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Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 1I
Product Code: IYN, IYO, ITX and ODG
Dated (Date on orig SE ltr): December 3, 2006
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Dear Ms, Storms-Tyler,
This letter corrects our substantially equivalent letter of February 8, 2007,

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 II (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
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found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing

(21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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 1000-1030.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), 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
hitp://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htim.  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

hiip:/www. [da.gov/MedicalDevices/Safety/ReportaProblem/default. htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or {301) 796-7100 or at its Internet address

htto:/fwww fda.gov/Medical Devices/ResourcesforYou/Industrv/default.htm.

Sincerely yours,

R. Fisher -S

Benjamin R. Fisher, Ph.D.

Director

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health
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4.3.1 DIAGNOSTIC ULTRASOUND INDICATICNS FOR USE FORM

XEU-M60A ENDOSCOPIC ULTRASOUND CENTER

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human bady as follows:

Clinical Application

" Meode of Operation

General
(Track | only)

Specific
{Tracks | & 1M}

M

PWD

CwWD

Color

 Doppler

Combined

{Spec.) .

Other
{Spec.)

Ophthalmic

Ophthalmic

Felal Imaging .
& Other

Fetal

Abdominal

Intra-operative (specify)

Intraoperative {Neurc.)

Laparoscopic

"Pediatric

Small Crgan {spectfy)

Neonatal Cephalic

Adult Cephalic

Trang-~ractal

“{ Note 2

Trans-vaginal

 Trans-urethral

Note 2

Trans-esoph. {non-Card.}

Note 2

Musculo-sket. (Convent.)

Musculo-skel. {Superfic.)

Cardiac

Other (spac.) {Note 1)
Cardiac Adult )

Note 2.

Cardiac Pediatric

| Trans-esophageal {card. ) '

Other (spec.)

" Peripheral
Vessel

Pengheral vessel

Qther (spec.) -

N= new indication; P= praviously cleared by FDA; E= atided under Appendm E

Additiona! Comments:

Note 1: Spetification for “Other:
Gastrointestinal tract, biliaty, pancreatic duct and surroundlng organs. -

Intraluminal uitrasound for upper airways and trachecbronchial {ree

Note 2 3-D Imaging

{Bivision Sngn-Ofﬂ

Division of Reproductive, Abdommal

and Radiological De\nces

510k} Number

%b..g(ag%

Prescription Use {Per 21 CFR 801.109)

Section4.3




4.3.2 DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

UM-2R/ 3R ULTRASONIC PROBES

Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Clirical Application . - Mode of Operat
General " Specffic BI{Mi PWD | CWD | Color | Combined | Other
{Track | ohly) (Tracks | &Il) = _ Boppler | (Spec.) | (Spsc.)
Ophthalmic | Ophthaimic ‘
Fetal
Abdaominal

intra-operative (specify) .

Intraoperative (Neurg.)

Fetal Imaging | Laparoscopic

& Other Pediatric

Small Organ (specify) . )

Neonatal Cephalic

Adult Céphalic

Trans-rectal N
Trans-vaginal

Trens-urethral . N

Trans-esoph. (nen-Card) - I N

Musculo-skel. (Convent.)

Musculo-gkel. (Superfic.)

Other (spec.) (Note1) - [N |

‘Cardiac Adult -

Cardiac Cardiac Padiatric

Trans-esophageal (¢ard.)
- § Other (spec.). .

Peripheral ] Peripherai vesse!

Vessel Other (spec.) T

N= new indication; P= previously cléared by FDA : E= added under Appendix E

Additional Comments:

Note 1: Specification for “Other” : , .
Gastrointestinal tract, billary, pancreatic duct and surrounding organs.
Intraluminal ultrasound for upper airways and tracheobronchial tree

Lot i
{Division Sign-Off} v

Divisior: of Reproductive, Abdominal,
and Radiological Devices /

510{k} Number — 1!(/9(95@?3

Prescription Use {Per 21 CFR 801,108) _ : . Section 4.3




4.3.3 DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM |
UM-DP12/20-25R ULTRASONIC PROBES

Intended Use: Diagnostic ultrasound i imaging or fluid flow analysis of the human body as foilows

Cilnlca_gpﬁcaﬂon Moda of Operatlon
Genaral Specific - B{M|PWD | CWD | Color | Combined [ Other
{Track [ only) (Tracks [ & {11} ' Doppler | (Spec) (Spec.}
Ophthaimic | Ophthalmic - .
Fetal
Abdominal
Intre-cperative (specify)

Intraoparafive {Neuro.)

Fetal Imaging- | Laparoscopic

& Other = | Pediatric

Small Organ (specify) _

Neanatal Cephalic -

Adult Cephalic =

Trans-rectal N

- | Trans-vaginal

Trans-urethral N

Trans-asoph. {non-Card.) | N

‘Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

Other (spec) (Note ) [ N

Cardiac Adult

Cardiac Cardiac Pediatric

' Trans-esophageal (card)

Other (spec.)

Peripheral | Peripheral vessel

Vessel QOther {spec.}):

N= new mducatlon P= previously cleared by FDA; E= added under Appendix E

Additional Comments.

Note 1. Specification for “Other” : ‘
Gastrointestinat tract, biliary, pancreatic duct and surrounding organs.
intraluminat ultmsound for upper alrways and tracheobronchial tree

JM/W

{Division Sign-Off)
Division of Reproductive, Abdomlna!

and Radiological Devices ;’(D(QS (;;(3 3

510(k) Number

Prascription Use (Per 21 CFR 801.108) - " Sectiona3




434 DfAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

ULTRASONIC GASTROVIDEOSCOPE GF TYPE UM130

Intended Use: Dlagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

. Clinfeal Application

& Other

Mode of Operatfon )
General ‘Specific M| PWD | CWD | Color Combmed Other
STrackionly) {Tracks | & {iI} Doppler | - (Spec,) | {Spec.)
Ophthalhic § Cphthalmic
Fetat
Abdominal
Intra-operativa (specify)
' - . § Infraoperative {Neuro.)
Fetal Imaging " § Laparoscopic
Pediatric -

Smell Organ {specity)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trang-urethral

Trans-esoph. {(non-Card.)

‘I Musculo-skel. (Convenl.}

Musculo-skel. (Supsrfic.)’

Other (spec.) (Note 1)

Lardiac Aduft
Cardiac Cardiac Pediatric
| Trans-esaphageal (card.)
Other (spec.)
Peripheral | Peripheral vessel | B
Vessel | Other (spec.)

N-?ew indication; P= prevlously cleared by FDA E=-added under Appendix E

Additional Commants:

Note1: Specffication for "Other”
Gastrolntestinal tract, bitiary, pancreatic duct and surroundlng organs.

{Division Sign-0ff)

Division of Reproductive, Abdominal,
-and Radiclogical Bevices
510tk} Number

b g

J/m?fg}{%

Prescription Use (Per 21 CFR 801.109)

Section 4.3




4.3.5 DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

EUS EXERA ULTRASONIC GASTROVIDEOSCOPE OLYMPUS GF TYPE UM1SD

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

-~ Mode of Operation

Generai

{Track | only)

" Clinical Applicatron

Specific
(Tracks [ & {11)

T

PWD

CWD

Color
Doppler

Combined
{Spec.)

Other
(Spec.)

Ophthalmic

Ophthaimic

" Fetal imaging
& Other

Fetal

Abdominal

intra-operative '(spécnfy)

intraoperative (Neuro. )

| { aparoscopic

Pediatric -

Small Organ {specify}

'§ Negnatal Cephalic

" { Adult Cephalic

-4 Trans-ractal

Trang-vaginal

Trang-urethral

Trans-esoph. (non-Card,)

Muscule-skel. (Convent.}

Musculo-skel. (Superic.)

Other (spec.) (Note 1}

Cardiac

Cardiac Aduit

Cardiac Pediatric

Trans-esophageal (cafd.) '

Other (spec.)

Peripheral
Vessel

Peripheral vessel

Other (spec.)

'N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: .
Note 1. Spacification for “Other” .
Gastrointestinal tract, biliary, pancreatic duct and surrounding organs.

jmw/% W

{Division Sign-Off)

Division of Repmductwe Abdominal,
and Radiological Devices
510(k) Number

Ko(2082

Prescription Use {Per 21 CFR 801.109)

Section 4.3




4.3.6 DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

ULTRASONIC GASTROVIDEOSCOPE OLYMPUS XGF TYPE U180

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(Track | only)

Specific
(Tracks | &-1l1)

B

M

BWD

CWD

Color

Doppler |

Combined
{Spsc.)

~Other
{Spec.}

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

Abdominal

Intra-operative (specify)

niraoperative (Neuro.)

Laparoscopic

Pediatric

[ Smalf Organ (specify)

Neonatal Cephalic

Adult Gephalic

Trans-rectal

Trans-vaginal

'Trans-urethral

Trans-esoph. {non-Card.)

Muscuio-skel. (Convent.)

Musculo-skel. (Superic.)

Other (spec.) (Note 1)

Cardiac

Cardiac Adult

Cardiac Padiatric

Trans-esophageal (card.)

.| Other (spec.)

Peripheral.
Vessal

Petipheral vesset

Other (spec.)

N= hew indication; P= praviously cléared by FDA,; Eﬁ added under Appendix E

Additional Comments: .
Néte 1: Spacification for “Qther” ,
Gastrointestinal tract, bifiary, pancreatic duct and surrounding organs.

o

{Division Sign-Off)
Division of Reprod
and Radiological
510(k} Number

Lo

uctive, Abdominal,

Devices % @ 3 &2’3

Prescription Use (Per 2t CFR 801.109)

Section 4.3




4.3.7 DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

GF-UE180-AL5 ULTRASONIC GASTROVIDEOSCOPE

Intended Use: Diagnostic ultrasound imaging or fluid flow anaiysis of the human bady as follows:

Clinical Application

Mode of Qperation -

- General
(Track | only)

Specific
(Tracks | & 1)

M

PWD

cwD

Calor -

Combined

. (Spec.}

Other

Ophthalmic

Ophthalmic

Doppler.

{Spec.) _

Fetal Imaging
& Other

| Fetal

Abdominal

Intra-operative (specify) -

Intracperative (Neuro }

Laparoscop;c

Pediatric

Smalt Organ (specify)

Necnatal Cephalic _
| Adult Cephalic .

Trans-réctal

Trans-vaging|

Trang-urethral

Trans-esoph. {non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Othar (spec.} {Ncte1).

Cardiac

Cardlac Adult

Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.) (Note 1)

" Periphera
Vessel

Periphetal vesss!

Other {spec.)

N=new Indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
_Notet: Specification for “Cther”
Gastrointestinal tract. biliary, pancreatic duct and surroundmg organs.

Lt Lysor

(Division Sign-Off)

Division of Reproductive, Abdomlnaf
and Radiological Devices
51080 NLmber

K L2833

Prescription Use {Per 21 CFR 801,109)

Section 4.3




4.3.9 DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

GF-UCT140-AL5 ULTRASONIC. G_ASTROV!DEOSCOPE

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: -

Clinical Application , ~Mode of Operation

General Specific ~ ~ | B {M{ PWD | CWD | Color
STracklonl) {Tracks | & Il ’ . Dopplar |

Combined
{Spec.)

Other
(Spec.)

Ophthalmic  § Ophthalmic
: © |Fetal

Abdominat”

Intra-operative (specify)

Intraoperative (Neuro,)

Fatal Imaé;ing Leparoscopic |

& Other | Padiatric

Small Organ {specify)

Neonatal Cephalic_

Adult Cephalic

Trans-rectal

Trans-vaginal

- | Trans-urethral

Trans-esoph. (non-Card.) N

Musculo-skel, {Convent.} .

Musculo-skel. {Superfic.)

Other {spec.) (Note 1) N .

Cardiac Adult

. Cardiac Cardiac Pediatric

' Trans-esophageal (card y

Other (spec.)

Peripharal | Peripheral vessel

Vessel Cther (spec.) .

N=new indication; P= previously cleared by FDA; E» added undar Appendix E

Addifional Comments :
Note1: Specification for “Other”
Gastrointestinal tract, billary, pancreatic duct and surrounding organs

) ée Ty /// E
(Diwsmn Sign-Off} . .

fhvigion of Reproductwe Abdominal,
ﬂ:r* =1

) ‘Qil‘}" |
T eeiees D63/ (23

Prescription Use (Per 21 CFR 801.109)

Section 4.3




4.3.8 DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

GF-UC140P-ALS ULTRASONIC GASTROVIDEOSCOPE

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application . Mode of Operation

General - 'Bpecific BiM| PWD | CWD | Color | Combined | Other
{Track | oniy) (Tracks | & i} \ 7 { Doppler | (Spec.) | (Spec.)
Ophthaimic | Ophthaimic

Fetal
Abdominat

| Intra-operative (spacify)

‘Intrapperative (N-eurp.)

Fetal Imaging ] Laparoscopic

& Qther Pediatric

| Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.) ' .' N ] N

I Musculo-skel. (Convent.)

Musculo-skel. {Superfic,)

Other {spec) (Note1) | N. a N

Cardiag Adult

Cardiac ‘Cardiac Pediatric _

Trans-escphageal {card.)

Other (spec.}
Penpheral Peripheral vessel
Vessel ] Other (spec.)

N= new indication; P= previously cleéred by FDA; E= added under Appendlx E

Additionat Comments:
Nete1: Specification for “Other”
Gastrointestinal tract, biliary, pancreatlc duct and surrounding organs.

(Division Sign-0ff)

ivision of Reproductive, Abdomlna!
and Radioclogical Devices

510‘ } Number ‘kfé(n.g{ﬂ?’g

Prescription Use (Per 21 CFR £01:109) ' ' Section 4.3




1__General information
B Applicant;

| Official Correspondent:

m  Manufacturer:

R 2. Device ldentification

®  Device Trade Name:

Koe2483

510(k) SUMMARY
FEB § 2007

December X, 2008

OLYMPUS MEDICAL SYSTEMS CORP.
2051 Ishikawa-cho, Hachiaji-shi, Tokyo,
Japan 192-8507

Establishment Registration No: 8010047

Laura Storms-Tyler

Executive Director

Regulatory Affairs & Quality Assurance
Olympus America Inc.

3500 Corporate Parkway

PO Box 810

Center Valley, PA 18034-0610, USA
Phone: 484-896-5688

FAX: 484-896-7128
Email:Laura.storms-tyler@olympus.com
Establishment Registration No: 2426304

CLYMPUS MEDICAL SYSTEMS CORP.
HINODE PLANT

34-3 Hirai Hinode-Machi, Nishitama-gun, Tokyo
Japan, 190-0182 .

Establishment Registration No:8010047

Model Name Device Name
XEU-MGOA ENDOSCOPIC ULTRASOUND CENTER
UM-2R/3R ULTRASONIC PROBES
UM-DP12/20-25R ULTRASONIC PROBES
GF-UM130 ULTRASONIC GASTROVIDEQSCOPE
GF-UM160 EUS EXERA ULTRASONIC GASTROVIDEQSCOPE
XGF-UM180 ULTRASONIC GASTROVIDEOSCOPE
GF-UE160-ALS ULTRASONIC GASTROVIDEQSCOPE
GF-UC140P-ALS ULTRASONIC GASTROVIDEOSCOPE
GF-UCT140-ALS ULTRASONIC GASTROVIDEOSCOPE

H  Common Name:

B Regulation Number:

R Regulatory Class:

Diagnostic Ultrasound System

892.1558 Ulirasound Pulsed Doppler Imaging System
892.1560 Uitrasonic Pulsed Echo Imaging System
892.1570 Diagnostic Ultrasound Transducer
876.1500 Endpscope and Accessories

II



M Product Code:.

90-IYN/90-1YQ/90-ITX/78-KOG

3 Predicate Device Information

N UHrasound System

GASTROVIDEQSCOPE

Subject devica Predicate davice
Name Control
: number
XEU-MB0A EU-M60 K043275
ENDOSCOPIC ULTRASOUND | EUS EXERA ENDOSCOPIC
CENTER ULTRASOUND CENTER
EU.C80 K010591
EUS EXERA COMPACT
ENDOSCOPIC ULTRASOUND
CENTER
W Llitrasonic Gastrovideoscopes and Probes _
Subject device Predicate device
Name Control
number
UM-2R/3R UM-2R/3R K944810
ULTRASCNIC PROBES ULTRASONIC PROBES 082323
Ko82610
UM-DP12/20-25R UM-2R/3R : Based
ULTRASONIC PROBES ULTRASONIC PROBES upon
K944610,
K982323,
K982610,
| Olympus
determined
that no
510(k) was
required
for device .
changes.
GF-UM13C GF-UM130 | K871860
ULTRASONIC ULTRASONIC GASTROVIDEOSCOPE | K011886
GASTROVIDEQSCOPE
GF-UM160 , GF-UM180 KD11888
EUS EXERA ULTRASONIC EUS EXERA ULTRASONIC
GASTROVIDEQSCCPE GASTROVIBEQSCOPE
XGF-UM180 GF-UM1606 This
ULTRASONIC ULTRASONIC GASTROVIDEOSCOPE | submission
GASTROVIDEQSCOPE
GF-UE160-AL5 GF-UE160-AL5 KO51541
ULTRASCONIC ULTRASONIC GASTROVIDEOSCOPE
CASTROVIDEQSCOPE ,
GF-UC140P-ALS GF-UC140P-ALS K011314
ULTRASONIC ULTRASONIC GASTROVIDEOSCOPE
GASTROVIDEOSCOPE
GF-UCT140-ALS GF-UCT140-AL5 ‘ K012080
ULTRASONIC ULTRASONIC GASTROVIDEOSCOPE




4 Device Description

The combination of the XEU-M60A Endoscopic Ultrasound Center, UM-2R/3R Ultrasonic
Probes, UM-DP12/20-25R Ultrasonic Probes, GF-UM130 Ultrasonic Gastrovideoscope,
GF-UM160 Ulirasonic Gastrovideoscope, XGF-UM180 Ultrasonic Gastrovideoscope,
GF-UE180-AL5 Ultrasenic Gastrovideoscope, GF-UC140P-ALS Ultrasonic Gastrovideoscope,
and GF-UCT140-AL5 Ultrasonic Gastrovideoscope enables the acquisition and display of
high-resolution and high-penetration', real-time ultrasound B-mode endoscopic images.

5 Indications for Use

The indications for use for the XEU-MS0A Endoscopic Ultrasound Center are as follows:

Transrecial

Transurethral

Transesophageal(non-cardiac) .

Gastrointestinal tract, biliary, pancreatic duct and surrounding organs
Intraluminal ulirascund for upper alrways and fracheobronchial tree
3-D Imaging

6 Comparison of Technological Characteristics

The XEU-MB0A Endoscopic Uitrasound Center operates identically to the predicate devices in
that piezoelectric material in the transducer is used as an ultrasound source to transmit sound
waves into the body. Sound waves are reflected back to the transducer and converted to
electrical signais that are processed and displayed as images. Doppler shift caused by blood
flow is displayed as Color Flow, or.as spectrum analysis.

Technological Characteristics of this device is identical to the. predicate devices identified in
item 3.



