peel strength) during shelf life testing.

(c) There were no holes, puncture or damage to Tyvek / Mylar pouch
package ( dye check ) during shelf life testing .

11.0 RECOMMENDAED SHELF LIFE:

Based on the result of Accelerated Ageing Test Method (ASTM F 1980: 2002) resuit, we
have determined that Neoscope™ —Video Endoscope products have a minimum one (1)
year shelf life from date of manufacturing. Please note that Product Sterility and Shelf
life are in effect as long as the package is not opened or damaged.

"

Approved By:
\2 2 - Z /} 2 7 / 1 _
Twila Connér QA Date

,

Al - 2o

Rogelio Ramirez , Mfg Oper\étion Date

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118






































































































Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016

July 10, 2012
To: Director, Food and Drug Administration.

Urology and Lithotripsy Devices Branch

Division of Reproductive, Abdominal & Radiological Devices.
Office of Device Evaluation / CDRH

Document Mail Center (HFZ-401)

10903 New Hampshire Avenue

Silver Spring, MD 20993-002

Re.:  510(k) Premarket Notification: 3 K 12074
NeoScope ™- Digital Video Endoscopic System

Dear Sir,

Pursuant to 21 CFR 820.90, enclosed please find a copy of 510k Premarket Notification applications for the
above named devices for your review.

The use of the term “substantially equivalent,“similar” and other related terms and descriptions in this
notification comparing NeoScope ™- Digital Video Endoscopy System to the predicate devices are made only
to meet the requirements of the Federal Food, Drug and Cosmetic Act as amended and regulations there under,
and for no other purpose.

The NeoScope™- Digital Video Endoscopic System is substantially equivalent to the predicated devices
ACMI Invisio ICN endoscopes, ACMI DUR Ureteroscope, Gyrus Invision Endoscopes and NeoScope™-
Endoscopic Diagnostic & Treatment System from Prosurg Inc, cleared by FDA under 510k application
K#042225, K # 060269, K#090814 and K# 042780 respectively. The only modification to the NeoScope
Endoscopic System is to include the use of Digital endoscope device with CMOS sensor & LED module
instead of a conventional “Rod lens” and “fiber optic” viewing endoécope and light source. As we all know,
currently the CMOS / CCD Imaging sensor with LED represents a proven technology for endoscopic viewing
and illumination of the target body organ. The Proposed NeoScope Video Endoscopic device ( Rigid &
Flexible ) is desigﬁed to be compatible with commercial Laptop / Tablet computers . The NeoScope Video
System is also designed for Single Use, thus minimizing risk of cross contamination and infections.

Please review the attached application and let us know if you need additional details or clarification.

Thank you and Best Regards,

A. De anager, Regulatory Affairs

Trade Zone Blvd

an Jose CA 95131
Tel 408 945 4044 / Fax 408 945 1390, E mail: Ashvin@Prosug.com Inc

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510 (k) Application

NeoScope ™- Digital Video Endoscopic System

Index
1. 510 (k) Notification Form 1
2. Pre-Market Notification Statement 2
3. Truthful and Accurate Statement 3
4. Product Description 4-5
5. Product Configuration/Drawing 6-9
6. Product Specifications N 10
7. Material Biocompatibility Data 11
8. Product Sterilization and Testing 12
9. Indications for Use 13
10. Product Labeling 14-23
11. Instructions for Use 23-28
12. Substantial Equivalency 29-32
13 Safety & Effectiveness of Device 33

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510 (k) Notification
Date: July 10, 2012

Device Proprietary Name: NeoScope ™- Digital Video Endoscopic System

Device Common, Usual or Classification Name: Endoscope and Accessories Flexible / Rigid
Product Code: FAJ and FGA
Division /Subsidiary Name: Prosurg, Inc Est. Regis No. 2939814
O Notification for @ New Device O Significant change/modification O Change in int. use
Classification Panel Name: Division of Reproductive, Abdominal & Radiological Devices / CDRH
Pursuant to 21 CFR Part 876 .1500 this device is:
O Class [ - [ Class 11 0 Class 11I
Not Classified- the following provides the basis for this determination: N/A
Pursuant to Section S14 of the Act and 21 CFR part 861, the following action has been taken to assure performance
to he appropriate performance standards:
(J Not Applicable _ [x] No standard(s) presently exist for this device
e The following performance standards apply and are being complied with: 21CFR Part 878.4300
The following is attached, where appropriate, in support of this 510k notification:
e Labels, labeling, advertisements, and/or directions
¢ Finished product photographs and engineering drawings
e Statement and data supportive of similarity/differences of comparable product types in distribution.

OSupportive data in consideration of consequences and effects of a chance or modification as related to safety and
effectiveness including a detailed description of the significant change/modification.

OJSupportive data in consideration of consequences and effects as related to a new use of the device including a
detailed description of the new intended.

Confidentiality if intent to market: x| Applicable 0 Not Applicable

Submitted by: A. Desai

L) 7,/)7/'2/'

Title: MaAage gulatory Affairs Date

Prosurg, Inc
2195 Trade Zone Blvd
San Jose CA 95131

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510 (k) Statement
(As required by 21 CFR 807.93)

NeoScope ™- Digital Video Endoscopic System

I certify that as Manager of Regulatory Affairs of Prosurg, Inc, I will make available all information
included in this premarket notification on safety and effectiveness within 30 days of request by any person
if the device described in the premarket notification submission is determined to be substantially
equivalent.

The information [ agree to make available will be duplicate of the premarket notification submission,
including any adverse safety and effectiveness information, but excluding all patient identifiers, and trade
and confidential commercial information, as defined in 21 CFR 20.61.

A Dedart .
ger, Regulatory Affairs July 10, 2012

osurg, Inc
San Jose CA

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification

Truthful and Accurate Statement

NeoScope ™- Digital Video Endoscopic System

I certify that my capacity as Manager of Regulatory Affairs of Prosurg, Inc., I
believe to the best of my knowledge that all data and information submitted in

premarket notification are truthful and accurate and that no material fact has been

omitted.
)
A. Desai _
r, Regulatory Affairs July 10, 2012

Prosurg, Inc
San Jose CA 95131

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Device Description: - NeoScope Cystoscope / Hysteroscope

The NeoScope Video Endoscopic System consists of three main components:
(a) Digital Video Endoscope ( Prosurg Inc)
(b) Video Module & Software ( El Gato Company)
(c) Laptop / Tablet Computer ( Mac, Windows Computer Companies)

Digital Video Endoscope ( Rigid /Flexible)

The Digital Video endoscope design incorporates a CMOS imaging sensor and 4 ea built-
in LED ( Light Emitting Diodes) mounted at the distal end, connecting wires along the
length of the hollow tubular structure and a USB 2.0 Connector at the proximal end. The
distal end of the endoscope containing CMOS sensor and LEDs, is protected by sealed
optical glass window and the proximal end of the tubular structure is housed into a medical
grade ABS molded handle. The Neoscope endoscope is provided sterile for Single use
only and does not require cleaning , reprocessing or re-sterilization. The Neoscope
Endoscope is available as a 5.0mm OD diagnostic device or 7.5mm OD as an operating
device with 5 Fr working channel. The Neoscope can be utilized as a Cystoscope or
Hysteroscope by a trained physican for diagnostic and operating procedures, using
commercially available, video capture module and portable laptop / Tablet computer.

Video Capture Module & Software :

The commercially available, Video Capture Module and Video Processing Software,
commonly used to covert Analog video (VCR) tapes & other media into Digital files or
DVD are supplied by company for use with majority of commercial computers.
The Video Capture module with software are not patient contact items and can easily be
connected / loaded to the Laptop/ Tablet computer. The Video Capture Module receives
the analog signal fro sensor of the endoscope and coverts it into digital video
signal recordings. Thﬂoftwam is used to format the digital video recordings into
commonly used video format files, including Quick Time, iTune, i Movie, window Media
& You Tube.

Questions? Contact FDA/CDRH/OCE/DID at GDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Portable Laptop / Tablet Computers:

The Portable Laptop / Tablet Computer can be used as a video monitor and recording /
storage device to view, record, edit, store and transfer /transmit the video files. The
Digital Video Endoscope and Video Capture Module can be connected to majority of
commercially available Laptop /Tablet computer using standard USB 2.0 connecting
cables. If necessary, additional USB connecting cable can also be used.

e Note: The Laptop / Tablet Computer is commercially available product (Mac or
Windows based Operating System) (Not supplied by Prosurg, Inc)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
=)
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NeoScope Product Configurations : ( Rigid / Flexible)

Neo -Cystoscopes / Neo- Hysteroscope for Diagnosis and treatment of Urological
disorders and Gynecological disorders.

. NS s

NeoScope Product Models :

NeoScope -Digital Video Cystoscopes & Hysteroscopes ( Rigid / Flexible)

Model # Product Description
NCRS50S Diagnostic Neo-Cystoscope (5.0mm Dia, 28 cm long)
NCR75S Operating Neo-Cystoscope (7.5mm Dia, 28 cm long)
NHRS50S Diagnostic Neo-Hysteroscope (5.0mm Dia, 28 cm long)
NHR75S8 Operating Neo-Hysteroscope (7.5mm Dia, 28 cm long)
NCF75S Operating NeoFlex-Cystoscope (7.5mm Dia, 36 cm long)
NHF75S Operating NeoFlex-Hysteroscope (7.5mm Dia, 36 cm long)
NVMM Video Module & Software (Mac)
VMW Video Module & Software (Windows)
USB60 USB 2.0 Connecting cable 6.0ft
USBI12 USB 2.0 Connecting cable 12.0ft

Questions? Contact FDA/CDRH/OCE/DID a‘t CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product Specifications:

NeoScope ™- Digital Video Endoscopic System

(i) Digital Video Endoscope (Rigid):

Endoscope Diameter : 5.0 mm , 7.5mm
Endoscope Length: 28cm
Endoscope Working Channel: 5 Fr

(ii) Digital Endoscope ( Flexible) :

Endoscope Diameter : 7.5 mm ,
Endoscope Length: 38 cm
Endoscope Working Channel: 5 Fr

(iii) Accessories: ( Video Module & Connecting cable (Non patient contact items)
Video Module: Commercially available, El Gato video module ( Windows / Mac OS)

Connecting Cable : Commercially available standard cable with USB 2.0 connector
Video Display Monitor : Commercially available Laptop/ Tablet Computer / Mobile phone

(iv) Digital Video Endoscope Material Specifications:

(a) Digital Video Endoscope :
Video Endoscope outer Sheath ( Rigid) : S.S. 304 /316
Flexible Endoscope outer Sheath : TFE
Optical window : Glass (Quartz)

Endoscope Handle: Medical grade ABS Polymer ( Molded )

(b) Packaging: Tyvek /Mylar Pouch

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

"o
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Material Biocompatibility

NeoScope ™- Digital Video endoscopic System

The materials used for manufacturing and packaging of NeoScope ™- Digital Video
endoscopic System are identical to predicate device and are safe and biocompatible
materials, that are widely used in the medical industry.

NeoScope ™- Digital Video endoscope Devices are made from stainless Steel 304 /306
tubing covered and Medical Grade ABS molded handle. Neoscope — Video System is
identical in materials, manufacturing methods , assembly, packaging and sterilization as
predicated device. The endoscopic devices are made from stainless steel (304 / 306) with
medical grade ABS polymer handle.. All of the materials have long established history of
biocompatibility and use in medical devices. The packaging materials including Tyvek/
Mylar pouch is also identical to the predicate device. The packaging materials are not
patient contact items and are not utilized in the medical procedures. The Video module and
video display monitors are commercially available and are also non patient contact items.

The Biocompatibility Report for the NeoScope Diagnostic and Therapeutic
Endoscopic System , as per limited Contact device ( less than 24 hours } according to
ISO 10993 standards has been attached herewith for your review. Please note that
the Biocompatibility report includes Cytotoxicity study, 1SO intracuteneous study and
ISO maximization and Sensitization study for the Neoscope Diagnostic and
Therapeutic Endoscopic System. Please note that the material, packaging
manufacturing process, sterilization method & cycle are also identical. The Video
module and laptop / Tablet computer being, not patient contact items are provided
non sterile.

Questions? Contact FDA/CDRH/OCE/DID atlCllDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product Sterilization

NeoScope ™- Digital Video Endoscopic System

NeoScope ™- Digital Video Endoscope will be provided sterile, for single use only. The endoscope have
been sterilized using Ethylene Oxide gas by an outside contractor, Steris, Inc. The ETO sterilization
protocol has been validated for sterility assurance level of 10°. Following each of these cycles, inoculated
products have been tested for sterility. In addition, following each full cycle, the product samples have
been tested for residual level of ETO, ETCH, and EGLY and found to be well within FDA / ISO
guidelines

The Video Module and video display monitors are commercially available items and will be supplied Non
Sterile, being a non patient contact items.

Product Sterilization & Residual Gas levels:

The Gas Residual levels for the proposed device, with contact for limited exposure devices,

does not exceed the following guideline levels, as proposed in ANSI /AAMI /ISO 10993-7: - 2008 —
Biological Evaluation of Medical Devices- Part 7 “Ethylene Oxide Sterilization Residuals”

The Guidelines for residual Gas limits for Medical devices for Limited Exposure are:
Ethylene Oxide (EO) — not to exceed 20 mg per day,
Ethylene Chlorohydrin (ECH)- not to exceed 12mg in a day
The actual value of residual ETO, ECH gas level (5 days post Sterilization)

were <0.3 mg / sample and < 1 mg / sample respectively. The residual gas
value for the device is well within the proposed FDA/ISO guidelines limits.

The product sterilization challenge has been conducted for sterility assurance for level 10 using cycles
using 100% ETO. The product sterility testing is based on LAL testing using BI spores. The sterilization

validation is based on ANSI/AAMI /ISO 11135-1: 2007 and EN 550: 1994 guidelines for ETO
sterilization

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use

510(k) Number (if known):# W 1207< ¢

Device Name: NeoScope ™. Digital Video Endoscopic System
Indications For Use:

The \i-)rosu-r‘é’;rNeoScope (Cystourethfbsébbe_7cy\s_t5ﬁféfé~fééé(—)iié‘ /Cysto;lephroscope) _

Digital Video System (which includes the Digital video Endoscope and Video Capture

Module) is intended for use to examine body cavities, hollow organs and canals in the
body, in the Urinary tract, and can be percutaneously to examine the interior of the kidney
and using additional accessories can be used to perform various diagnostic and therapeutic
procedures.

The Prosurg’s Neoscope (Hysteroscopce) Digital Video System (which includes the
" Digital Endoscope and Video Capture Module) is intended for use to examine body
- cavities, hollow organs and canals in the body. in the Gynecological tract, and can be
percutaneously to examine the interior of the uterus and using additional accessories can
be used to perform various diagnostic and therapeutic procedures.

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

NE(F’LEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
EDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page ‘l'of _

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use:
NeoScope ™- Digital Video Endoscopic System

The Prosurg’s NeoScope (Cystourethroscope /Cystoureteroscope /Cystonephroscope)
Digital Video System (which includes the Digital video Endoscope and Video Capture
Module) is intended for use to examine body cavities, hollow organs and canals in the
body, in the Urinary tract, and can be percutaneously to examine the interior of the kidney
and using additional accessories can be used to perform various diagnostic and therapeutic
procedures.

The Prosurg’s Neoscope (Hysteroscopce) Digital Video System (which includes the
Digital Endoscope and Video Capture Module) is intended for use to examine body
cavities, hollow organs and canals in the body, in the Gynecological tract, and can be
percutaneously to examine the interior of the uterus and using additional accessories can
be used to perform various diagnostic and therapeutic procedures.

- 13-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product Labeling

NeoScope ™- Digital Video Endoscopic System
( Diagnostic — Neo-Cystoscope )

Model # NCR S0 Qty: lea
Endoscope Size: 5.0mm (Dia) Length : _28cm
Suction / Irrigation : Yes Working Channel : No

Video Module : ( Mac / Windows)
Date Of mfg: Exp. Date :
Sterilization Method : ETO Gas

For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

T AR — N P— Rev ----

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FDISTATUS@fda.hhs.gov or 301-796-8118
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Product Labeling

NeoScope ™- Digital Video Endoscopic System
( Diagnostic — Neo-Hysteroscope )

Model# NHR 50 , Qty: 1lea
Endoscope Size: 5.0mm (Dia) Length : -28cm
Suction / Irrigation : Yes Working Channel : No

Video Module : ( Mac / windows)

Date Of mfg: Exp. Date :
Sterilization Method : ETO Gas

For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040

Questions? Contact FDA/CDRH/OCE/DID at CDRKHsFOISTATUS@fda.hhs.gov or 301-796-8118
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Product Labeling

NeoScope ™- Digital Video Endoscopic System
( Operating - Neo Cystoscope )

Model# NCR 75 Qty: lea
Endoscope Size: 7.5mm ( Dia) Length : 28cm
Suction / Irrigation : Yes Working Channel : S Fr

Video Module : ( Mac / Windows)
Date Of mfg: Exp. Date :
Sterilization Method : ETO Gas

For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040

Questions? Contact FDA/CDRH/OCE/DID at CDRH-%ISTATUS@fda.hhs.gov or 301-796-8118
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Product Labeling

NeoScope ™- Digital Video Endoscopic System
( Operating — Neo-Hysteroscope )

Model# NHR 75 ' Qty: lea
Endoscope Size: 7.5 mm ( Dia) "Length : 28cm
Suction / Irrigation : Yes Working Channel : 5 Fr

Video Module : ( Mac / Windows)

Date Of mfg: Exp. Date :
Sterilization Method : ETO Gas

For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product Labeling

NeoScope ™- Digital Video Endoscope
( Diagnostic — Neo-Cystoscope )

Model # NCR 50S Qty: lea
Endoscope Size: 5.0 mm ( Dia) Length : 28cm
Suction / Irrigation : Yes Working Channel : No
Date Of mfg: Exp. Date :

Sterilization Method : ETO Gas
For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040

Questions? Contact FDA/CDRH/OCE/DID at CDRI{&FOISTATUS@fda.hhs.gov or 301-796-8118
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Product Labeling

NeoScope ™- Digital Video Endoscope
( Diagnostic — Neo-Hysteroscope )

Model # NHR 50S Qty: lea

Endoscope Size: 5.0 mm ( Dia) Length : 28cm

Suction / Irrigation : Yes Working Channel : No
Date Of mfg: Exp. Date :

Sterilization Method : ETO Gas
For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
19
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Product Labeling

NeoScope ™- Digital Video Endoscope
( Operating — Neo-Cystoscope ) -

Model # NCR 75S Qty: lea

Endoscope Size: 7.5 mm ( Dia) Length : 28cm

Suction / Irrigation : Yes Working Channel : S Fr
Date Of mfg: Exp. Date :

Sterilization Method : ETO Gas
For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
2o
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Product Labeling

NeoScope ™- Digital Video Endoscope
( Operating — Neo-Hysteroscope )

Model # NHR 758 Qty: lea

Endoscope Size: 7.5 mm ( Dia) Length : 28cm

Suction / Irrigation : Yes Working Channel : 5.Fr
Date Of mfg: Exp. Date :

Sterilization Method : ETO Gas
For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
21
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Product Labeling

NeoScope ™- Digital Video Flexible Endoséope
( Operating — NeoFlex-Cystoscope )

Model # NCF 758 Qty: lea

Endoscope Size: 7.5 mm ( Dia) Length : 36 cm

Suction / Irrigation : Yes Working Channel : S Fr
Date Of mfg: Exp. Date :

Sterilization Method : ETO Gas
For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

22
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Product Labeling

NeoScope ™- Digital Video Flexible Endoscope -
( Operating — NeoFlex-Hysteroscope )

Model # NHF 758 Qty: lea

Endoscope Size: 7.5 mm (Dia) Length : 36 cm

Suction / Irrigation : Yes Working Channel : S Fr
Date Of mfg: Exp. Date :

Sterilization Method : ETO Gas
For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

23
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Instruction for Use

NeoScope ™- Digital Video Endoscopic System

Device Description: - NeoScope Cystoscope/ Hysteroscbpe

The NeoScope Video Endoscopic System consists of three main components:
(a) Digital Video Endoscope ( Prosurg Inc)
(b) Video Module & Software ( El Gato Company)
(c) Laptop / Tablet Computer ( Mac ,Window Computer Companies)

Digital Video Endoscope ( Rigid /Flexible)

The Digital Video endoscope design incorporates a CMOS imaging sensor and 4 ea built-
in LED ( Light Emitting Diodes) mounted at the distal end, connecting wires along the
length of the hollow tubular structure and a USB 2.0 Connector at the proximal end. The
distal end of the endoscope containing CMOS sensor and LEDs, is protected by sealed
optical glass window and the proximal end of the tubular structure is housed into a medical
grade ABS molded handle. The Neoscope endoscope is provided sterile for Single use
only and does not require cleaning , reprocessing or re-sterilization. The Neoscope
Endoscope is available as a 5.0mm OD diagnostic device or 7.5mm OD as an operating
device with 5 Fr working channel. The Neoscope can be utilized as a Cystoscope or
Hysteroscope by a trained physican for diagnostic and operating procedures, using
commercially available, video capture module and portable laptop / Tablet computer.

Video Capture Module & Software :

The commercially available, Video Capture Module and Video Processing Software,
commonly used to covert Analog video (VCR) tapes & other media into Digital files or
DVD are supplied by El Gato company for use with majority of commercial computers.
The Video Capture module with software are not patient contact items and can easily be
connected / loaded to the Laptop/ Tablet computer. The Video Capture Module receives
the analog signal from CMOS sensor of the endoscope and coverts it into digital video
signal recordings. The El Gato software is used to format the digital video recordings into
commonly used video format files, including Quick Time, iTune, i Movie, window Media
& You Tube. '

Questions? Contact FDA/CDRH/OCE/DID at.LRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Portable Laptop / Tablet Computers:

The Portable Laptop / Tablet Computer can be used as a video monitor and recording /
storage device to view, record, edit, store and transfer /transmit the video files. The
Digital Video Endoscope and Video Capture Module can be connected to majority of
commercially available Laptop /Tablet computer using standard USB 2.0 connecting
cables. If necessary, additional USB connecting cable can also be used.

o Note: The Laptop / Tablet Computer is commercially available product (Mac or
Window based Operating System) (Not supplied by Prosurg, Inc)

NeoScope Product Configurations : ( Rigid / Flexible)

Neo -Cystoscopes / Neo- Hysteroscope for Diagnosis and treatment of Urological
disorders and Gynecological disorders.

NeoScope Product Models :

NeoScope -Digital Video Cystoscopes & Hysteroscopes ( Rigid / Flexible)

Model # Product Description

NCRS0S Diagnostic Neo-Cystoscope (5.0mm Dia, 28 cm long)
NCR75S Operating Neo-Cystoscope (7.5mm Dia, 28 cm long)
NHR50S Diagnostic Neo-Hysteroscope (5.0mm Dia, 28 cm long)
NHR75S Operating Neo-Hysteroscope (7.5mm Dia, 28 cm long)
NCF75S Operating NeoFlex-Cystoscope (7.5mm Dia, 36 cm long)
NHF75S Operating NeoFlex-Hysteroscope (7.5mm Dia, 36 cm long)
NVMM Video Module & Software (Mac)

VMW Video Module & Software (Windows)

USB60 USB 2.0 Connecting cable 6.0ft

USB12 USB 2.0 Connecting cable 12.0ft

Questions? Contact FDA/CDRH/OCE/DID at GRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(2) Indications For Use:

The Prosurg’s NeoScope ( Cystourethroscope/ Cystourethroscope/ Cystonephroscope)
Digital Video System (which includes the Digital video Endoscope and Video Capture
Module) is intended for use to examine body cavities, hollow organs and canals in the
body, in the Urinary tract, and can be percutaneously to examine the interior of the kidney
and using additional accessories can be used to perform various diagnostic and therapeutic
procedures.

The Prosurg’s Neoscope (Hysteroscopce) Digital Video System (which includes the
Digital Endoscope and Video Capture Module) is intended for use to examine body
cavities, hollow organs and canals in the body, in the Gynecological tract, and can be
percutaneously to examine the interior of the uterus and using additional accessories can
be used to perform various diagnostic and therapeutic procedures.

Contraindications:

The NeoScope Video endoscope for Cystourethroscopy is contraindicated for patients
with Urinary Tract Infection ( UTIs).

The NeoScope Video endoscope for Hysteroscope is contraindicated for patients with
current or recent pelvic infection, vaginitis, cervicitis, uterine perforation, uterine cancer
and pregnancy.

Warnings:

The NeoScope —Digital Video Endoscopic System is intended for use by trained
physicians only. The device should not be used until the physician is familiar with the
instructions for use, assembly and care of the device. Device instruction manual should
be carefully studied and be available to the surgical / endoscopic team during the
procedure. It is essential to follow the instructions contained in the instruction manual
pertaining to the devices used in the procedure, with particular attention given to the
warnings and cautions. Care must be exercised during endoscopic procedure or the
video endoscope may create perforation, infection or damage to the endoscope .Care
must be exercised during endoscopic insertion so as to avoid damage or injury to the
surrounding tissue. Possible injuries may include unintended tissue damage beyond the
zone of target tissue, compromised vasculature, injury to underlying organs or
surrounding tissue not targeted for the treatment. Endoscopic visualization or other
imaging diagnosis must be performed during the procedure to verify that there is no
potential damage to the other tissue structure or body organs. After the endoscopic

Questions? Contact FDA/CDRH/OCE/DID at CDﬁﬁ-FOISTATUS@fda.hhs.gov or 301-796-8118
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procedure, the patient should be counseled for potential side effects and emergency
instructions. '

Video endoscope is supplied Sterile using an ethylene oxide (ETO) process. Do not
use, if sterile barrier is damaged. If damage is found, please DO NOT USE. For
single patient use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or
resterilization may compromise the structural integrity of the device and/or lead to
device failure which, in turn, may result in patient injury, illness or death. Reuse,
reprocessing or resterilization may also create a risk of contamination of the device
and/or cause patient infection or cross-infection, including, but not limited to, the
transmission of infectious disease(s) from one patient to Contamination of the
device may lead to injury, illness or death of the patient. After use, dispose of
product and packaging in accordance with hospital, administrative and/or local
government policy.

o Cautions:

« Recommended for Single (one time) use only. :

« Bending or kinking during or prior to placement could damage integrity of the
endoscope.

« Ifresistance is encountered during advancement or withdrawal of the microsurgical
instrumentation into working channel of the Video endoscope, STOP. Do not
continue without first determining the cause of the resistance and taking remedial
action..

Federal (USA) law and governing law outside the USA restrict these devices to sale
by or on the order of a physician.

(3) Inspection and Assembly:
3.1 Use aseptic technique when removing the NeoScope ™ Digital Video
Endoscope from the package. Prior to use, carefully inspect the device for any
visible signs of damage. DO NOT USE the device if it appears to be cracked, flawed,
or otherwise damaged. DO NOT BEND OR MANIPULATE THE DEVICE.

P CR L S

d & Monito

Video Ehdoscop ,V €0

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3.2 Carefully remove the Video module from the Package. Prior to use, carefully
inspect the device for any visible signs of damage. po NoT USE the device if it
appears to be cracked, flawed, or otherwise damaged. Remove the El Gato software
disc from the package, install and launch the appropriate version of software on Mac
/ Window laptop / tablet computer. Optionally, the software can also be downloaded
from El Gato website ( www. Elgato.com).

3.3 Connect the Video module with USB connector to Laptop / Tablet computer.
Use a male / female USB extension cord , if necessary to provide additional length
between laptop / tablet computer and Video endoscope.

© 34 Using aseptic technique in sterile field, connect the video endoscope to video
module, using male/ female USB 2.0 connector.

3.5 Launch El Gato application on the laptop / tablet computer and follow the on
screen instructions to record, edit, store and format the video recording of the
procedure. Transfer or transmit the video recording to patient file or other device.

(4) Diagnostic & Surgical Procedure:
4.1, The NeoScope Video endoscopic system can be used for various endoscopic
procedure for treatment of Urological, Uro—gynecological or Gynecological disorders,
using appropriate model of Video endoscope.
4.4 Prepare the patient and operating work area. Select the appropriate model of
NeoCystoscope or NeoHysteroscope for diagnostic or therapeutic procedure. Attach
irrigation / aspiration tubing using lure lock connection mounted on the proximal end
of the video endoscope handle. Make sure the lure lock connection is secure. The
working channel of the operating Video Endoscope model including NeoCystoscope ,
NeoHysteroscope , NeoFlex Cysoscope and NeoFlex Hysteroscopce can be used for
suction / irrigation of fluid and 5 Fr microsurgical instruments for various
Cystoscopic and Hysteroscopic procedures.

5. STERILIZATION:

The NeoScope™- Digital Video endoscope is provided in sterile packaging and is
intended for single use only. Do not use if the product sterility is compromised due to
damaged package. It is recommened that product be stored in a cool dry storage
facility. The NeoScope™ video endoscope and packaging should be properly disposed
of at the end of the procedure according to hospital/clinic policy. Do not attempt to re-
sterilize
6 GENERAL WARNING:

The The NeoScope™- Digital Video Endoscopic System is intended for use only by
physicians. The user of the device should be thoroughly trained in its use and the

Questions? Contact FDA/CDRH/OCE/DID at CORFRFOISTATUS@fda.hhs.gov or 301-796-8118
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applicable medical procedures. Use of these devices should no be undertaken until the
user has fully familiarized himself with the instructions for use, assembly and care.
Equipment instruction manuals should have been carefully studied and be available to
the surgical team during the procedure. It is essential to follow the instructions
contained in instruction manual pertaining to devices used in the procedure, with
particular attention given to the warnings and cautions. Care must be exercised during
surgical procedure, or the instrument may potentially create perforation, infection,
device damage or breakage. After the surgical procedure, the patient should be
counseled for potential side effects, if any and emergency instructions.

Prosurg, Inc warrants the NeoScope™- Digital Video Endoscopic System to be free
from defects in material and workmanship for a period of 30 days from the day of
shipment when properly installed, maintained, and used for its intended purpose. This
warranty applies only to the original purchaser, and only so long as the equipment is
used in the country to which Prosurg, Inc originally shipped it. This warranty is null
and void if the user attempts to reuse, resterilize, or modify the device in any way. If
after examination by Prosurg’s Service Representative, any portion of the product is
found to be defective within the period described above, and Prosurg, Inc is satisfied
that the failure was due to defective materials and /or workmanship, Prosurg will, at its

option, replace the defective product without charge. .

THIS EXPRESS WARRANTY ABOVE IS THE SOLE WARRANTY OF OBLIGATION OF
PROSURG, INC AND THE REDEMY PROVIDED ABOVE IS IN LIEU OF ANY AND ALL
OTHER REDEMIES.THERE ARE NO OTHER AGRREEMENTS, GUARANTY OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. PROSURG, INC SHALL
HAVE NO LIABILITY WHATSOEVER FOR ANY INCIDENTAL OR CONSEQUENTIAL
DAMAGE ARISING OUT OF ANY DEFECT, IMPROPER USE, OR UNAUTHORIZATION
SERVICE OR REPAIR.

Prior to the return of the product, or any portion thereof, the Prosurg, Inc
representative must be consulted. If return of the device/ instrument is deem
necessary, a Returned Material Authorization number will be assigned. This number
must be recorded on the outside of the shipping container and on the return packing
list. Please contact:
Customer Service Dept.
Prosurg, Inc (www.Prosurg.com)

2193 Trade Zone Blvd.

San Jose, CA 95131 U.S.A

Tel.: (408) 945-4044

Questions? Contact FDA/CDRH/OCE/DID at @dRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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July 10,2012

Substantially Equivalent Information

NeoScope ™- Digital Video Endoscopic System

The NeoScope™- Digital Video Endoscopic System is substantially equivalent to the
predicated devices ACMI INVISIO ICN Endoscope, ACMI DUR —Digital Ureteroscope,
Gyrus ACMI Invisio ICN Endoscope and NeoScope™- Endoscopic Diagnostic &
Treatment System from Prosurg Inc, cleared by FDA under 510k application K# 042225,
K#060269, K# 090814 and K# 042780 resepectively. The only modification to the
NeoScope Endoscopic System is to include the use of Digital endoscope device with
CMOS sensor & LED module instead of a conventional “Rod lens” or “fiber optics”
viewing endoscope and light source. The FDA regulatory clearance report, 510k
application and product information details regarding predicated device is attached
herewith for your review and consideration. Please review the comparison matrix outlining
the Product specifications, Material compatibility and Indications for Use for the proposed
device with predicated device. Please note that the proposed product is substantially
equivalent to predicated devices in product design, materials, packaging and its intended
use.

Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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July 10,2012
Substantially Equivalent Information ( Revised)

NeoScope ™- Digital Video Endoscopic System

Company ACMI ACMI Gyrus /ACMI | Prosurg, Inc Prosurg Inc
Corporation Corporation Corporation
NeoScope™- -
NeoScope™- | Endoscopic
Product Name ACMI ACMI Gyrus /ACMI - Endoscopic | Diagnostic &
INVISIO ICN DUR System INVISIO ICN Diagnostic & | Treatment
Digital Cysto Digital Digital Cysto Treatment System
Nephroscope Uretroscope Nephroscope System (Modification)
510(k) K042225 K060269 K090814 K042780 K120766
Product
Specifications:
Camera Sensor CMOS CMOS CMOS Rod Lense CMOS
Light Sorce Built-in LEDs Built-in LEDs Built-in LEDs Xenon Light Built-in LEDs
Video Processing | PCB & Software | PCB & Software | PCB & Software | PCB PCB & Software
Endoscope Type Flexible Flexible Flexible Rigid Rigid / Flexible
Dimensions:
Endoscope 5.0mm ,& 7.5mm
Diameter: (mm ) | 5.0mm 15 Fr ( 5.0mm) 5.0mm 4.5 mm
Endoscope 37cm 100cm 37 cm 35cm 38 cm
Length (cm)
zero degree
Viewing Angle ( | zero degree zero degree Zero & 30 zero degree
degree) degree
Recommended Reusable Reusable Reusable Reusable Single Use Only
Usage of Supplied Sterile
Endoscope

Questions? Contact FDA/CDRH/OCE/DID at GRRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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July 10,2012
Substantially Equivalent Information.

NeoScope ™- Digital Video Endoscopic System

£}
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product Name Company 510(k) Indication for Use
ACMI K042225 The ACMI INVISIO ICN (ICN) Digital Flexible Cysto
MI Corporation Nephroscope System( which includes ICN scope & Controller) is
INVISIO ICN intended for use to examine body cavities, ,hollow organs and
Digital Cysto Nephroscope canals in the body, in the urinary tract, and can be used
percutaneously to examine the interior of the kidney and using
additional accessories, can be used to perform various diagnostic
and therapeutic procedures
ACMI K060269 The ACMI DUR -Digital Ureteroscope and Choledochoscope(
ACMI Corporation DUR-D) System ( which includes the DUR- Digital Invisio
DUR System Flexible Ureteroscope and Choledochoscope and IDC Invisio
Digital Uretroscope Controller) is intended for use to examine body cavities, hollow
organs and canals in the body, in the urinary tract and can be used
percutaneously to examine the interior of the kidney and using
additional accessories, can be used to perform various diagnostic
and therapeutic procedures. The DUR —D system is also indicated
for the examination of bile ducts and using additional accessories
to perform various diagnostic and therapeutic procedures during
cholecystectomy.
Gyrus /ACMI K090814 The Gyrus ACMI Invision ICN ( CystoNephroscope) System
Gyrus /ACMI Corporation (which includes the ICN Endoscope and Controller) is intended
INVISIO ICN for use to examine body cavities, hollow organs and canals in the
Digital Cysto body, in the urinary tract, and can be percutaneously to examine
Nephroscope the interior of the kidney and using additional accessories can be
used to perform various diagnostic and therapeutic procedures.
Prosurg, Inc K042780 NeoScope ™-  Endoscopic Diagnostic & Treatment System (
)Scope™- - Modification ) is intended for Cystoscopic, Hysteroscopic,
Endoscopic Diagnostic & Laparoscopic , Resectoscopic and Endoscopic treatment of
Treatment System Urological, Gynecological, Gastroenterological disorders and
diseases of Prostate, Bladder, Urethra, Uterine cavity, Stomach,
GI, Urinary tract and Reproductive organs using Biomaterials,
Laser & RF devices, Tissue ablative and Augmenting agents,
Microsurgical instruments and Endoscopic accessories.
NeoScope™- - Prosurg, Inc K120766 The Prosurg’s NeoScope (Cystourethroscope/ Cystoureteroscope
Endoscopic Diagnostic & / Cystonephroscope System (which includes the Digital video

Treatment System
(Modification)

Endoscope and Video Capture Module) is intended for use to
examine body cavities, hollow organs and canals in the body, in
the Urinary tract, and can be percutaneously to examine the
intertor of the kidney and using additional accessories can be
used to perform various diagnostic and therapeutic procedures.

The Prosurg’s Neoscope ( Hysteroscopce) System

(which includes the Digital Endoscope and Video Capture
Module ) is intended for use to examine body cavities, hollow
organs and canals in the body, in the Gynecological tract, and can
be percutaneously to examine the interior of the uterus and using
additional accessories can be used to perform various diagnostic
and therapeutic procedures.

Questions? Contact FDA/CDRH/OCE/DID at @@RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Safety and Effectiveness of the Device
(Ref: 807.7H, 907.92, and 807.93)

NeoScope ™- Digital Video Endoscopic System

We have conducted safety and effectiveness testing of NeoScope ™- Video Endoscope System
and NeoScope Digital Endoscope ( Rigid & Flexible).

The NeoScope ™- Video Endoscopic System includes Digital Video Endoscope (Rigid /
Flexible) with built-in LED light source and video module connected to a video display
monitoring devices or Laptop / Tablet computer. The Digital Video endoscope incorporates a
miniature CMOS (Complimentary Medical Oxide Semi- conductor) imaging sensor and LEDs

( Light Emitting Diodes) located at the distal tip, connecting wires along the length of the rigid or
flexible tubular structure and endoscope handle with USB interface. The Neoscope can be
connected to a commercially available video monitor or laptop / tablet computer / mobile phone,
using USB connecting cable. The proposed NeoScope Video System using digital video
endoscope can provide maximum utility to physician for endoscopic diagnostic and therapeutic
applications of the internal body organs. Test data based on laboratory testing have demonstrated
that the product meets the specifications, is safe and effective for its intended use.

NeoScope ™- Digital Video System and NeoScope Video Endoscope ( Rigid & Flexible) are safe
and effective during endoscopic viewing of various body organs and disorders, for diagnostic and
treatment procedures.

Product Shelf Life:

The recommended Shelf life of the NeoScope ™- Digital Video Endoscopic System and
NeoScope Digital Endoscope ( Rigid & Flexible) is one year. The product shelf life was
determined as per Accelerated aging techniques, based on the assumptions that the chemical
reactions involved in the deterioration of materials follow the Arrhenius reaction rate function.
The sterilized products were subjected to environmental conditions & were tested to confirm
product performance and packaging integrity specifications. The Shelf life report is attached
herewith for your review and approval. The Real —Time aging test for 12 month will be
initiated out upon completion of first manufacturing production lot.

(14) Form FDA 3654 :

The Form 3654 for relevant standards used in 510K application is submitted herewith for your
review and approval. ( Please see attached)

Questions? Contact FDA/CDRH/OCE/DID at BBRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
9200 Corporate Boulevard
Rockvilte MD 20850

SEP 10 2004

Mr. Terrence E. Sullivan

Director, Regulatory Affairs

ACMI Corporation

136 Turnpike Road
SOUTHBOROUGH MA 01772-2104

Re: K042225
Trade/Device Name: ACMI® INVISIO ICN
Regulation Number: 21 CFR §876.1500
Regulation Name: Endoscope and accessories
Product Codes: 78 FAJ and FGA
Regulation Number: 21 CFR §878.4160
Regulation Name: Surgical camera and accessories
Product Code: 79 FWF
Regulatory Class: 11
Dated: August 16, 2004
Received: August 17,2004

Dear Mr, Sullivan:

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.

If your device is classified (see above) into either class 11 (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); 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device

to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the followiag numbers, based on the regulation

number at the top of the lettec:

8xx. oo | (301) 594-4591
876.2xxx, 3xxx, 430, Sxxx (301) 5944616
884 .2xxx, Ixxx, 4xxx, Sxxx, 60 (301) 594-4616
892.2300¢, 3300x, 430X, S300¢ (301) 5944654
Other (301) 594-4692

Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation eatitled, “Misbranding
by reference to premarket notification” (21CFR Part 807.97) you may obtain. Other general
information on your respousibilities under the Act may be obtained from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free aumber (800) 638-2041 or
(301) 443-6597 oc at its Intemet address http://www.fda.gov/cdrivVdsma/dsmamain.html.

Sincerely yours,

Uz azc @Vﬁm

Nancy C. Brogdon

Dicector, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ACMI® INVISIO ICN Special 510(k) Notification
ACMI Corporation Statement of Intended Use
136 Turnpike Road _ August 16, 2004
Southborough, MA 01772

Device Name: ACMI® INVISIO ICN [Koyaaas
510(k) Number:

Indications for use:;

The ACMI® INVISIO ICN (ICN) Digital Flexible CystoNephroscope System (which
includes the ICN scope and Controller) is intended for use to examine body cavities,
hollow organs and canals in the body, in the urinary tract, and can be used
percutaneously to examine the interior ofithe kidney; and, using additional accessories,
can be used to perform various diagnostic and therapeutic procedures.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use: _ X OR  Over-the-Counter Use:

(Per 21 CFR 801.109)

LQMM @mw

(Division Sign-Off)
Division of Reproductive, Abdommal,

R
and Redilogial Devices 1/ )l 99 A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Xvi
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ACMI Corporation 04 Statcruent of Intended Use '
136 Turnpike Road SEP 1 0 20 August 16, 2004

Southborough, MA 01772 .

510(k) Summary of Safety and Effectiveness Ko4 2225

ACMI Corporation .
ACMI® INVISIO ICN /% of >

General Information
Manufacturer: ACMI Corporation

136 Turnpike Rd.

Southborough, MA 01772-2104
Establishment Registration Number: 2020483
Contact Person: Terrence E. Sullivan

Director, Regulatory Affairs
Date Prepared: August 16, 2004

Device Description

Classification Name: Endoscope and accessories

(2Y CFR 876.1500), Class 1I

Surgical camera and accessories

(21 CFR 878.4160), Class 1
Trade Name: - ACMI® INVISIO ICN
Generic/Common Name: Endoscope, Video Camera and accessories
Predicate Device

ACMI® ECN Video CystoNephroscope System K030960

Intended Uses

The ACMI® INVISIO ICN (ICN) Digital Flexible CystoNephroscope System (which
includes the ICN scope and Controller) is intended for use to examine body cavities,
hollow organs and canals in the body, in the urinary tract, and can be used percutaneously
to examine the interior of the kidney; and, using additional accessories, can be used to
perform various diagnostic and therapeutic procedures.

02
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ACMI Corporation Summasry of Safety and
136 Turnpike Road S A Effectiveness
Southboroagh, MA 01772 W 05 August 16, 2004

Product Description

Like the predicate ACMI® Electronic Video CystoNephroscope (ECN) System, the
ACMI® INVISIO ICN (ICN) is a flexible endoscope that incorporates CMOS
(complimentary medical oxide semi-conductor) sensor technology to generate an
image. The ICN can be introduced either through the urethra into the bladder or
through a percutaneous tract into the abdominal cavity or kidney.

The ICN incorporates the same basic video imaging technology located in the
endoscope as the predicate device. There is a miniature CMOS sensor located in the
distal tip, wiring running through the endoscope.shafl, a printed circuit board (PCB), a
light-emitting diode (LED) light source located in the handle, and an electrical cord
that connects the endoscope to the Camera Control Unit.

Like the predicate device, the ICN uses the same Camera Control Unit (CCU) that
contains printed circuits boards (PCBs), software, power supply and power cables to
process and display the images transmitted by the camera.

This Special 510(k) proposes modifications in the proximal handle design, a reduction
in flexible shaft outer diameter, elimination of the secondary active deflection
mechanism, and a minor software algorithm modification for the ACMI® INVISIO
ICN. The indications for use, principles of operation, working channel length and
diameter of the ACMI® INVISIO ICN remain the same as in the predicate device.

Summary of Safety and Effectiveness

The proposed modifications for the ACMI® INVISIO ICN, as described in this
submission, are substantially equivalent to the predicate device. The proposed
modification in design specifications, performance specifications, dimensional
specifications, and software specifications are not substantial changes or
modifications, and do not significantly affect the safety or efficacy of the devices.

03
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Food and Drug Administration
9200 Corporate Boulevard

MAR 3 1 2006 - Rockvilie MD 20850

Mr. Terrence E. Sullivan
Director, Regulatory Affairs
ACMI Corporation

136 Tumpike Road
SOUTHBOROUGH MA 01772

Re: K060269
Trade/Device Name: ACMI® DUR-Digital Ureteroscope and Choledochoscope System

Regulation Number: 21 CFR §876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: II

Product Codes: FBN and FGB

Dated: January 30, 2006

Received: February 1, 2006

Dear Mr. Sullivan:

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 cnactment 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.

If your device is classified (scc above) into either class II (Special Controls) or class Ifl (Premarket
Approval), it may be subject to such 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.

Pleasc be advised that FDA’s issuance of a substantial equivalence determination does not mecan that
FDA has madc a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Fedcral 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); 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.

Quiestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial cquivalence of your device to a lepally
. marketed predicate device results in a classification for your device and thus, permits your device to

proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulation number at

the top of dus letter:

21 CFR 876.xxxx  (Gastroenterology/Renal/Urology)  240-276-0115

21 CFR 884.xxxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx (Radiology) 240-276-0120
Other 240-276-0100

Also, please note the regulation entitied, “Misbranding by reference to premarket notification” (21 CFR
807.97). 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) 443-6597 or at its Internet address
http://www.fda.gov/cdri/industry/support/index.html.

Sincerely yours,

7,2am e 3’/’4\ ﬁuz;}d,ml/

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

I<nclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ACMI® DUR-Diglital Ureteroscope and Choledochoscope System Traditional S10(k) Notification
ACMI Corporstion ) Statement of Intended Use
136 Turnplke Road January 30, 2006

Southborough, MA 01772

Device Name: ACMI® DUR-Digital Ureteroscope and Choledochoscope System
510(k) Number: /l/ céor &
Indications for use:

The ACMI® DUR-Digital Ureteroscope and Choledochoscope (DUR®-D) System
(which includes the DUR-Digital Invisic™ Flexible - Ureteroscope and
Choledochoscope and IDC Invisio™ Controller) is intended for use to examine body
cavities, hollow organs and canals in the body, in the unnary tract, and can be used
percutaneously to examine the intcrior of the kidney; and, using additional accessories,
can be used to perform various diagnostic and therapeutic procedures.

The DUR®-D System is also indicated for the examination of bile ducts, and using
additional accessories, to perform various diagnostic and therapeutic procedures
during cholecystectomy.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use: X OR  Over-the-Counter Use:

(Per 21 CFR 801.109)

(Division Sign-Off) /4
Division of Reproductive, Abdominal,
and Radiological Devices:

510(k) Number _ KD&_MO

10

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ACMI® DUR-Digitat Uretcroscope and Choledochoscope System Traditional 510(k} Notification

ACMI Corporation
136 Turnpike Road
Southborough, MA 01772

510(k) Summary

MAR 3 1 2006 January 30, 2006

510(k) Summary of Safety and Effectiveness /( 0 6ox 67

ACMI Corporation TH 47

ACMI® DUR-Digital Ureteroscope and Choledochoscope System

General Information

Manufacturer:

Contact Person:

Date Prepared:

Device Description

Classification Name:

Trade Name:

Generic/Common Name:

Predicate Devices

ACMI® Invisio™ ICN
ACMI DUR®-8E

Intended Uses

ACMI Corporation
136 Turnpike Rd.
Southborough, MA 01772-2104

Terrence E. Sullivan
Director, Regulatory Affairs
Tel. #: 508-804-2739
Fax #: 508-804-2624

January 30, 2006

Endoscope and accessories

(21 CFR 876.1500), Class Il
Surgical camera and accessories
(21 CFR 878.4160), Class |

ACMI® DUR-Digital Ureteroscope and
Choledochoscope System (DUR®-D)

Endoscope, Video Camera and accessories

K042225
K012925 and K023358

The ACMI® DUR-Digital Ureteroscope and Choledochoscope (DUR®-1)) Hystem
(which includes the DUR-Digital Invisio™ Flexible Ureteroscope and
Choledochoscope and IDC Invisio™ Controller) is intended for use to exaraiy lsdy
cavities, hollow organs and canals in the body, in the urinary tract, and can he used
percutancously to examine the interior of the kidney; and, using additional accessories,
can be used to perform various diagnostic and therapeutic procedures.

12
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ACMI Corporation 510(k) Summary
136 Turnpike Road January 30, 2006

Southborough, MA 01772
K tioats JHgolof 3

The DUR®-D System is also indicated for the examination of bile ducts, and using
additional accessories, to perform various diagnostic and therapeutic procedures
during cholecystectomy.

Product Description

The ACMI® DUR®- Digital Ureteroscope and Choledochoscope (DUR®-D) is a
flexible endoscope that incorporates CMOS (complimentary medical oxide semi-
conductor) sensor technology to generate an image. There is a miniature CMQOS
sensor located in the distal tip, wiring running through™th€ éndoscope shaft, a printed
circuit board (PCB); 2 light-emitting diode (LED) light source located in the handle,
and an electrical cord that connects the endoscope to the Camera Control Unit.

The DUR®-Digital Ureteroscope and Choledochoscope can be introduced either
through the urethra into the bladder or through a percutaneous tract into the abdominali
cavity or kidney. The DUR®- Digital Ureteroscope and Choledochoscope may also
be used to manage biliary calculi in a choledochoscope indication. The DUR®-D
System uses a Camera Control Unit (CCU) that contains printed circuits boards
(PCBs), software, power supply and power cables to process and display the images
transmitted by the camera.

Technological Characteristics and Substantial Equivalence

The ACMI® DUR-Digital Ureteroscope and Choledochoscope (DUR®-D) System,
utilizes features incorporated into the following legally marketed predicate devices:

The ACMI® DUR-Digital Ureteroscope and Choledochoscope (DUR®-D) System
utilizes the same flexible endoscope technology design as those used in the predicate
DUR®-8E device (K012925 and K023358).

The DUR®- Digital Ureteroscope and Choledochoscope is dimensionally similar to
the predicate DUR®-8E, having the same working channel diameter and length, and
utilizes the same materials in its construction as the predicate DUR®-8E.

The DUR®-Digital Ureteroscope and Choledochoscope incorporates the samc hasic
video imaging technology located in the endoscope as the predicate ACMI® Invisio™™
ICN System (K042225).

Like the predicate DUR®-8E, the ACMI® DUR®-Digital Ureteroscope and
Choledochoscope (DUR®-D) System is indicated for use in therapeutic and diagnostic
procedures in the entire intrarenal collecting system, and may also be used to manage
biliary calculi.

13
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ACMI® DUR-Digital Ureteroscope and Choledochoscope’System Traditional 510(k) Notification
ACMI Corporation 510(k) Summary

136 Turnpike Road January 30, 2006
Southborough, MA 01772

Kocsais prooys
o

During design verification, the performance of the DUR®-D was compared against
the physical performance characteristics of the predicate DUR®-8E and the digital
visualization characteristics of the predicate Invisio™ ICN. Testing demonstrated that
the performance requirements were met, and that the DUR®-D exhibited comparable
performance characteristics to both the predicate DUR®-8E and predicate Invisio™

ICN.

In summary, the ACMI® DUR-Digital Ureteroscope and Choledochoscope (DUR®-
D) System is substantially equivalent to the predicate devices and presents no new
questions of safety or efficacy.

14
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
9200 Corporate Boulevard

APR 20 2009 " Rockville MD 20850

Mr. Graham'A. L. Baillie, MS -
Senior Regulatory Affairs Specialist
Gyrus ACMI, Inc. PP

136 Turnpike Road *‘%}, ;\1 o
Southborough MA 01772 7l
Re: K090814 P

Trade/Device Name: Gyrus ACMI® Invisio® ICN
Regulation Number: 21 CFR 876.5130

Regulation Name: Endoscope and accessorxes
Regulatory Class: 11

Product Code: FAJ

Dated: March 23, 2009

Received: March 25, 2009

Dear Mr. Baillie: .

We have reviewed your Section 510(k) premarket nouﬁcatlon of . mtent 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, labehng, and prohibitions against misbranding and
adulteration. _

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 Féderal 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
devxce-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systerns (QS) regulation (21 CFR Part 820); and if applicable, the electronic:
P product radiation control provisions (Secuons 531- 542 of the Act); 21 CFR 1000-1050.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhS'.g'.ov or 301-796-8118
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Page 2

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH's) Office of Compliance at one
of the following numbers, based on the régulation number at the top of this letter.

21 CFR 876.xxx (Gastroenterology/Renal/Urology)  (240) 276-0115

21 CFR 884.xxx ' (Obstetrics/Gynecology) - (240) 276-0115
21 CFR 892.xxx (Radiology) (240) 276-0120
Other - (240) 276-0100

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 contact the CDRH/Office of Surveillance and
Biometrics/Division of Postmarket Surveillance at 240-276-3464. For more information
regarding the reporting of adverse events, please go to http://www.fda.gov/cdrh/mdr/.

~ You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toli-free number
(800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index html.

ncerely yours, . ‘
-'1, M
ine-M. Morris :

Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Bvaluation
Center for Devices and -
Radiological Health

Enclosure

o

Questions? Contact FDA/C_)DRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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C;'rus ACMJ, Inc. - Intended Use Statement

136 Turnpike Road : ) Mar 23, 2009
Southborough, MA 01772

Indications for Use

510(k) Number: ~ ;¢ 696§/t

Device Name: Gyrus ACMI® Invisio® ICN
Indications for Use:

The Gyrus ACMI® Invisio® ICN (CystoNephroscope) System (which includes the
ICN Endoscope and Controller) is intended for use to examine body cavities, hollow
organs and canals in the body, in the urinary tract, and can be used percutaneously to
examine the interior of the kidney; and, using additional accessories, can be used to
perform various diagnostic and therapeutic procedures.

Prescription Use: __ X AND/OR Over-the-Counter Use:
(Per 21 CFR801.109) . - (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)

(Division Sign-Off) :
Division of Reproductive, Abdominal, .
and Radiological Devi "

510(k) Number %Dq OK/ f,l

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Gyrus ACMI, fnc. Summaryof S& E
136 Turnpike Road : Mar 23, 2009
Southborough, MA 01772

KofoF ¥
510(k) Summary of Safety and Effectiveness y
Gyrus ACM], Inc. 77
Gyrus ACMI® Invisio® ICN

General Information APR 2 0 2009
Manufacturer: Gyrus ACMI, Inc.

136 Turnpike Rd.

Southborough, MA 01772-2104
Establishment Registration Number: 3003790304
Contact Person: . Graham A. L. Baillie, MS

Senior Regulatory Affairs Specialist

Date Prepared: Mar , 2009

Device Description

Classification Name: Endoscope and accessories
(21 CFR 876.1500), Class 1
Gastroenterology & Urology Panel
Surgical camera and accessories
General & Plastic surgery Panel
(21 CFR 878.4160), Class |

Trade Name: Gyrus ACMI® Invisio® ICN
Gencric/Common Name: Endoscope, Video Camera and accessanes

Predicate Device

ACMI® Invisio® ICN
CystoNephroscope System K042225

lnténded Uses

The Gyrus ACMI® Invisio® ICN Digital Flexible CystoNephroscope System (which
includes the ICN scope and Controller) is intended for use to examine body cavities,
hollow organs and canals in the body, in the urinary tract, and can be used
percutancously to examinc the interior of the kidney: and, using additional accessorics,
can be used to perform various diagnostic and therapeutic procedurcs.

10
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Gyrus ACM], Ine. Summary of S& E

136 Turnpike Rd. Statement

Southborough, MA 01772 Mar 23, 2009

Product Description /08 »op

T%F >7f

Like the predicate ACMI® Invisio® ICN CystoNephroscope System, the Gyrus
ACMI® Invisio® ICN is a flexible endoscope that incorporates CMOS
(complimentary medical oxide semi-conductor) sensor technology to generate an
image. The ICN can be introduced either through the urethra into the bladder or
through a percutaneous tract into the abdominal cavity or kidney.

The ICN incorporates the same basic video imaging technology iocated in the,
endoscope as the predicate device. There is a miniature CMOS sensor located in the
distal tip, wiring running through the endoscope shaft, a printed circuit board (PCBj, a
light-cmitting diode (LED).Jight source located in the handle, and an electrical cord
that connects the endoscope to the Camera Control Unit.

Like the predicate device, the ICN uses the same Camera Control Unit (CCU) that
contains printed circuits boards (PCBs), software, power supply and power cables to
process and display the imagcs transmitted by the camera.

This Special 510(k) proposes video sensor performance modifications to the ACMI®
Invisio® ICN. The indications for use, labeling, principles of operation, materials and
overall dimensions of the proposed Gyrus ACMI® Invisio® ICN remain the same as
in the predicate device.

Summary of Safety and Effectivencss

The proposed modifications for thc Gyrus ACMI® Invisio® ICN, as described in this
submission, are substantially equivalent to the predicate device. The proposed
modification in design specifications, performance specifications, and sofiware
specifications are not substantial changes or modifications, and do not significantly
affect the safety or efficacy of the devices.

_ 11
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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M
Food and Drug Administration
9200 Corporate Boulevard

Rockville MD 20850

SEP 1 0 2004

Mr. Terrence E. Sullivan

Director, Regulatory Affairs

ACMI Corporation

136 Turnpike Road
SOUTHBOROUGH MA 01772-2104

Re: K042225
Trade/Device Name: ACMI® INVISIO ICN
Regulation Number: 21 CFR §876.1500
Regulation Name: Endoscope and accessories
Product Codes: 78 FAJ and FGA
Regulation Number: 21 CFR §878.4160
Regulation Name: Surgical camera and accessories
Product Code: 79 FWF
Regulatory Class: 1l
Dated: August 16, 2004
Received: August 17,2004

Dear Mr. Sullivan:

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.

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 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); 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ACMI® INVISIO ICN Koo anrss Special 510(k) Notification
ACMI Corporation Summary of Safety and
136 Turonpike Road o % I Effectiveness
Southborough, MA 01772 m August 16, 2004

Product Description

Like the predicate ACMI® Electronic Video CystoNephroscope (ECN) System, the
ACMI® INVISIO ICN (ICN) is a flexible endoscope that incorporates CMOS
(complimentary medical oxide semi-conductor) sensor technology to generate an
image. The ICN can be introduced either through the urethra into the bladder or
through a percutaneous tract into the abdominal cavity or kidney.

The ICN incorporates the same basic video imaging technology located in the
endoscope as the predicate device. There is a miniature CMOS sensor located in the
distal tip, wiring running through the endoscope shaft, 2 printed circuit board (PCB), a
light-emitting diode (LED) light source located in the handle, and an electrical cord
that connects the endoscope to the Camera Control Unit.

Like the predicate device, the ICN uses the same Camera Control Unit (CCU) that
contains printed circuits boards (PCBs), software, power supply and power cables to
process and display the images transmitted by the camera.

This Special 510(k) proposes modifications in the proximal handle design, a reduction
in flexible shaft outer diameter, elimination of the secondary active deflection
mechanism, and a minor software algorithm modification for the ACMI® INVISIO
ICN. The indications for use, principles of operation, working channel length and
diameter of the ACMI® INVISIO ICN remain the same as in the predicate device.

Summary of Safety and Effectiveness

The proposed modifications for the ACMI® INVISIO ICN, as described in this
submission, are substantially equivalent to the predicate device. The proposed
modification in design specifications, performance specifications, dimensional
specifications, and software specifications are not substantial changes or
modifications, and do not significantly affect the safety or efficacy of the devices.

03

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ACMI® INVISIO ICN Special 510(k) Notification
ACMI Corporation 0[]4 Statement of Intended Use
136 Turnpike Road SEP 1 0 2 August 16, 2004
Southboreugh, MA 01772 )

510(k) Summary of Safety and Effectiveness Ko4 2225

ACMI Corporation

ACMI® INVISIO ICN /f/ /oeg v
General Information
Manufacturer: ACMI Corporation
136 Turnpike Rd.
Southborough, MA 01772-2104
Establishment Registration Number: 2020483
Contact Person: Terrence E. Sullivan

Director, Regulatory Affairs
Date Prepared: - August 16, 2004

Device Description

Classification Name: Endoscope and accessories

(21 CFR 876.1500), Class II

Surgical camera and accessories

(21 CFR 878.4160), Class 1
Trade Name: ACMI® INVISIO ICN
Generic/Common Name; Endoscope, Video Camera and accessories

Predicate Device

ACMI® ECN Video CystoNephroscope System K030960

Intended Uses

The ACMI® INVISIO ICN (ICN) Digital Flexible CystoNephroscope System (which
includes the ICN scope and Controller) is intended for use to examine body cavities,
hollow organs and canals in the body, in the urinary tract, and can be used percutaneously

to examine the interior of the kidney; and, using additional accessories, can be used to
perform various diagnostic and therapeutic procedures.

02

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ACMI® INVISIO ICN . Special 510(k) Notification

ACMI Corporation Statement of Intcnded Use
136 Turnpike Road ) . August 16, 2004
Southborough, MA 01772

Device Name: ACMI® INVISIO ICN [oyaaas
510(k) Number:

Indications for use:

The ACMI® INVISIO ICN (ICN) Digital Flexible CystoNephroscope System (which
includes the ICN scope and Controller) is intended for use to examine body cavities,
hollow organs and canals in the body, in the urinary tract, and can be used
percutaneously to examine the interior ofithe kidney; and, using additional accessories,
can be used to perform various diagnostic and therapeutic procedures.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use: X OR  Over-the-Counter Use:

(Per 21 CFR 801.109)

( Diw£%4 4&!‘\/‘

Division of Reproductive, Abdominat, .

d Radi ical Devi
51000 Numer o K 42205

XVi

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substaatial equivalence of your device to a legally
marketed predicate device results 1 a classificatioa for your device and thus, penmits your device

1o proceed (o the market.

If you desire specific advice for your device on our {abeling regulation (21 CFR Part 80 1), please
coatact the Office of Compliance at oac of the following numbers, based on the regulation

number at the top of the letter:

8xx. 1xxx _ (301) 594-4591
876.2300¢, 3xxx, 4x00¢, SXxX (301) 5944616
884 2x0cx, Ixxx, 4xxx, S0, 6ox  (301) 594-4616
892 2300¢, 310X, 433K, SxXX (301) 594-4654
Other (301) 594-4692

Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation eatitled, “Misbranding
by reference to premarket notification” (21CFR Part 807.97) you may obtain. Other geaeral
information on your responsibilities under the Act may be obtained from the Division of Small
Manufacturers, Intemational and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrivdsma/dsmamain html.

Stneerely yours,

Uz f b g

Nancy C. Brogdon

Director, Division of Reproductive,
Abdomunal and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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§ {@ DEPARTMENT OF HEALTH & HUMAN SERVICES _ Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JAN 5 § 2004

Olympus Winter & lbe, GmbH

¢/o Ms. Tina Steffanie-Oak

Associate Manager, Regulatory Affairs
Olympus America, Inc.

Two Corporate Center Drive
MELVILLE NY 11747

Re: K033651
Trade/Device Name: OLYMPUS VIDEO URETEROSCOPE, NTSC (8-1546/2)
Modification to A2560 Ureteroscope (K951855)
Regulation Number: 21 CFR §876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: 1I
Product Code: 78 FGB
Dated: January 21, 2004
Received: January 22, 2004

Dear Ms. Steffanie-Oak:

We have reviewed your Scction 510(k) premarket notification of intent to market the device
referenced above and have dctermined 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 requirc approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
gencral controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class II1 (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 CI'R Part 801); 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device

to proceed o the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at onc of the following numbers, based on the regulation

number at the top of the letter:

8xx. b (301) 594-4591

876 .2x0x, Ixxx, 4xxx, Sxxx (301) 5944616
884 2xxx, Ixxx, 4xxx, Sxxx, 6xxx  (301) 594-4616
892.2xxx, Ixxx, 4xxx, XX (301) 5944654
Other (301) 594-4692

Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, “Misbranding
by reference to premarket notification” (ZICFR Part 807.97) you may obtain. Other general _
information on your respousibilities under the Act may be abtained from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html.

Stncerely yours,

UZ ?,c @ng,

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Euclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SMDA 5120(k) SUMMERY

OLYMPUS VIDEO URETEROSCOPE, NTSC

A, Submitter’s Name, Address and Phone and Fax Numbers

Name & Address of manufacturer: Olympus Winter & Ibe, GmbH
Kuehnstr. 61
Hamburg 22045, Germany
Phone: +49 40 669 66-0
Fax: +4940 668 159}

Registration Number: 8010313
B. Name of Contact Person
Address of initial importer Olympus America
and contact 2 Corporate Center Drive
Melville, N.Y. 11747
Registration Number: 2429304
Contact: Tina Steffanie-Oak, Associate R.A. Manager
Phone: 631-844-5477
Fax: 631-844-5554

C. Device name, Common Name, Classification Name and Predicate DevicEs

Trade NAME: OLYMPUS VIDEO URETEROSCOPE, NTSC
Common Name: Ureteroscope and Accessories

Classification: 21 CFR 876.1500 Endoscope and accessories.. .
Class I1 FDA Product Code FGB

Predicate Device: A2560 510(k)# K951855

D. Description of the Device
The subjcct device is used for endoscopic diagnosis and treatment within the urethra,
bladder, and ureter. The optical system is modified from image guide to CCD and the
resolution is improved.

E. Intended Usc of the Device
This instrument has been designed to be used with an Olympus video system, light
source, documentation equipment, display monitor, endo-therapy accessories, and
other ancitlary equipment for endoscopic diagnosis and trecatment within the urethra,
bladder, and ureter.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Number (if known): ___ ~Netassigned-yel 7'(0 33¢5(

Device Name: Qlympus video uretcroscope, NTSC

Indications for Use: This instrument has been designed to be used with an Olympus
video system, light source, documentation equipment, display monitor, endo-therapy
accessories, and other ancillary equipment for endoscopic diagnosis and treatment
within the urethra, bladder, and ureter.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use v’ - / y

(Per 21 CFR 801.109) —— (ivision Sign-Ofy)

DiViSiOll of RePde . .
814 Radiclogical Deviggg. """

510(k) Number_ Kg 3265

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Mr. Robert L. Casarsa

Quality Assurance Manager

Richard Wolf Medical Instruments Corporations
353 Corporate Woods Parkway

VERNON HILLS IL 60061-3110

Re: KO051176
Trade/Device Name: Flexible Video Cystoscope / Choledochoscope
(Models 7308.061 and 7308.066)
Regulation Number: 21 CFR §876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: 1l
Product Codes: FBN and FAJ
Dated: September 7, 2005 - ' T
Received: September 9, 2005 -

Dear Mr. Casarsa:

We have reviewed your Section 510(k) premarket notification of inteat to market the device referenced
above and have determined the device is substanfially equivalent (for the indications for use stated in -
the enclosure) to legally marketed predicate devices marketed in intecstate commerce prior to

May 28, 1976, the enactment date of the Medical Device Amendmeats, or to devices that have been
reclassified in accordance with the provisioas of the Federal Food, Drug, and Cosmetic Act (Act) that
do not require approval of a prcm@n‘.\et approval application (PMA). You may, therefore, market the
_devioé subject to the general controls provistons of the Act. The general controls provisions of the Act
include requirements for annual registratioq, listing of devices, good manufacturing pmcuac labeling,
and prohibitions against misbranding and adulteration.

~ Ifyour device is classified (see above) into either class Il (Special Coatrols) or class IIT (Premarket
Agpproval), it may be subject to such 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 conceming 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 CPR Part 801); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820); and if applicable, the electronic product radiation coatrol provisions
(Sections 531-542 of the Act): 21 CFR 1000-1050.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device 1o
proceed to the market.

I£ you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulation number at

the top of this letter:

21 CFR 876.xxxx (Gastroenterology/Renal/Urology) 240-276-0115

21 CFR 884.xxxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx  (Radiology) 240-276-0120
Other 240-276-0100

-

Also, please note the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR
807.97). You may obtain other general information on your respoasibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number (800)
638-2041 or (301) 443-6597 or at its Internet address
http:/fwww.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

e ey ﬂma,zw

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

~ Enclosure :

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5.0 Indications for Use

510(k) Number: A 45 1/ 7{

Device Name: Flexible Video Cystoscope / Choledochoscope

Indications For Use: The Flexible Video Cystoscope is used for visualizing body cavities and
organs via natural passages. For examination, diagnosis and/or therapy in
conjunction with endoscopic accessories/ auxiliary instruments through the
scope’s working channel. The scope is used in the medical disciplines of
+ Urology (urogenttal tract, cystoscopy, nephroscopy)
¢ Surgery (choledochoscopy)

Prescription Use v }N&OR _ Over-The Counter
{Part 21 CFR 801 Subpart D) {Part 21 CFR 807 Subpart C)

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE iF NEEDED)
Concurrence of CDRH Office of Device Evaluation (ODE)

@ivﬁﬁ%#’"ﬂ

Division of Reproductive, Abdontinal,
and Radiological De

510(k) Number %5“’[@

Page 1_of 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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353 Corporate Woods Parkway

RICHRARD OCT b- 2005 Vernon Hills, IL 60061-3110
w DLF Phone: 847-N13-1113
Customer Service: 800-323-WOLF (9653)

Medical Instruments Corposotion www.richardwoifusa.com

12.0 510(k) Summary of Safety and Effectiveness |

Submitter: Date of Preparation:
May 4, 2005
Company / Institution name: FDA establishment registration number:
RICHARD WOLF MEDICAL INSTRUMENTS CORP. 14184 79
Division name (if applicable): Phone number {include area code):
NA. ( 847 )913 1113

Street address: FAX number (include area code):

353 Corporate Woods Parkway ( 847 )913 0924
City: State/Province: Country: ZIP / Postal Code:

Vemnon Hills lllinois USA IL 60061

Contact name:

Mr. Robert L. Casarsa
Contact title:

Quality Assurance Manager
Product Information:
Trade name: Model number:
Flexible Video-Endoscope 7308.061, 7308.066
Common name: Classification name:
Flexible Video Cystoscope / Cystoscope / Nephroscope
Choledochoscope /Choledochoscope
Information on devices to which substantial equivalence is claimed:
510(k) Number Trade or proprietary or model name Manufacturer
1 K980401 |1 Flexible Fiberscopes and Accessories 1 Richard Wolf
2K 021074 |2 Cysto-Videoscope VISERA CYF-V, 2 Olympus

CYF-VA
3 K30960 3 Digital Flexibie Cysto-Videoscope DCN {3 ACMI
4 K023659 |4 1 CCD Endocam 5520 System 4 Richard Wolf
5 K983279 |5 1 CCD Mult Endocam 5502 with 5 Richard Wolf
Electronic CCD Endoscope 4934.551

121

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1.0

2.0

3.0

4.0

5.0

6.0

7.0

By:

HEDICAL INSTRUMENTS CORPORATION

Description
The submitted flexible video cystoscopes / choledochoscopes are a modification of the
Richard Wolf flexible fiber-cystoscopes. The submitted flexibie video cystoscopes have a
CCD video image sensor for generating a video image with a camera controller instead
of an image fiber light guide. The submitted video cystoscopes connect to the Richard
Wolf camera system 5520.

intended Use ) . .
The Flexible Video Cystoscope is used for visualizing body cavities and organs via

natural and surgically generated passages. For examination, diagnosis and/or therapy in
conjunction with endoscopic accessories/auxitiary instruments through the scope's
working channel. The scope is used in the medical disciplines of Urology ( urogential
tract, cystoscopy, nephroscopy) and Surgery (choledochoscopy).

Technological Characteristics

The videoscopes have similar dimensions, working channels and design as the Richard
Wolf flexible fiber-cystoscopes. Both cystoscopes are designed with a control lever for
locking the tip in any angled position. Two different control directions are available, i.e.
the endoscope is deflected either upward or downward upon activating the control lever
proximally or distally. The tips are angled approximately 45° and angled. This makes the
insertion into the urethra easier and more comfortable for male patients. The adapter with
instrument port, irrigation and drain stopcocks and optional biopsy valve is removable.
The new style ergonomic handle is equipped with two remote control buttons that control
the camera function.

Substantial Equivalence

The submitied devices pose the same type of questions about safety or effectiveness as
existing devices and the new technological characteristics have not diminished safaty or
effectiveness. The submitted devices are substantially equivalent to existing 510(k)
devices sold by Richard Wolf, Olympus and ACMI.

Performance Data
The flexible videoscopes 7301.061 / 7301.066.are designed to meet the standards
IEC601-1/ UL2601-1 and IEC601-1-2.

Clinical Tests
No special clinical tests performed.

Conclusions Drawn

These devices are designed and tested to guarantee the safety and effectiveness, when
used according to the instructions manual.

Robert L. Casarsa
Quality Assurance Manager

12-2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FAX HEADER 1:
FAX HEADER 2:
T NSMITTED/STORED : JUN. 26.2012 1:04PM
. MODE OPTION - ADDRESS RESULT FAGE
6947 MEMORY Tx : 4089451390 . 0K 9/9
T T REASoN FeR EmRoR . T T T T T T
E:l; HANG UP OR LINE FalL E:?) BUSY
E 3 NO ANSWER E—4) NO FACSIMILE CONNECTION
’\*’_, RN o, .
g / DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
i S '
: ":R . ’ Food and Drug Administration

10903 New lHlampshire Avcnuc
Document Control Room ~WO66-G609 |
Silver Spring, MDD 20993-0002

Mr. Ashvin Desai

Manager, Regulatory Affairs

ProSurg, Inc. o
2193 Trade Zone Boulevard . JUN 25 Z
SAN JOSE CA 95131

Re: K120766

Trade Name: Endoscopic Diagnostic & Treatment System (Modlﬁcauon)
Dated: March 5, 2012
Received: May 8 2012,

Dear Mr. Desat:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot detenmine if the device is substantially cquivalent to a legally
marketed predicate device based solely on the information you provided. To complete the
review of your subrmission, we require the [ollowing.

Devige Description

1. Please provide a more detailed descrlpuon of the dcvwc and its various configurations,
including:

a. idcntiﬁcation and description of each component/accessory, including complete
details regarding the thermal energy for tissue ablation and removal using RF
(Monopolar I Bipolar), Laser, Microwave energy, Cryo energy and Microsurgical
instrumentation), and

b. a complete list of all compatible endoscope designs (currently listed as “Storz,
Wolf, Circon/Gyrus/ACMI, Olympus & others,” which is open-ended).

Predicate Comparison

-2, You have provided a limited comparison between yowr devices and the predicate device
' to determine substantial equivalence. To support the substantial equivalence of your
proposed devices and the predicate devices you identify in your 510(K), plecase provide a
detailed tabular comparison of the specifications of your devices and the predicates. For
devices with the same intended use as the predicate devices, we would expect to see:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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lvm . Food and Drug Administration
: : 10903 New Hampshire Avenue
Document Control Room ~WO66-G609
Silver Spring, MD 20993-0002

- Mr. Ashvin Desai
Manager, Regulatory Affairs
ProSurg, Inc. ' e 900
2193 Trade Zone Boulevard . JUN 25
SAN JOSE CA 95131

Re: K120766 _ _ -
Trade Name: Endoscopic Diagnostic & Treatment System (Modification)
Dated: March 5, 2012
- Received: May 8, 2012

Dear Mr. Desai:

We have reviewed youf Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the

review of your submission, we require the following.

Device Description

1. Please provide a more detailed description of the device and its various configurations,
including: ' R

a. identification and description of each component/accessory, including complete
details regarding the thermal energy for tissue ablation and removal using RF
(Monopolar I Bipolar), Laser, Microwave energy, Cryo energy and Microsurgical
instrumentation), and

b. - acomplete list of all compatible endoscope designs (currently listed as “Storz,
Wolf, Circon/Gyrus/ACMI, Olympus & others,” which is open-ended).

Predicate Comparison

2. You have provided a limited comparison between your devices and the predicate device

' to determine substantial equivalence. To support the substantial equivalence of your
proposed devices and the predicate devices you identify in your 510(k), please provide a
detailed tabular comparison of the specifications of your devices and the predicates. For
devices with the same intended use as the predicate devices, we would expect to see:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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L.ab'eling

the comparisons in terms of indications for use, technology, physical dimensions,

-materials, design and performance specifications including any testing,

a discussion as to whether those characteristics are the same as the predicates of if
they are different, and

why those differences do not raise new q'uestions of safety and effectiveness and
demonstrates that the proposed devices are at least as safe and effective as the
legally marketed devices.

3. You should include mstructlons for use in addltlon to the labelmg provided which |
addresses:

The intended use statement should include specific indications for use, clinical

setting, a defined target population, etc. In your case you would have to provide

separate labeling for each type of endoscope ineluding the accessories you plan to
provide. -

Directions for use should include:

1)  -instructions on how to prepare each type of endoscope for patient use;

i) =~ howto insert and remove each type of endoscope;

iii) other specific physiciari labeling as to the principles of operation for each
type of endoscope and accessories you plan to prov1de

iv)  a statement of whether each type of endoscope is mtended as smgle
use/disposable or reusable. If endoscope is to be labeled as reusable for
the same patient, provide adequate instructions about how to clean and
sterilize the endoscope, as well as validation as to anticipated changes in
device function secondary to reprocessing (e.g., change in antimicrobial
status). Functional test procedures for the endoscope prior to use should
also be provided, e.g., optical functioning. A separate reprocessmg
manual may be required.. :

V) a separate user’s manual may be required for the principles of operation of
each type of endoscope including the accessories.

Contraindications, precautions, warnings, and adverse effects should be included
within the labeling for each type of endoscope including the accessories you plan
to provide.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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See also Labeling Requirements, at :
http://www.{da. gov/MedlcalDev1ces/Dev1ceRegulat10nandGu1dance/Overv1ew/Dev1ceLa
beling/default.htm.

Shelf Life

4. You have stated that your shelf life determination is for one year for your device
~ however, you have not included the reports to support your one year shelf life. Your
shelf life should be supported by appropriate bench tests and/or sterilization and
packaging validation. Please refer to the “Updated 501 (k) Sterility Review Guidance
K90-1; Final Guidance for Industry and FDA available at the following web site:
http://www.fda. gov/Med1calDev1ces/Dev1ceRegulatlonandGmdance/GmdanceDocumen
ts/uecm072783.htm.

Biocompatlbllm
5. You have stated that materials used to manufacture the subject device are 1dentlcal to the

predicate device and are safe and biocompatible materials that are widely used in the
medical industry. Based on your statement, we cannot determine whether you have
conducted biocompatibility testing of your final devices according to ISO 10993
standards. We would expect to see biocompatibility testing for limited contact of less
than 24 hours to include but not limited to mucosal irritation or intracutaneous reactivity,
cytotoxicity, and sensitization on your final sterilized devices. Please note that the
manufacturing process, including the sterilization process, can significantly affect the

* biocompatibility of the final device due to the use of different additives and the formation

- of various byproducts in manufacturing process. Please clarify whether you have

conducted biocompatibility testing of your final, finisked, sterilized device as

' recommended by FDA blue book memo G95-1 and the ISO 10993-1:2009 standard.
Please provide testing reports and standards forms for each testing if the test was
conducted according to FDA recognized standards. Alternatively, please provide
appropriate justification that your device is comprised of the exact same materials and
exposed to the same manufacturing processes as the predicate device. Please refer to the
guidance documents titled Blue Book Memo, G95-1, Use of International Standard
1SO-10993, and Biological Evaluation of Medical Devices which can be found at the
following web site
http://www.fda. gov/MedlcalDewces/DeVlceRegulat10nandGu1dance/Gu1danceDocument
s/ucm080735. htm. :

Software

6. You need to address the software evaluation and performance requlrements please
provide the following:

a. Level of-.Com_:em

You should provide the level of concern, justification and supporting
rationale.

Quéstioné? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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b. Software Description

You should include a summary overview of the features and software
operating environment including information on programming language,
hardware platform, operating system and off-the-shell software.

c. Software Hazard Analysis

You should include a tabular description of identified hardware and software
hazards, including severity assessment and mitigation(s), clinical hazards, -
method of control of the hazards and results of evaluating the correct
implementation.

d: Software Requirements Specifications (SRS)

You should include a detailed listing of all of the specific requirements of the
software including specifications of the functional requirements for the
software in the digital video processor.

e. Architecture Design Charts

" You should include détailed depiction of functional units and software
modules; it may also include state diagrams as well as flow charts.

f. Software Design Specifications (SDS)

/

You should 1nclude a detalled SDS document, Wthh describes how the SRS
are implemented.

g. - Traceability Analysis

You should include traceability matrix among requirements, specifications,
identified hazards and mitigation(s), including traceability information on
risk mitigation measures and implementation of software design
specifications, and verification and validation testing.

h. Development Plan

You should include a summary of the software life cycle development plan,

- including the configuration management and maintenance plan documents.
For a major level of concern, this documentation should also include an
annotated list of control documents generated during the development
process.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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i. Verification, Validation, and Testing _

For a minor level of concern, this documentation should include the software
functional test plan, pass/fail criteria, and results. For a moderate level of
concern, this documentation should include a description of verification.and
validation (V&V) activities at the unit, integration, and system level, as well
as system level test protocol, including pass/fail criteria, and tests results. For
a major level of concern, this information should include a description of
V&V activities at the unit, integration, and system level as well as unit,

“integration and system level test protocols, 1nclud1ng pass/fail criteria, test
report, summary, and tests results.

i Revision Level History

You should include a revision hlstory log, mcludmg release version number
and date to document the history of software revisions generated during the
development of the software. '

k. Unresolved Anomalies (Bugs)

For moderate and major, the documentation should include a list of
~ remaining software anomalies, annotated with an explanation of the impact
on safety or effectiveness, including operator usage and human factors.

l. © Off-the-Shelf (OTS) Software

You should provide information on any OTS software.

m. Cyber and Information Security

You should address security issues associated with network communications
since the device may transmit endoscopic images to external servers (such as

- DICOM servers) via network communications. The firm should also provide
information, as appropriate, on the Cybersecurity aspects of their device,
including but not limited to, the following facets of information security with
respect to communications: confidentiality, integrity, avallablllty and
accountability.

Electromagnetic Compatibility

7.

To evaluate the electromagnetic compatibility, safety, effectiveness, and reliability of
your device according to EMC standard IEC 60601-1-2:2007—Part 1-2: General
Requirements for Basic Safety and Essential Performance — Collateral Standard:
Electromagnetic Compatibility — Requirements and Tests — please provide the results of
your testing and conclusions for those that are relevant to this standard. Additionally,
please provide the following information in order to understand how the testing is
performed: '

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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a. A summary of the testing that was done;

b. =~ The requirements of the standard that were met (including immunity test levels); -

c. The'pas_s/fail criteria used;

d. The functions of the device that were considered to be essential performance;

€. The performance of the device during each immunity test (e.g., degradation
observed);

f. Identification and justification for any of the standard ‘s allowances that were

- used;

g. A description of and Justlﬁcatxon for any deviations from the requirements of the
standard;’

h. Evidence of compliance with the standard’ s labellng (identification, marking and

documents) requirements;
1. If any devi‘ce modifications were needed in order to pass any of the EMC testing,
a description of these modifications and a statement that they will all be

incorporated into the production units.

Electrical Safety

8. ° Youdid not provide the electrical safety testing of your device under normal conditions
and under the operating conditions which include the use of specified electrical surgical

~ units. To ensure that your device is electrically safe according to IEC 60601-1-1:2000
Medical Electrical Equipment — Part 1-1: General Requirements for Safety —
Collateral Standard: Safety Requirements for Medical Electrical Systems and IEC 60601-
2-18:1996 + A1:2000 Medical Electrical Equipment - Part 2: Particular Requirements for
the Safety of Endoscopic Equipment — please perform the electrical safety testing of your
active device with compatible electrosurgical units and connectors and revise your
instructions for use to include compatible electrosurgical units. Please also provide the
input parameters of your device that is required to achieve your specified output-
parameters.

Mechanical Safety

9. You did not provide a complete performance testing report summarizing the bench _
testing of your device and its outcomes, including the number of devices tested or if tests
were performed on the final sterilized device. To determine the safety and effectiveness
of your device please provide a complete report of your product performance testing,
including but not limited to the following:

Questions? _Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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a. Leak and pull testing;
b. Handle strength testing.

Thermal Safety

10.  You did not provide the thermal safety testing of your device. To ensure that your device
is thermally safe according to IEC 60601-2-18:1996 + A1:2000 Medical Electrical
Equipment - Part 2: Particular Requirements for the Safety of Endoscopic Equipment —
please provide the results of your testing and conclusions for the device that applies to
this performance standard.

Performance Testing - Bench

The deficiencies identified above represent the issues that we believe need to be resolved
before our review of your 510(k) submission can be successfully completed. In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act (Act) for determining substantial equivalence of your
device. : '

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(1), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Act. You may, however, distribute this device for investigational purposes to obtain
clinical data if needed to establish substantial equivalence. Clinical investigations of this
device must be conducted in accordance with the investigational device exemption (IDE)
regulations (21 CFR 812).

If the information, or a request for an extension of time, is not received within 30 days, we
will consider your premarket notification to be withdrawn and your submission will be
deleted from our system. If you submit the requested information after 30 days it will be
considered and processed as a new 510(k)(21 CFR 807.87(1)); therefore, all information
previously submitted must be resubmitted so that your new 510(k) is complete. For
guidance on 510(k) actions, please see our guidance document entitled, “FDA and

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Pl

Industry Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review
Clock and Performance Assessment” at

http://www.fda. gov/downloads/MedrcalDevrces/DewceRegulatronandGu1dance/Gu1danceDocu
ments/UCMO089738.pdf. The purpose of this document is to assist agency staff and the device
industry in understanding how various FDA and industry actions that may be taken on 510(k)s
should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act.-

~ If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the additional information
request.

The requested information, or a request for an extensmn of time, should reference your above
- 510(k) number and should be submrtted in duphcate to:

U.S. Food and Drug Admmrstratron

Center for Devices and Radiological Health
Document Control Center — WO66- G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

If you have any questions concerning the contents of the letter and would like to set up a
teleconference, please contact Mary Beth O’Brien, RN, MSN at (301) 796-6557. If you need
information or assistance concerning the IDE regulations, please contact 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 You/Indu m/detault htm.

Sincerely yours,

)y

Glenn B. Bell, Ph.D.

Acting Chief, Urology and Lithotripsy
‘Devices Branch

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure

~ Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-.81 18
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Enclosure (K120766)
. Software Test Requirements:

Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices
includes the following: '

. IEC 62304:2006 Medical Device Software - Software Life Cycle Processes

. http://www.fda.gov/cdrh/ode/soﬁwafe.html
. “Guidance for the Content of Premarket Submissions for Software Contained in Medical
Devices™

http://www.fda.gov/doWnloads/Med icalDevices/DeviceRegu IationandGu idance/Guidanc
eDocuments/ucm089593.pdf, 5/11/05

o “Guidance for Industry, FDA Reviewers and Compliance on Off-The-Shelf Software Use
in Medical Devices”
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc

.eDocuments/ucm073779.pdf, 9/9/1999

. “General Principles of Software Validation; Final Guidance for Industry and FDA Staff”
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc
eDocuments/UCMO085371.pdf, 1/11/2002

. “Guidance for Industry. Cybersecurity for Networked Medical Devices Containing Off-
. The-Shelf (OTS) Software™ . o
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidanc
- eDocuments/ucm077823.pdf, 1/14/05

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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' K120766 = ProSurg; Inc!

cc:  DMC - 2 copies .
ODE/DRGUD/ULDB (MOA)

Drafted: MOA:6.15.2012 -
Final: MOA:clr:6.15.2012
Revised Final: MOA:clr:6.25.12

* |*Division/Branch & +LastName. .| - Date |.Division/Branch. |+.~=LastName - . |-~ -~.Date-

DROUD JULDA  IfBrien_ | blas/doa
hod JoLpB] B hotlawp

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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‘\suwcg, ,
5’ . ' ' Food and Drug Administration
: C o . . Office of Device Evaluation &
‘a i Office of In Vitro Diagnostics
o COVER SHEET MEMORANDUM '
From: Reviewer Name % /) ﬂng/ W
Subject: 510(k) Number L1707 bb
-To: The Record o

- Please list CTS decision code "4'1

O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
http://eroom.fda. qov/eRoomReq/Frles/CDRH3/CDRHPremarketNotrf cation510kProgram/0 5631/Screenmq%2OCheckl|st%207%
202%2007. doc

¥ Hold (Additional Informationor Telephone Hold).

O Final Decision (SE SE with Limitations, NSE (select code below) Withdrawn, etc)

~Not Substantially Equivalent (NSE) Codes

O NO NSE for lack of predicate
O NI NSE for new intended use '
O NQ - NSE for new technology that raises new questions of safety and effectiveness
0O NuU NSE for new intended use AND new technology raising new questions of safety and
effectiveness
0O NP NSE for lack of performance data
O NS NSE no response
O NL . NSE for lack of performance data AND no response
0O NM NSE pre-amendment device call for PMAs (515i)
O NC NSE post-amendment device requires PMAs
O NH NSE for new molecular entity requires PMA
O TR NSE for transitional device
Please complete the followmg for a final clearance decision (i.e. SE SE with lertatrons etc.): 0
Indications for Use Page _ : : Attach IFU
510(k) Summary /510(k) Statement . Attach Summary o |
Truthful and Accurate Statement ' - Must be present fora Flnal Dec:s:on .
Is the devrce Class III? ' . _
If yes, does flrm include Class Il Summary’7 R Must be present for a F/na/ Decision

: Does firm reference standards’7

(If yes, please attach form from http //www fda. gov/opacom/morechorces/fdaforms/FDA-
3654.pdf) _

Is this a comblnatlon produc_t’?
(Please specify category see
http://eroom.fda.gov/eRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/0 413b/CO
MBINATION%ZOPRODUCT%2OALGORITHM%201REVISED%203 12 03) DOC C
Is this a reprocessed ‘single use device? ' ;
~ (Guidance for Ihdustry and FDA Staff — MDUFMA - Validation Data in 510(k)s for : C
. Reprocessed Single-Use Medical Devices, http://www.fda. qov/cdrh/ode/<udance/1216 html)

Is this dewce intended for pediatric use only?

— I}

Is this a prescnptlon device? (If both prescription & OTC, check both boxes.)

Did the application include a completed FORM FDA 3674, Certrfrcatlon with Requirements of
ClinicalTrials.gov Data Bank?

 Is clinical data necessary to support the rewew of this 510(k)’?

For United States-based clinical studies- only: Did the application include a completed FORM '
FDA 3674, Cemf C atlon WIth Re irements of | ImlcaITr/a/s ' |

~ Rev. 2/29/12
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conducted in the United States, and FORM FDA 3674 was not included or mcomplete then
appllcant must be contacted to obtain completed form )

Does this devrce rnclude an Anlmal Tlssue Source'7 :
AII Pedratnc Patrents age<=21 |
rNeonate/Newborn (Birth to 28 days) B
Infant (29 days <2 years old)
Child 2 years -< 12 years old)
'Adolescent (12 years <18 years SIJ)' -

-Transmonal Adolescent A (1'8 <21 years old) SpeC|al con5|deratlons are berng grven to thlS
group, different from adults age 221 (different device design or testing, different protocol
' procedures etc.) '
Transitional Adolescent B (18 -<=21; No specnal conS|derat|ons compared to adults => 21 years :
old) :

Nanotechnology :
Is this device subject to the Tracklng Regulatron'? (Med|cal Device Tracklng Contact oc.

_ Guidance, http.//www.fda.gov/cdrh/comp/quidance/169.html)
Regulation Number Class* : : : Product Code

(*If unclassified, see 510(k) Staff)
Additional Product Codes: '

/Qamré (é«U _ UEDB 5o

T (Branch Chief) ' (Branch Code) ' (Date

Final Review:

(Division Director) - : _ (Date) .

Questions? Contact FDNCDRH/OCE/DIP at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) “SUBSTANTIAL EQUIVALENCE”

DECISION-MAKING PROCESS

New Device is Compared to
Marketed Device *

oN

Descriptive Information Does New Device Have Same
about New or Marketed

Device Requested as Needed

l YES

New Device Has Same Intended
Use and May be “Substantially Equivalent”

©,

Does New Device Have Same
- Technological Characteristics, NO
e.g. Design, Materials, etc.?

o

NO Do the Differences Alter the Intended
Indication Statement? " Therapeutic/Diagnostic/etc. Effect

—% Characteristics

Not Substantialt

YES

(in Deciding, May Consider Impacton |
Safety and Effectiveness)?™*

NO
'

O,

Could the New

i > 0
New Device Has )
New Intended Use

Do the New Characteristics

Affcct_Safety or—P Raise New Types of S.afcty YES »O
Effectiveness? or Effectiveness Questions?

A
" NO Are the Descriptive NO .
Characteristics Precise Enough ) NO
to Ensure Equivalence? @
NO '
Are Performance Data Do Accepted Scientific
“Available to'Asses Equivalence? YES Methods Exist for
Assessing Effects of =~ NO
the New Characteristics?
YES :
o |
Y. :
Performance Are Performance Data Available  NO
Data Required To Assess Effects of New  —
Characteristics? ***
YES
o ©
A\ 4 .
Performance Data Demonstrate Performance Data Demonstrate
Equwalcnce” ———PCL < Equivalence? —<4—

YES -

NO

" (D

- “Substantially Equivalent’
Determination

YES . NO

NO,

* . 510(k) Submissions compare new devices to matketed devices. FDA requests additional mformatlon if the relationship between
marketed and “predrcate" (pre-Amendmcnts or rcclassnﬁed post-Amendments) devices is unclear

woo ' This decision is normally based on descriptive information alone but limited testing information is sometimes reduired.

C‘)Uéstlons 5'0’6 E mt%lﬁ%ﬂ-f/ﬂ?fﬁ?[ﬁf)ce? ‘Eﬂﬂﬁ”ﬁ‘éﬁ‘f@ﬁf}&“ms‘@’f“o%“'ﬁﬁs gov or 301 796-8118

Equivalent Determination
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C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

%,
2,

Food and Drug Administration

~ Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Premarket Notification [510(k)] Review

Traditional

- K120766

" Date: June 25, 2012
To: The Record i
From: Mary E. O’Brien, RN, MSN

510(k) Holder: ProSurg, Inc.

Office: CDRH/ODE
Division: DRGUD/ULDB

Device Name: Endoscopic Diagnostic &Treatment System (modification)

Contact: A. Desai

Phone: 408-945-4044

Fax:  408-945-1300 .
Email: Ashvin@Prosurg.com

I. Purpose and Submission Summary

The 510(k), ProSurg, Inc., holder would like to introduce Endoscopic Diagnostic & Treatment System

(modification) into interstate commerce.

Review Team:

Lead Reviewer: Mary Beth O’Brien, RN, MSN, ULDB
Engineer: Tuan Nguyen, Ph.D., Engineer, ULDB

II. Administrative Requirements

Standards Form

‘Indications for Use page (Indicate if: Prescription or OTC) Page 19/20 v
Truthfu] and Accuracy Statement ' Page 3 v
510(k) Summary or 510(k) Statement: Page 2 v

v

~ After page 32

IIL. Device Déscription

Is the device life-supporting or life sustaining?

<\

Is the device an implant (implanted longer than 30 days)?

1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Does the device design use software? o _ : v

Is the device sterile? ' : _ e

Is the device reusable (not reprocessed single usé)?

~ Are “cleaning” instructions included for the end user?

The NeoScope™ Endoscopic Diagnostic & Treatment System (Modification) is a sterile, single-use
modular device for endoscopic diagnostic and treatment. It is compatible with standard endoscopes and
interchangeable accessories. The device consists of an outer guide probe, adapter, delivery system and a
viewing scope. The outer guide probe is used for irrigation. The delivery system comprises the injection
needle and probes for delivering treatment substance, tissue agents, imaging dyes and contrast agents,
drugs, sclerosing agents and bio-toxins. It can also be used for delivering thermal energy for tissue
ablation and removal using radio frequency (RF), laser, microwave energy, cryo energy. The device can
be used in a variety of endoscopic functions such as cystoscope, resectoscope, nephroscope, hysteroscope,

and laparoscope. The original NeoScope™ Endoscopic Diagnostic & Treatment System is shown in the
following figure. : .

Laser Cystoscope

NeoSco;ﬁe .:

UnyersalEag

Figure 1: The NeoScope™ Endoscopic Diagnostic & Treatment System

The new NeoScope™ Endoscopic Diagnostic & Treatment System (Modification) consists of a digital
viewing endoscope with a LED light source and video module interface for display using commercially
available monitoring devices. The new NeoScope™ Endoscopic Diagnostic & Treatment System
(Modification) with the proposed modification system is illustrated in the following figure.

NeoScape

NeoScope- Digital endoscope NeoScope w / Video Module NeoScope w/ Display

Figure 1: The NeqSéopeTM Endoscopic Diagnostic & Treatment System (Modification)

“The subject device is designed for optimal visualization via digital imaging technology and to allow fluid
irrigation and microsurgical instrument access. It can be introduced through various body cavities and
opening. '

K120766
ProSurg Endoscope
2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The following table summarizes the product specifications of the NeoScope™ Endoscopic Diagnostic &
Treatment System (Modification) along with their functions and descriptions.

TABLE 2 - PRODUCT SPECIFICATIONS

Component/
Function

Description/Model

Material

QOuter Guide Probe
(Sheath)

Diameter: 10 — 36 Fr
Working Length: 10 —45 cm

Probe: Stainless Steel 304/306
Handle: ABS
Probe Tip: Silicon

Delivery System

Diameter: .3 —~ 10 Fr

Working Length: 10 — 45 ¢cm

Injection Needle: Stainless Steel 304/306
RF Electrodes: Stainless Steel 304/306

_Catheters: Polyurethane

RF Electrode Insulation: TPE/FEP
Hub Connector: Polycarbonate
Monopolar/Bipolar: Stainless Steéel 304/306

Conventional
Viewing Endoscope

Diameter: 1.0 — 12 mm
Viewing Angle: 0°, 12°, 30°

Outer Tubing: Stainless Steel 304/306
Rod Lens Optics: Quartz

Digital Endoscope
(Rigid) -

Diameter: 5.0, 7.0, 10.0 mm
Working Length: 15, 30, 40 cm
Working Channel: 1, 1.5 mm

Rigid Outer Sheath: Stainless Steel 316
Optical Window: Quartz
Handle: ABS

Digital Endoscope
(Flexible)

Diameter: 5.0, 7.0, 10.0 mm
Working Length: 30, 40, 70 cm
Working Channel: 1, 1.5 mm

Flexible Outer Sheath: TFE
Optical Window: Quartz
Handle: ABS

Accessories

Video Interface Module
Connecting Cable
Video Display Monitor

Commercially Available

Packaging

Blister Tray
Tyvek Lid Package

Commercially Available

IV. Indications for Use

The NeoScope™ Endoscopic Diagnostic & Treatment System (modification) is intended for cystoscopic,

K120766
ProSurg Endoscope
3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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hysteroscopic, laparoscopic, resectoscopic and endoscopic treatment of urological, gynecological,
gastroenterological disorders and diseases of prostate, bladder, urethra, uterine cavity, stomach, GI,
urinary tract and reproductive organs using biomaterials, laser and RF devices, tissue ablative and
augmenting agents, microsurgical instruments and endoscopic accessories

» Comment:

Each scope will require separate procodes.

V. Predicate Device Comparison

» Comment:

K120766
ProSurg Endoscope
4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K120766
ProSurg Endoscope
5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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IX. Software
> Comment:

Since the subject device incorporates a digital viewing endoscope with a LED light source and video
module interface for display, operating software is needed. The sponsor needs to provide the software
evaluation and performance validation according to the following software test requirements.

K120766
ProSurg Endoscope
6

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Software Test Requirements:

Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices includes
the following:

. IEC 62304:2006 Medical Device Software - Software Life Cycle Processes

. http://www.fda.gov/cdrh/ode/software. html

. “Guidance for the Content of Premarket Submissions for Software Contained in Medical
Devices”

http://www.fda. L/downloads/Med1calDev1ces/Dev1cequulat1onandGmdance/GmdanceDocum
ents/ucm089593Lf 5/11/05 :

. “Guidance for Industry, FDA Reviewers and Compliance on Off-The-Shelf Software Use in
" Medical Devices”

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocum
ents/ucm073779.pdf, 9/9/1999

) “General Principles of Software Validation; Final Guidance for Industry and FDA Staff”
' http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocum
ents/UCMO085371.pdf, 1/11/2002

o “Guidance for Industry. Cybersecurity for Networked Medical Devices Containing Off-The- |
Shelf (OTS) Software”

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Guidance Docum
ents/ucm077823.pdf, 1/14/05

K120766

ProSurg Endoscope
7 ' '

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

»  Comment:
Electromagnetic Compatibility

K120766
ProSurg Endoscope
8

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K120766
ProSurg Endoscope
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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XII. Performance Testing — Animal

There are no animal testing requirements for this device.

XI1IL. Performance Testing — Clinical
There are no clinical testing requifcments for this device.
K120766

ProSurg Endoscope
10

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K120766

ProSurg Endoscope
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" Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K120766
ProSurg Endoscope
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K120766
ProSurg Endoscope
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K120766
ProSurg Endoscope
14 . .
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K120766
"ProSurg Endoscope
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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XVI1. Contact History

K120766 dated 5 March 2012 received 8 May 2012

XVII. Recommendation: Al
Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: Class I1
-Product Code: FAJ

/%@05@%/ e, ) 759 T2

Reviewer 0 Date
- M N Ten DoOpo—
Bfanch Chief Date
K120766
ProSurg Endoscope
16

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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TRV
LTS

S/é DEPARTMENT OF HEALTH AND HUMAN SERVICES ~ MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Engineering Consuit

K120766

Date: June 26, 2012
To: Mary Beth O'Brien
From: Tuan Nguyen
- CC: Glenn Bell
510(k) Holder: ProSurg, Inc. .
Device Name: NeoScope™ Endoscopic Diagnostic & Treatment System (Modification)

I. Purpose and Summary

Per your request, | have reviewed this 510(k) with.emphasis on the engineering aspect of the

' ' Page 1 0f 8
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FQISTATUS@fda.hhs.gov or 301-796-8118



~ Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016

Page 2 of 8
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-_796-981 18
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Page 3 of 8

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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- Page 4 of 8
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-981 18
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Page 5 of 8
-8118

a
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796
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. Page 6 of 8
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796981 18
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: ' Page 7 of 8
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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: DEPARTMENT OF_HEALTH & HUMAN SERVICES Public Health Service
g ) . ] U.S. Food and Drug Administration
ly"’ha Co Center for Devices and Radiological Health
a . ] _ _ : Document Control Center WO66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

" May 09, 2012

- PROSURG, INC. 510k Number: K120766

2195 TRADE ZONE BLVD. . : .
SAN JOSE, CALIFORNIA 95131 : ' Received: 5/8/2012

ATTN: A. DESAI Product: ENDOSCOPIC DIAGNOSTIC & TREATM

The Food and Drug Admlmstratlon (FDA) Center for Devices and Radlologlcal Health (CDRH) has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in’
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all corfespondence concerning youf submission MUST be sent to the Document Mail
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above
will not be considered as part of your official 5 10(k) submission:

On September 27, 2007, the President 51gned an act reauthorizing medical device user fees for fiscal years 2008
-2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at

http://www.fda. gov/MedlcalDeVIces/DevlceRegulatlonandGuldance/Overwew/MedlcalDewceUserFeeandMod
ernizationActMDUFMA/default.htm

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form http://www.fda.gov/AboutEFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016
~ Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Servnce Act,
. Added By Title VIII of The Food and Drug Administration Amendments Act of 20077 .

- http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotification510k/ucm 134034.htm. According to the draft guidance, 510(k) submnssxons that do not
contain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Orlglnal BLAs and BLA Supplements”. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm.  Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
- Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at

http://www.fda. gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/

ucm084365.htm. Please refer to this guidance for assnstance on how to format an original submission for a-
Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an eleéctronic copy of your submission. By doing
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, mcludlng the formattmg requ1rements
please visit our web site at

http://www. chgov/MedlcalDevnces/DevnceRegulatlonandGu1dance/HowtoMarketYourDevlce/PremarketSubmlssm
ns/ucm134508.html. In addition, the 510(k) Program Video is now available for viewing on line at

http://www.fda. gov/MedlcalDevlces/DeVIceRegulatlonandGuldance/HowtoMal ketYourDevice/PremarketSubmissio
ns/PremarketNotification5 1 0k/ucm070201 .htm .

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as per
21 CFR 807.93, it meets the content and format regulatory requirements.

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their
internet address http://www.fda.gov/MedicalDevices/DeviceReguIationandGuidance/default.htm. If you have
procedural questions, please contact the 510(k) Staff at (301)796-5640. .

Sincerely,

510(k) Staff

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Nichols, Karl *

From: Microsoft Outlook

To: 'ashvin@prosurg.com'

Sent: Tuesday, March 13, 2012 4:16 PM

subject: Relayed: K120766- Acknowledgement Letter

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination: :

‘ashvin@prosurg.com’

Subject: K120766- Acknowledgement Letter

Sent by Microsoft Exchange Server 2007

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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U.S. Food and Drug Administration

,
"‘h Center for Devices and Radiological Health
Document Control Center W0O66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

March 13, 2012 USER FEE HOLD LETTER - HAVE NOT RECEIVED PAYMENT

PROSURG, INC. 510k Number: K120766
2195 TRADE ZONE BLVD. o

SAN JOSE, CALIFORNIA 95131 | Received: 3/13/2012
ATTN: A. DESAI User Fee ID Number:

Product: ENDOSCOPIC DIAGNOSTIC &

The Food and Drug Administration (FDA) Center for Devices and Radiological Health (CDRH), has received the
Premarket Notification you submitted in accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic
Act (Act) for the above referenced product. We have assigned your submission a unique 510(k) number that is cited
above. Please refer prominently to this 510(k) number in all future correspondence that relates to this submission.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A
LETTER FROM FDA ALLOWING YOU TO DO SO.

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by the Medical Device User Fee and
Modernization Act of 2002 (MDUFMA) and the FDA Amendments Act of 2007 (FDAAA) (Public Law 110-85),
authorizes FDA to collect user fees for certain types of 510(k) submissions. The submission cannot be accepted for
review until the fee is paid in full ; therefore, the file has been placed on hold. When your user fee payment has been
received , review of the 510(k) will resume as of that date. Alternatively, you may request withdrawal of your
submission. You now have the option to pay online by credit card. We recommend this form of payment. Credit card
payments are directly linked to your user fee cover sheet and are processed the next business day. You may aiso pay by
check. If you choose to mail a check, please send a check to one of the addresses listed below:

- By Regular Mail ‘ By Private Courier(e.g..Fed Ex, UPS, etc.) -
Food and Drug Administration U.S. Bank
P.O. Box 956733 - 956733
St. Louis, MO 63195-6733. 1005 Convention Plaza

St. Louis, MO 63101

The check should be made out to the Food and Drug Administration referencing the payment identification number,
and a copy of the User Fee Cover sheet should be included with the check. A copy of the Medical Device User Fee
Cover Sheet should be faxed to CDRH at (301)847-8120 referencing the 510(k) number if you have not already sent
it in with your 510(k) submission. After the FDA has been notified of the receipt of your user fee payment, your

- 510(k) will be filed and the review will begin. If payment has not been received within 30 days, your 510(k) will be
deleted from the system. Additional information on user fees and how to submit your user fee payment may be found
at www.fda.gov/cdrh/mdufima/fy09userfee.html. In addition, the 510k Program Video is now available for viewing on line
at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissions/Premarke
tNotificationS 10k/ucm070201.htm.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



In all future presnidecPradansed amglanE O rataesl 1R O Relrakadion LRIBpyosf0/dU8/ AW Mission. By doing
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
or HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissions/u
cm134508.htm.

Please note that since your 510(k) has not been reviewed, additional information may be required during the review
process and the file may be placed on hold once again. If you are unsure as to whether or not you need to file a
510k Submission with FDA or what type of submission to submit, you should first telephone the Division of Small
Manufacturers, International and Consumer Assistance (DSMICA), for guidance at (301)796-7100 or its toll-fee
number (800)638-2041, or contact them at their Internet address
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm, or you may submit a 513(g) request
for information regarding classification to the Document Mail Center at the address above. If you have any
questions concerning receipt of your payment, please contact Edwena Jones at Edwena.Jones@fda.hhs.gov or
directly at (301)796-7200. If you have questions regarding the status of your 510(k) Submission, please contact
DSMICA at the numbers or address above.

Sincerely yours,

Edwena Jones

Consumer Safety Technician

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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~ March 5, 2012
To: Director, Food and Drug Administration.
Urology and Lithotripsy Devices Branch
Division of Reproductive, Abdominal & Radiological Devices. FD
Office of Device Evaluation / CDRH A CDRH
Document Mail Center (HFZ-401) W DMC
10903 New Hampshire Avenue AR 13 201

Silver Spring, MD 20993-002
Re.:  510(k) Premarket Notification:
NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

Dear Sir, _ _

Pursuant to 21 CFR 820.90, enclosed please find a copy of 510k Premarket Notification applications for the
above named devices for your review.

The use of the term “substantially equivalent,“similar” and other related terms and descriptions in this
notification comparing NeoScope ™- Endoscopic Diagnostic & Treatment System (Modification) to the predicate
devices are made only to meet the requirements of the Federal Food, Drug and Cosmetic Act as amended and
regulations there under, and for no other purpose. |
The NeoScope™- Endoscopic Diagnostic & Treatment System (Modification) is substantiallv equivalent to the
predicated device NeoScope™- Endoscopic Diagnostic & Treatment System from Prosurg Inc, cleared by FD.A
under 510k application K# 042780 on Feb 3, 2005. The only modification to the NeoScope Endoscopic;' Sl‘ystem is
to include the use of Digital endoscope device with CMOS sensor & LED module instead of a conventional “Rod
lens” and “fiber optic” viewing endoscope and light source. As we all know, currently the CMOS / CCD lmagving
sensor with LED represents a proven technology for endoscopic viewing and illumination of the target Bod}/-organ.
The Proposed NeoScope Endoscope device ( R_igid & Flexible ) is designed to be compatible with all the
components of the Original NeoScope system, including an Outer guide probe (Sheath) , Bridge adapters and
accessories . The NeoScope system (modification) is also designed for Single Use, thus minimizing risk of cross
contamination and infections. |
Please review the attached application and let us know if you need additional details or clarification.

Thank you and Best Regards, .

ager, Regulatory Affairs

2195 Trade Zone Blvd

San Jose CA 95131
Tel 408 945 4044 / Fax 408 945 1390, E mail: B%QSMBﬁoJ&%Qom Inc
2193 Trade Zone Blvd. San Jose, CA 95131 _
Tel: (408) 945-4044, 1-800-200-SURG Fax: (408) 945-1390 -
Questions? Contact FDA/CDRE/ECED [ SHSDRISFIBT AT UBEfgH.hhs.gov or 301-796-8118
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510 (k) Application

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

Index
1. 510 (k) Notification Form 1
2. Pre-Market Notification Statement 2
3. Truthful and Accurate Statement 3
4. Product Description 4-5
5. Product Configuration/Drawing 6-15
6. Product Specifications 16-17
7. Material Biocompatibility Data 18
8. Product Sterilization and Testing 19
9. Indications for Use 20
10. Product Labeling 21-24
11. Instructions for Use 25-28
12. Substantial Equivalency 29-31
13 Safety & Effectiveness of Device 32

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
/
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510 (k) Notification
Date: March 5, 2012

Device Proprietary Name: NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

Device Common, Usual or Classification Name: Endoscope and Accessories Flexible / Rigid
Product Code: FAJ and FGA
Division /Subsidiary Name: Prosurg, Inc Est. Regis No. 2939814
O Notification for E New Device O Significant change/modification O Change in int. use
Classification Panel Name: Division of Reproductive, Abdominal & Radiological Devices / CDRH '
Pursuant to 21 CFR Part 876 .1500 this device is:
0 Class I K Class IT [ Class I11
Not Classified- the following provides the basis for this determination: N/A
Pursuant to Section S14 of the Act and 21 CFR part 861, the following action has been taken to assure performance
to he appropriate performance standards:
O Not Applicable [x] No standard(s) presently exist for this device
e The following performance standards apply and are being complied with: 21CFR Part §78.4300
The following is attached, where appropriate, in support of this 510k notification:
o Labels, labeling, advertisements, and/or directions
¢ Finished product photographs and engineering drawings
e Statement and data supportive of similarity/differences of comparable product types in distribution.

OSupportive data in consideration of consequences and effects of a chance or modification as related to safety and
effectiveness including a detailed description of the significant change/modification.

CJSupportive data in consideration of consequences and effects as related to a new use of the device including a
detailed description of the new intended.

Confidentiality if intent to market: @ Applicable O Not Applicable

Submitted by: A. Desai
3sli

Title: Managfr, ory Affairs Date

Prosurg, Inc
2195 Trade Zone Blvd
San Jose CA 95131

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

{
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Premarket Notification 510 (k) Statement
(As required by 21 CFR 807.93)

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

I certify that as Manager of Regulatory Affairs of Prosurg, Inc, I will make available all information
included in this premarket notification on safety and effectiveness within 30 days of request by any person
if the device described in the premarket notification submission is determined to be substantially
equivalent.

The information I agree to make available will be duplicate of the premarket notification submission,
including any adverse safety and effectiveness information, but excluding all patient identifiers, and trade
and confidential commercial information, as defined in 21 CFR 20.61.

o

A. Degai ’}lg’l v~
Man e ory Affairs March 5, 2012

Prosurg, Inc
San Jose CA

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016

Premarket Notification

Truthful and Accurate Statement

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification)

I certify that my capacity as Manager of Regulatory Affairs of Prosurg, Inc., I believe to the best of my
knowledge that all data and information submitted in premarket notification are truthful and accurate and

that no material fact has been omitted.

()

A Desle ) el

Manager, Regulatory Affairs March 5, 2012
Prosurg, Inc
San Jose CA 95131

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product Description:

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

The NeoScope™- Endoscopic Diagnostic & Treatment System is a single use endoscopic diagnostic & surgical
treatment device. The NeoScope, a modular endoscopic device is universally compatible with interchangeable
components and various endoscopes to provide maximum utility and versatility to physician. The NeoScope
endoscopic system consists of an Outer Guide probe (Sheath), connecting “Bridge” adapter, Delivery device and a
viewing telescope / endoscope. The NeoScope outer guide probe is designed for continuous irrigation flow and is
available in various sizes and configurations including Rigid, Semi-Rigid, Flexible, malleable design made from
biocompatible polymer or metal for maximum patient safety and comfort. The Delivery device consists of
Injection needle, Catheter or Delivery probes for delivering injectable treatment substance, tissue bulking agents,
imaging dyes and contrast agents, drugs, sclerosing agents & bio-toxins. The delivery devices are also designed to
deliver thermal energy for tissue ablation and removal using RF ( Monopolar / Bipolar) , Laser , Microwave energy,
Cryo energy and Microsurgical instrumentation. The delivery device can also be used as a Resectoscope,
Cystoscope, Ureteroscope, Naphroscope, Hysteroscope, Laparoscope and other endoscopes for tissue treatment
including removal and coagulation of tissue using monopolar or bipolar mode of action. The endoscopic device is
compatible with commercially available rigid and flexible viewing telescope & endoscopes, marketed by Storz,
Wolf, Circon / Gyrus / ACMI, Olympus & others . The NeoScope endoscopic system being modular in design is
versatile and can be used as variety of endoscopic configurations including Cystoscope. Resectoscope,
Nephroscope, Hysteroscpe, Laparoscope for treatment of Urological, Uro-Gynecological , Gynecological and
General Surgical disorders.

Laser Cystoscope
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The modification to NeoScope ™- Endoscopic System includes the use of a Digital viewing endoscope (Rigid /
Flexible) with built-in LED light source and video module interface to a commercially available Laptop / Tablet
computer / Smart phone or video Display Monitor. The Digital viewing endoscope incorporates a miniature CMOS
(Complimentary Medical Oxide Semi- conductor) imaging sensor and LEDs ( Light Emitting Diodes) located at
the distal tip, connecting wires along the length of the rigid or flexible tubular structure, USB connecting cord and
a video module interface to a commercially available Laptop / Tablet computer / smart phone or video display
monitor. The proposed modification to NeoScope System using digital viewing endoscope can provide maximum
utility to physician for endoscopic diagnostic and therapeutic applications of the internal body organs.

. NeoScope

i

NeoSbope w/ Video Module

NeoScope- Digital endscope
Monitor
4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The Digital endoscope is designed to provide optimum visualization using LEDs and excellent image resolution
with CMOS sensor of the target tissue. The Rigid /flexible endoscope is also designed with /without a working
channel along the length of the endoscope to allow fluid irrigation and microsurgical instrument access, while
maintaining clear, unobstructed visualization of the target tissue. The Neoscope can be introduced through various
natural body cavities and opening including urinary tract, urethra, bladder, ureter , Kidney, vaginal tract, cervix,
uterine cavity, reproductive organs, rectum, GI tract, colon etc or via Percutaneously / Laparoscopically into
abdominal cavity for diagnosis and treatment of abdominal body organs. The NeoScope — Digital endoscope
design utilizes digital imaging technology and the its materials ,construction is also similar and substantially
equivalent to predicate device and commercially available rigid and flexible digital endoscopes marketed by
various endoscope companies. The NeoScope endoscope can be used as Cystoscope, Ureteroscope, Hysteroscope,
Laparoscope , Gastroscope , Nephroscope and other endoscopes based on its overall diameter, length & working
channel dimensions to facilitate easy access to the target body organ during diagnosis & treatment by physican.

The NeoScope ™ — Digital Endoscope ( Rigid / Flexible) is available as a sterile, single use device , ready to use
simply by connecting it to video module and to commercially available computers or Video display monitors
including portable Lap Top / Tablet or smart mobile phone.

The Digital Endoscope models are available as Rigid or flexible endoscope and with or without working channel to
meet physician’s preference.

Digital Endoscope Diameter ( Rigid / Flexible )- 4.0, 5.0, 7.0 and 10.0mm
Digital Endoscope Length: ( Rigid): 15.0, 30.0 and 40.0 cm

Digital Endoscope Length: (Flexible): 30.0, 45.0 and 70.0 cm

Working Channel ( Rigid / Flexible) 1.0mm and 1.5 mm

The NeoScope — Digital Endoscope is also designed to be waterproof, sealed with a clear optical quartz window
at the distal end and medical grade TFE outer sheath along the entire length of endoscope tubular structure. The
endoscope handle is a made from medical grade ABS polymer with standard USB connector . The Video interface
module and USB connecting cables are commercially available and are not patient contact items. The video display
monitor devices are also commercially available portable laptop / tablet computers or smart mobile phone.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product Configurations:

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

The product Configuration for NeoScope — Endoscopic Diagnostic & Treatment System
( modification) are as follows:

o r ' "“303‘3‘353‘—91 r - NeoScope.

Universal Cystoscope I
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(C) Diagnostic & Operative Resectoscope (D) Diagnostic & Operative Hysteroscope
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The Outer Guide Probe / Sheath with Continous Flow for NeoScope are as follows:
(A) Rigid Probe / Sheath : (Metal / Piastic ) with Soft Tip
(B) Flexible Probe / Sheath: (Metal / Plastic ) with Soft Tip
(C) Semi-Rigid Probe/ Sheath : (Metal / Plastic ) with Soft Tip
(D) Malleable Probe / Sheath :  (Metal / Plastic ) with Soft Tip

The Delivery Devices to be used in conjunction with NeoScope System are as follows:
(A) Endoscopic Injection of agents, dyes, contrast agents, drugs in liquid, solution ,
viscous gel , mist, semi-liquid, semi —solid or solid material form into target tissue for
tissue ablation or treatment under endoscopic visualization.
(B) Endoscopic Tissue Ablation of target tissue using RF energy probe/ device in
monopolar / bipolar or muiti polar configuration using Cut, Coag or Vaporization mode of action.
(C) Endoscopic Tissue Ablation of the target tissue using Laser Fiber optics or catheter
using free beam or interstitial treatment mode of action.
(D) Endoscopic Tissue Ablation device using RF and Laser energy can also be used in
conjunction with energy enhancing agents including Hypertonic Saline , Dyes and
Photosensitive Chromophores.
(E) Endoscopic Injection of bulking Agents, polymers, tissue derivatives, cell matrix or other agents into target
tissue for tissue bulking or treatment under endoscopic visualization.

The Viewing endoscope/ telescope that can be used with NeoScope System are as follows:
Currently marketed and custom Endoscopes / Telescopes including :

(A) 2.0mm, 4.0mm,10.0mm diameter & Zero degree , 12 degree & 30 degree Rigid and Flexible endoscopes
(B) Karl Storz brand

(C) Olympus brand

(D) Circon / ACMI / Gyrus brand

(E) Richard Wolf brand

(F) Digital Endoscope , Prosurg brand ( NeoScope)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product Specifications:

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

Endoscope Dimensions and Material Specifications:
(A) Outer Guide Probe ( Sheath) :

Diameter : 10 Fr—36 Fr
Working Length: 10cm - 45 cm

(B) Delivery Devices:

Diameter : 3 Fr— 10 Fr
Working Length: 10cm - 45 cm +/- 0.5cm

( C) Conventional Viewing Endoscope / Telescope (Rigid / Flexible)

Diameter : 1.0mm -12mm
Viewing Angle : 0 degree, 12 degree & 30 degree

(i) Digital Endoscope ( Rigid):

Endoscope Diameter: 5.0 mm, 7.0mm and 10.0 mm
Endoscope Length: 15 cm, 30 cm and 40 cm
Endoscope Working Channel: 1.00 mm, 1.5 mm

(ii) Digital Endoscope ( Flexible) :

Endoscope Diameter : 5.0 mm, 7.0mm and 10.0 mm

Endoscope Length: 30 cm, 40 cm and 70 cm
Endoscope Working Channel: 1.00 mm, 1.5 mm

(iii) Accessories: (Connecting cable & Video Display Monitor) (Non patient contact)
Video Interface Module: Commercially available video module ( window / Mac OS)

Connecting Cable : Commercially available standard Co-axial video cable , USB Connector

Video Display Monitor : Commercially available Laptop/ Tablet Computer / mobile phone
(C)Material Specifications:
(i) Outer Guide probe ( Shetah)

Stainless Steel 304/306 Medical Grade ( probe)
ABS Polymer Medical Grade ( Handle)

Soft Tip — Silicon Sleeve Medical Grade ( Probe Tip)
16

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(D) Viewing Endoscope Materials:
(i) Rod Lense System :

Outer Tubing : stainless Steel 304/306 Medical Grade
Rod Lense optics : Quartz

(i)  Digital Viewing Endoscope :

Flexible Endoscope outer Sheath : TFE

Rigid Endoscope outer Sheath : S.S. 316

Optical window : Glass (Quartz)

Endoscope Handle: Medical grade ABS Polymer

(E) Delivery Devices :

Injection Needle: Stainless Steel 304/306 Medical Grade
RF Electrodes : Stainless Steel 304/306 Medical Grade
Catheters; Polyurethane , PBEX, PVC

RF electrode Insulation: TFE / FEP

Hub Connector : Poly carbonate

Monopolar / Bipolar Connection: Stainless Steel 304/306

(F) Packaging: Blister Tray & Tyvék Lid Package

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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- Material Biocompatibility

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

The materials used for manufacturing and packaging of NeoScope ™- Endoscopic Diagnostic & Treatment
System ( modification) are identical to predicate device and are safe and biocompatible materials, that are widely
used in the medical industry.

NeoScope ™.- Digital endoscope ( Rigid & Flexible) Devices are made from stainless Steel 304 /306 covered with
TFE tubing and Medical Grade ABS molded handle. Neoscope - Endoscopic Diagnostic and Treatment System (
modification ) is identical in materials, manufacturing methods , assembly, packaging and sterilization as
predicated device. The delivery devices , made from stainless steel(304 / 306) with medical grade ABS polymer
handle and polycarbonate connectors. All of the materials have long established history of biocompatibility and use
in medical devices. The packaging materials including tyvek lid and PETG blister tray are also identical as the
predicate device. The packaging materials are not patient contact items and are not utilized in the medical
procedures. The Video interface module and video display monitors are commercially available and are also non
patient contact items.

- 18-
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Indications for Use

510(k) Number (if known):

Device Name:  NeoScope ™. En;iégc_dpic Diagnostic & Treatment S},—'-s.te[-n ( M(-)diﬁﬁ-cﬂ_.aﬁ.onn )I

Indications For Use:

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification ) is intended for Cystoscopic,
Hysteroscopic, Laparoscopic , Resectoscopic and Endoscopic treatment of Urological, Gynecological.
Gastroenterological disorders and diseases of Prostate, Bladder, Urethra, Uterine cavity, Stomach, Gl, Urinary tract
and Reproductive organs using Biomaterials, Laser & RF devices, Tissue ablative and Augmenting agents,
Microsurgical instruments and Endoscopic accessories.

Prescription Use AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (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)

Page 1 of _
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Indications for Use:

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification ) is intended for Cystoscopic,
Hysteroscopic, Laparoscopic , Resectoscopic and Endoscopic treatment of Urological, Gynecological,
Gastroenterological disorders and diseases of Prostate, Bladder, Urethra, Uterine cavity, Stomach, GI, Urinary tract

and Reproductive organs using Biomaterials, Laser & RF devices, Tissue ablative and Augmenting agents,
Microsurgical instruments and Endoscopic accessories.

-20-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016

Product Labeling

NeoScope ™- Digital Viewing Endoscope (- Rigid )

Model # Qty: lea
Endoscope Size: (Dia) Length :
(5.0/7.0/10.0 mm) (15.0/30.0/40.0 cm)
Working Channel
(Yes /No)
Date Of mfg: Exp. Date :

Sterilization Method : ETO Gas
For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040
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Product Labeling

NeoScope ™- Digital Viewing Endoscope ( Flexible )

Model # Qty: lea
Endoscope Size: (Dia) Length :
(Dia5.0/7.0/10.0 mm) (30.0/45.0/70.0 cm)

Working Channel )
(Yes /No)
Date Of mfg: Exp. Date :

Sterilization Method : ETO Gas
For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040
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Product Labeling

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification)

Model # Qty: lea
Endoscope Size: (Dia) Length :
(5.0/7.0/10.0 mm) (15.0/30.0/40.0 cm)
Working Channel
(Yes /No)
Date Of mfg: Exp. Date :

Sterilization Method : ETO Gas
For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040
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Product Labeling

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification)

( Video Interface module & USB Connecting cable )

Model # Qty: lea
Video Module USB Cable Length :
( Window / Mac OS) (6.0/10.0/15.0 ft)
Date Of mfg: Exp. Date :

Sterilization Method : ETO Gas
For Single use only

Contents sterile unless package is damaged or open.

Caution: Federal (USA) law restricts this device to use by or on the order of a physician
Please refer to Instructions for Use for additional information, & Guidelines

Prosurg, Inc

2193 Trade Zone Blvd
San Jose CA 95131
Tel: 408 945 4040
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Instruction for Use

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

(1) Product Description:

The NeoScope™- Endoscopic Diagnostic & Treatment System is a single use endoscopic diagnostic & surgical
treatment device. The NeoScope, a modular endoscopic device is universally compatible with interchangeable
components and various endoscopes to provide maximum utility and versatility to physician. The NeoScope
endoscopic system consists of an Outer Guide probe (Sheath), connecting “Bridge” adapter, Delivery device and a
viewing telescope / endoscope. The NeoScope outer guide probe is designed for continuous irrigation flow and is
available in various sizes and configurations including Rigid, Semi-Rigid, Flexible, malleable design made from
biocompatible polymer or metal for maximum patient safety and comfort.

V A o Laser Cystoscope
i ‘Bridge'"Adapter

. NeoScope ‘

; o LA
uide Probe (Sheath)” ’

li; //’ ~ Universal Endoscopfgj Ne:;oScopg_jJ

The modification to NeoScope ™- Endoscopic System includes the use of a Digital viewing endoscope (Rigid /
Flexible) with built-in LED light source and video module interface to a commercially available Laptop / Tablet
computer / Smart phone or video Display Monitor. The Digital viewing endoscope incorporates a miniature CMOS
(Complimentary Medical Oxide Semi- conductor) imaging sensor and LEDs ( Light Emitting Diodes) located at the
distal tip, connecting wires along the length of the rigid or flexible tubular structure, USB connecting cord and a
video module interface to a commercially available Laptop / Tablet computer / smart phone or video display
monitor.

Y 1 .NeoScope e » NeoSeope
NeoScope- Digital éndoscope NeoScope w/ Video Module —NeoScope w/ Display Monitor

The product Configuration for NeoScope — Endoscopic Diagnostic & Treatment System are as follows

(A) Diagnostic & Operative Cystoscope  (B) Diagnostic & Operative Laparoscope
(C) Diagnostic & Operative Resectoscope (D) Diagnostic & Operative Hysteroscope

25

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016

(2) Indications For Use:

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification ) is
intended for Cystoscopic, Hysteroscopic, Laparoscopic , Resectoscopic and
Endoscopic treatment of Urological, Gynecological, Gastroenterological disorders and
diseases of Prostate, Bladder, Urethra, Uterine cavity, Stomach, GI, Urinary tract and
Reproductive organs using Biomaterials, Laser & RF devices, Tissue ablative and
Augmenting agents, Microsurgical instruments and Endoscopic accessories.

Warnings:

The NeoScope — Diagnostic & Treatment System ( modification) is intended for use by trained
physicians only. The device should not be used until the physician is familiar with the instructions for use,
assembly and care of the device. Equipment instruction manual should have been carefully studied and be
available to the surgical / endoscopic team during the procedure. It is essential to follow the instructions
contained in the equipment instruction manual pertaining to the devices used in the procedure, with
particular attention given to the warnings and cautions. Care must be exercised during endoscopic
procedure or the instrument may create perforation, infection or damage to the endoscope or deliver device.
Care must be exercised during endoscopic insertion so as to avoid instrument damage or injury to the
surrounding tissue. Possible injuries may include unintended tissue ablation beyond the zone of target
tissue, compromised vasculature, injury or necrosis of underlying organs and surrounding tissue not
targeted for the treatment. Endoscopic visualization or other imaging diagnosis must be performed during
the procedure to verify that there is no potential damage to the other tissue structure or body organs. After
the endoscopic procedure, the patient should be counseled for potential side effects and emergency
instructions.

Contents supplied Sterile using an ethylene oxide (ETO) process. Do not use, if sterile barrier is damaged.
If damage is found, please DO NOT USE. For single patient use only. Do not reuse, reprocess or
resterilize. Reuse, reprocessing or resterilization may compromise the structural integrity of the device
and/or lead to device failure which, in turn, may result in patient injury, illness or death.

Reuse, reprocessing or resterilization may also create a risk of contamination of the device and/or cause
patient infection or cross-infection, including, but not limited to, the transmission of infectious disease(s)
from one patient to Contamination of the another device may lead to injury, illness or death of the patient.
After use, dispose of product and packaging in accordance with hospital, administrative and/or local
government policy.

e Cautions:

¢ Recommended for Single (one time) use only.

¢ Bending or kinking during or prior to placement could damage integrity of the endoscope and delivery
devices.

o Ifresistance is encountered during advancement or withdrawal of the delivery device STOP. Do not
continue without first determining the cause of the resistance and taking remedial action..

Federal (USA) law and governing law outside the USA restrict these devices to sale
by or on the order of a physician.
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(3)Inspection and Assembly:

Use aseptic technique when removing the NeoScope ™ — Endoscopic Diagnostic & Treatment System
from package. Prior to use, carefully inspect the device for

any visible signs of damage. DO NOT USE the device if it appears to be cracked, flawed, or otherwise
damaged. DO NOT BEND OR MANIPULATE THE DEVICE.

£

Digital Endoscope & Video Module Digital Endoscope , Video Module & Monitor

(4) Diagnostic & Surgical Procedure:

4.1 Assemble NeoScope Endoscopic system using appropriate components for the
desired diagnostic and treatment procedure. For Rod lense based endoscope insert
the endoscope in to the system and connect to light source and video monitor.

For Digital Endoscope system, attach the connecting cord to the endoscope handle and video interface
module. Insert the USB connector of video module into video monitoring device or computer. Start video
capture or record by activating on/off switch mounted on the endoscope handle.

4.2, The NeoScope endoscopic system can be used for various endoscopic procedure for treatment of

urological, uro—gynecological or gynecological disorders, using appropriate viewing telescope / endoscope.

4.3 The endoscopic tissue ablation procedure can be carried out under endoscopic visualization for
laparoscopic, cystoscopic, hysteroscopic or other endoscopic procedure fro the treatment of various
urological, uro—gynecological or gynecological disorders, using appropriate viewing telescope / endoscope.

4.4 Prepare the patient and operating work area. Select the appropriate diameter and length of the endoscope
and delivery device fir the treatment procedure from the group consisting of injection needle for tissue

ablation treatment or bulking agent, RF probe, Microwave device, Laser fiber optics catheter or Microsurgical
instrument. Identify the appropriate delivery approach and treatment modality along with the imaging method
to reach target tissue requiring treatment.

4.5 Insert the injection needle or other delivery device / probe into the target tissue using endoscopic
visualization or ultrasound imaging probe. Attach pre-filled syringe to the injection needle or energy source
connector to delivery probe. Make sure that the connection is secure.

4.6 Inject pre determined amount of he injectable in desired material form or apply the adequate amount of
thermal energy under imaging guidance. Continue the treatment procedure for appropriate time to achieve
desired tissue effect.

47 DONOT ATTEMPT TO EXCEED TREATMENT PARAMETERS. Check for any signs of leakage of
injection media from the target tissue. Aspirate or irrigate any excess treatment substance to minimize damage
to the surrounding tissue, if necessary.
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4.8 For Neoscope resectoscope use, insert delivery device with RF electrode in the proximity of the target
tissue requiring resection, coagulation or vaporization. Connect RF energy ( Monopolar / Bipolar) supply to
electrode and perform the procedure under endoscopic visualization.

4.9 For Laparoscopic and Hysteroscopic use, insert the delivery device under endoscopic visualization for
tissue removal or tissue ablation procedure.

5. STERILIZATION:
The NeoScope™- Endoscopic Diagnostic & Treatment System are provided in sterile packaging and is
intended for single use only. Do not use if the product if the sterility is compromised due to damaged package.
We recommend that product be stored in a cool dry storage facility. The NeoScope™ accessories and
packaging should be properly disposed of at the end of the procedure according to hospital/clinic policy. Do not
attempt to re-sterilize

6 GENERAL WARNING:

The The NeoScope™- Endoscopic Diagnostic & Treatment System (Modification) is intended for use only by
physicians. The user of the device should be thoroughly trained in its use and the applicable medical
procedures. Use of these instruments and equipment should no be undertaken until the user has fully
familiarized himself with the instructions for use, assembly and care. Equipment instruction manuals should
have been carefully studied and be available to the surgical team during the procedure. It is essential to follow
the instructions contained in instruction manual pertaining to devices used in the procedure, with particular
attention given to the warnings and cautions. Care must be exercised during surgical procedure, or the
instrument may potentially create perforation, infection, device damage or breakage. After the surgical
procedure, the patient should be counseled for potential side effects, if any and emergency instructions.

% ok e s ok ke ok ok LIMITED WARRANTY********

Prosurg, Inc warrants the NeoScope™- Endoscopic Diagnostic & Treatment System (modofication) to be
free from defects in material and workmanship for a period of 30 days from the day of shipment when
properly installed, maintained, and used for its intended purpose. This warranty applies only to the original
purchaser, and only so long as the equipment is used in the country to which Prosurg, Inc originally shipped it.
This warranty is null and void if the user attempts to reuse, resterilize, or modify the device in any way. If
after examination by Prosurg’s Service Representative, any portion of the product is found to be defective
within the period described above, and Prosurg, Inc is satisfied that the failure was due to defective materials
and /or workmanship, Prosurg will, at its option, replace the defective product without charge.
THIS EXPRESS WARRANTY ABOVE IS THE SOLE WARRANTY OF OBLIGATION OF PROSURG, INC AND
THE REDEMY PROVIDED ABOVE IS IN LIEU OF ANY AND ALL OTHER REDEMIES.THERE ARE NO
OTHER AGRREEMENTS, GUARANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR
PURPOSE. PROSURG, INC SHALL HAVE NO LIABILITY WHATSOEVER FOR ANY INCIDENTAL OR
CONSEQUENTIAL DAMAGE ARISING OUT OF ANY DEFECT, IMPROPER USE, OR UNAUTHORIZATION
SERVICE OR REPAIR.
Prior to the return of the product, or any portion thereof, the Prosurg, Inc representative must be consulted. If
return of the device/ instrument is deem necessary, a Returned Material Authorization number will be
assigned. This number must be recorded on the outside of the shipping container and on the return packing
list. Please contact:

Customer Service Dept.

Prosurg, Inc
www.Prosurg.com
2193 Trade Zone Blvd.
San Jose, CA 95131 U.S.A
Tel.: (408) 945-4044
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March 5, 2012

Substantially Equivalent Information

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

The NeoScope™- Endoscopic Diagnostic & Treatment System (Modification) is substantially equivalent to the
predicated device NeoScope™- Endoscopic Diagnostic & Treatment System from Prosurg Inc, cleared by FDA
under 510k application K# 042780 on Feb 3, 2005.. The only modification to the NeoScope Endoscopic System is
to include the use of Digital endoscope device with CMOS sensor & LED module instead of a conventional “Rod
lens” or “fiber optics” viewing endoscope and light source. The FDA regulatory clearance report, 510k application
and product information details regarding predicated device is attached herewith for your review and consideration.
Please review the comparison matrix outlining the Product specifications, Material compatibility and Indications
for Use for the proposed device with predicated device. Please note that the proposed product is substantially
equivalent to predicated devices in product design, materials, packaging and its intended use.

-29 .
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March 35,2012
Substantially Equivalent Information

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

Company Prosurg, Inc Prosurg Inc
Product Name NeoScope™- - NeoScope™- -
Endoscopic Diagnostic & | Endoscopic Diagnostic &
Treatment System Treatment System
( Modofication)
510(k) K042780 Applied for

Product Specifications:

Material:
Endoscope Sheath Stainless Steel / TFE Stainless Steel / TFE
Endoscope distal End Quartz Glass Quartz Glass
Dimensions:

Endoscope Diameter: (mm ) [ 1.0mm - 12 .0 mm 5.0mm, 7.0mm & 10.0mm

Endoscope Length (cm ) 10 cm -45 cm 15cm—-40cm

Viewing Angle ( degree) 0,12 & 30 degree 0 & 30 degree
Recommended Usage Single Use Only Single Use Only
Sterile / Non - Sterile Supplied Sterile Supplied Sterile

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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March 5, 2012

Substantially Equivalent Information.

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification)

Product Name Company 510(k) Indication for Use

NeoScope™- - Prosurg, Inc K042780 NeoScope ™- Endoscopic Diagnostic & Treatment System is

Endoscopic Diagnostic intended for Cystoscopic, Hysteroscopic, Laparoscopic,

& Treatment System Resectoscopic and Endoscopic treatment of Urological,
Gynecological, Gastroenterological disorders and diseases of
Prostate, Bladder, Urethra, Uterine cavity, Stomach, GI, Urinary
tract and Reproductive organs using Biomaterials, Laser & RF
devices, Tissue ablative and Augmenting agents, Microsurgical
instruments and Endoscopic accessories.

NeoScope™- - Prosurg, Inc Applied For

Endoscopic Diagnostic NeoScope™-  Endoscopic Diagnostic & Treatment System

& Treatment System (Modification ) is intended for Cystoscopic, Hysteroscopic,

( Modification ) Laparoscopic , Resectoscopic and Endoscopic treatment of
Urological, Gynecological, Gastroenterological disorders and
diseases of Prostate, Bladder, Urethra, Uterine cavity, Stomach,
Gl, Urinary tract and Reproductive organs using Biomaterials,
Laser & RF devices, Tissue ablative and Augmenting agents,
Microsurgical instruments and Endoscopic accessories.
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Safety and Effectiveness of the Device
- (Ref: 807.7H, 907.92, and 807.93)

NeoScope ™- Endoscopic Diagnostic & Treatment System ( Modification )

We have conducted safety and effectiveness testing of NeoScope ™- Endoscopic Diagnostic &
Treatment System ( modification) and NeoScope Digital Endoscope ( Rigid & Flexible).

The modification to NeoScope ™- Endoscopic System includes the use of a Digital viewing
endoscope (Rigid / Flexible) with built-in LED light source and video module interface connected
to a video display monitoring devices. The Digital viewing endoscope incorporates a miniature
CMOS (Complimentary Medical Oxide Semi- conductor) imaging sensor and LEDs ( Light
Emitting Diodes) located at the distal tip, connecting wires along the length of the rigid or flexible
tubular structure and endoscope handle with USB interface. The Neoscope can be connected to a
commercially available video monitor or tablet computer / mobile phone, using connecting cable.
The proposed modification to NeoScope System using digital viewing endoscope can provide
maximum utility to physician for endoscopic diagnostic and therapeutic applications of the
internal body organs. Test data based on laboratory testing have demonstrated that the product
meets the specifications, is safe and effective for its intended use.

NeoScope ™- Endoscopic Diagnostic & Treatment System ( modification) and NeoScope
Digital Endoscope ( Rigid & Flexible) are safe and effective during endoscopic viewing of
various body organs and disorders, for diagnostic and treatment procedures.

Product Shelf Life:

The recommended Shelf life of the NeoScope ™- Endoscopic Diagnostic & Treatment System

( modification) and NeoScope Digital Endoscope ( Rigid & Flexible) is one year. The product
shelf life was determined as per Accelerated aging techniques, based on the assumptions that the
chemical reactions involved in the deterioration of materials follow the Arrhenius reaction rate
function. The sterilized products were subjected to environmental conditions & were tested to
confirm product performance and packaging integrity specifications. The Shelf life report is
attached herewith for your review and approval. The Real —Time aging test for 12 month will be
initiated out upon completion of first manufacturing production lot.

(14) Form FDA 3654 :

The Form 3654 for relevant standards used in 510K application is submitted herewith for your
review and approval. ( Please see attached)
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rug Administration

-STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSIO
Traditional [] Special [ Abbreviated

STANDARD TITLE '

Please answer the following questions Yes No
Is this standard recognized By FIDA 27 ..o eoeeeeeeeeneee e eseene e sreatesassesnsse e se st enssseneneenessensesenenes IQ‘( il
FDA ReCOGNItION NUMDET3 ... i ieee e rre et e e reiea e teetee e e e s see s nnsat e et aaeser e ss ssasssnsesenesacesessanneencmnen #

Was a third party laboratory responsible for testing conformity of the device to this standard identified N{

1R (s LI 0 (9 PSPPSR [l
Is a summary report 4 describing the extent of conformance of the standard used included in the

BAO(K)? wvvvvvnrrereeoeoseeesessssseseessssssseeeessssseeeeessssssss e eSS RS E e v O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PEAINS 10 tIS GEVICE? .....eoeeieitiieeisees et s e s e st e e e seeeseeseestesse e tesaeerbesatentassees bt esaessenssassanseessernsessennsrnns Q/

Does this standard include acceptance Criteria? ... [Z(
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ...............ccociiiiiinineinecs ]
If yes, report options selected in the summary report table.

q| @|oR| || O|O

Were there any deviations or adaptations made in the use of the standard?................cccccorecriiii ]

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)®7 ............. [j

Were deviations or adaptations made beyond what is specified in the FDA SIS?.........cccceoviiereceneees ]

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ... ]

If yes, report these exclusions in the summary report table.

Is there an FDA guidance ° that is associated with this standard?..............coccoccevecnll retreeireeneareee e [Z( O
If yes, was the guidance document followed in preparation of this 510K? .........cceceeevreeenrerenereeerneenne ] ]

Title of guidance:

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on

. . all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d), http://www.fda.gov/MedicalDevices/

DeviceRegulationandGuidance/Standards/default.htm s The supplemental information sheet (SIS) is additional information which
. is necessary before FDA recognizes the standard. Found at hitp://
3 hitp://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alterative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

s The online search for CDRH Guidance Documents can be found at
http:/Mmwww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE Sjw( W 20 o ‘1_ Hea \ ,h\ Py W CONFORMANCE?

4 — 22% Bio o' cat Svaluabon of Med.Deme Pt 7| OYes [ONo [JNA

TYPE OF DEVIATION OR OPTION SELECTED ® R
EHM, lewr 0%l de

—

DESCRIPTION '
ETo s k,rill'%a'b‘m« Veda dahon AN5|/AAM|/150 11138-1 2009

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

W — L e L-y?(_g,( funluaffom o Med - Denlee Peved) [Yes [INo [JNA

TYPE OF DEVIATION OR OPTION SELECTED * V
Eﬂ,‘y leme gxide Residuat

DESCRIPTION

ET0 @esiduct casr leveds ANSI/JAAMI/130 1099377 2008

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
2- %1 Broltpeslt Cvaluatbon of Weclical Deades B{es [JNe [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION .
pm'oww.fo»h'b-'\fﬂ - lso 10993- 16 - 2002

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer . An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville. MD 20850 displays a currently valid OMB control number.

FORM FDA 3654 (6/11) Page 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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i { DEPARTMENT OF HEALTH & HUMAN SERVICES - Public Health Service
)

N

Food and Drug Administration
_ 9200 Corporate Boulevard
" Rockville MD 20850
FEB - 3 2005 -

Mr. Ashvin Desai

Manager, Regulatory Affairs
Prosurg, Inc.

2193 Trade Zone Blvd.

SAN JOSE CA 95131

Re: K042780
Trade/Device Name: NeoScope — Endoscopic Diagnostic & Treatment System
Regulation Number: 21 CFR §876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: II
Product Code: 78 FAJ
Dated: December 30, 2004
Received: January 18, 2005

Dear Mr. Desai:

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.

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); 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device (o a legally
marketed predicate device results in a classification for your device and thus, permits your device to

proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulation number at
the top of this letter:

21 CFR 876.xxxx  (Gastroenterology/Renal/Urology)  240-276-0115

21 CFR 884.xxxx  (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx  (Radiology) 240-276-0120
Other : 240-276-0100

Also, please note the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR
807.97). 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) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

. %Wl :
Nancy C.ﬁzr:gdW

Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page [ of |

- 510k # K042780
$10.(k) NUMBER (IF KNOWN)r

.Neoscc;pe— Endoscopic & Treatment System

DEVICE NAME:

INDICATIONS FOR USE:-

Neoscope™ - Endoscopic Diagnostic and Treatment System is intended for cystoscopic,
hysteroscopic laparoscopic, resectoscopic and endoscopic treatment of urological, gynecological,
gasteroenterological disorders and diseases of prostate, bladder, urethra, uterine cavity, stomach,
G1, urinary tract and reproductive organs using biomaterials, laser & RF devices, tissue ablative
and augmenting agents, microsurgical instrament and endoscopic accessories.

(PLEASE DO NOT WRITE BEWW- THIS LI_NE-CONTINUE ON ANOTHER PI}GE

'IF NEEDED:)

Concﬁrréa_nce of CDRH, Office of Device Evaluation (ODE)

Over-The-Counter-Use__

e Use : -
Prescription (Optional Format 1-:

. or
{Per 21 CFR 801.105)‘9 ‘
/Pm/% a%//;/w

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number 13 ()QQ‘ IS

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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H C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Y

,

food and Drug Administration
9200 Corporate Boutevard

MAR 3 1 2006 Rockville MD 20850

Mr. Terrence E. Sullivan
Director, Regulatory Affairs
ACMI Corporation

136 Turnpike Road
SOUTHBOROUGH MA 01772

Re: K060269
Trade/Device Name: ACMI® DUR-Digital Ureteroscope and Choledochoscope System

Regulation Number: 21 CFR §876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: 11

Product Codes: FBN and FGB

Dated: January 30, 2006

Received: February 1, 2006

Dear Mr. Sullivan:

We have reviewed your Section 510(k) premarket notification of intent to marke! 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 1o 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.

If your device is classified (scc above) into either class II (Special Controls) or class Il (Premarket
Approval), it may be subject to such 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.

Pleasc 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
Acts requirements, including, but not limited to registration and listing (21 CFR Part 807); labeling
(21 CFR Part 801); 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 CIFR 1000-1050.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ACMI® DUR-Digital Ureteroscope and Choledochoscope System Traditional 510(k) Notification
ACMI Corporation 510(K) Summary
136 Turnpike Road : January 30, 2006

Southborough, MA 01772

Keieali Jo4lof 2

The DUR®-D System is also indicated for the examination of bile ducts, and using
additional accessories, to perform various diagnostic and therapeutic procedures
during cholecystectomy.

Product Description

The ACMI® DUR®- Digital Ureteroscope and Choledochoscope (DUR®-D) is a
flexible endoscope that incorporates CMOS (complimentary medical oxide semi-
conductor) sensor technology to generate an image. There is a miniature CMOS
sensor located in the distal tip, wiring running through the endoscope shafl, a printed
circuit board (PCB), a light-emitting diode (LED) light source located in the handle,
and an electrical cord that connects the endoscope to the Camera Control Unit.

The DUR®-Digital Ureteroscope and Choledochoscope can be introduced either
through the urethra into the bladder or through a percutaneous tract into the abdominal
cavity or kidney. The DUR®- Digital Ureteroscope and Choledochoscope may also
be used to manage biliary calculi in a choledochoscope indication. The DUR®-D
System uses a Camera Control Unit (CCU) that contains printed circuits boards
(PCBs), software, power supply and power cables to process and display the images
transmitted by the camera.

Technological Characteristics and Substantial Equivalence

The ACMI® DUR-Digital Ureteroscope and Choledochoscope (DUR®-D) System,
utilizes features incorporated into the following legally marketed predicate devices:

The ACMI® DUR-Digital Ureteroscope and Choledochoscope (DUR®-D) System
utilizes the same flexible endoscope technology design as those used in the predicate
DUR®-8E device (K012925 and K023358).

The DUR®- Digital Ureteroscope and Choledochoscope is dimensionally similar to
the predicate DUR®-8E, having the same working channel diameter and length, and
utilizes the same materials in its construction as the predicate DUR®-8E.

The DUR®-Digital Ureteroscope and Choledochoscope incorporates the samce hasic
video imaging technology located in the endoscope as the predicate ACMI® Invigio™
ICN System (K042225).

Like the predicate DUR®-8E, the ACMI® DUR®-Digital Ureteroscope and
Choledochoscope (DUR®-D) System is indicated for use in therapeutic and diagnostic
procedures in the entire intrarenal collecting system, and may also be used to manage
biliary calculi.

13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ACMI® DUR-Digital Ureteroscope and Choledochascope System Traditional 510(k) Notification

ACMI Corporation 510(k) Summary
136 Turnpike Road January 30, 2006
Southborough, MA 01772

6,74) ] L 4 o

During design verification, the performance of the DUR®-D was compared against
the physical performance characteristics of the predicate DUR®-8E and the digital
visualization characteristics of the predicate [nvisio™ ICN. Testing demonstrated that
the performance requirements were met, and that the DUR®-D exhibited comparable
performance characteristics to both the predicate DUR®-8E and predicate Invisio™
ICN.

In summary, the ACMI® DUR-Digital Ureteroscope and Choledochoscope (DUR®-
D) System is substantially equivaient to the predicate devices and presents no new
questions of safety or efficacy.

14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Py

Records Processed under FOIA request 2015-10055; Released by CDRH on 07/08/2016

ACMI® DUR-Digital Ureteroscope and Choledochoscope System Traditional 510(k) Notification

ACMI Corporatien
136 Turnpike Road
Southborough, MA 01772

S10(k) Summary

MAR 3 1 7006 January 30, 2006

510(k) Summary of Safety and Effectiveness & 0 60 é7

ACMI Corporation

TH' 47

ACMI® DUR-Digital Ureteroscope and Choledochoscope System

General Information

Manufacturer:

Contact Person:

Date Prepared:

Device Description

Classification Name:

Trade Name:

Generic/Common Name:

Predicate Devices

ACMI® Invisio™ ICN
ACMI DUR®-8E

Intended Uses

ACMI Corporation
136 Turnpike Rd.
Southborough, MA 01772-2104

Terrence E. Sullivan
Director, Regulatory Affairs
Tel. #: 508-804-2739
Fax #: 508-804-2624

January 30, 2006

Endoscope and accessories

(21 CFR 876.1500), Class Il
Surgical camera and accessories
(21 CFR 878.4160), Class |

ACMI® DUR-Digital Ureteroscope and
Choledochoscope System (DUR®-D)

Endoscope, Video Camera and accessories

K042225 |
K012925 and K023358

The ACMI® DUR-Digital Ureteroscope and Choledochoscope (DUR®-D) Sysiem
(which includes the DUR-Digital Invisio™ Flexible Ureteroscope and
Choledochoscope and IDC Invisio™ Controller) is intended for use to cxamiic: hedy
cavities, hollow organs and canals in the body, in the urinary tract, and can he used
percutaneously to examine the interior of the kidney; and, using additional accessories,
can be used to perform various diagnostic and therapeutic procedures.

12

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial cquivalence of your device (o a legaily
marketed predicate device results in a classification tor your device and thus, permits your device 1o

proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CIR Part 801), pleasc
contact the Office of Compliance at onc of the following numbers, based on the regulation number at

the top of this letter:

21 CFR 876.xxxx  (Gastroenterology/Renal/Urology)  240-276-0115

21 CFR 884.xxxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 892 .xxxx (Radiology) 240-276-0120
Other 240-276-0100

Also, please note the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR
807.97). You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at i(s toll-free number (800)
638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.pov/cdri/industry/support/index.html.

Sincercely yours,

7"?((/\4 e j/ e %Wmv

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device LEvaluation

Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ACMI® DUR-Digltal Ureteroscope and Choledochoscope System Traditional 510(k) Notification
ACMI Corporation ) Statement of Intended Use
136 Turapike Road January 30, 2006

Southborough, MA 01772

Device Name: ACMI® DUR-Digital Ureteroscope and Choledochoscope System
510(k) Number: K ceon &y
Indications for use:

The ACMI® DUR-Digital Ureteroscope and Choledochoscope (DUR®-D) System
(which includes the DUR-Digital Invisio™ Flexible - Ureteroscope and
Choledochoscope and IDC Invisio™ Controller) is intended for use to examine body
cavitics, hollow organs and canals in the body, in the urinary tract, and can be used
percutaneously to examine the interior of the kidney; and, using additional accessories,
can be used to perform various diagnostic and therapeutic procedures.

The DUR®-D System is also indicated for the examination of bile ducts, and using

additional accessories, to perform various diagnostic and therapeutic procedures
during cholecystectomy.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use: _ X OR  Over-the-Counter Use:

(Per 21 CFR 801.109)

(Division Sign-Off) /4
Division of Reproductive, Abdominal,
and Radiological Devices'

510(k) Number )

10

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118





