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‘/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service |
,,%h Food and Drug Administration :
vaa 10903 New Hampshire Avenue

Document Control Center — W066-G609
Silver Spring, MD 20993-0002

JUL 27 200

Olympus Medical Systems Corporation

% Ms. Laura Storms-Tyler

Vice President, Regulatory Affairs & Quality Assurance
Olympus America, Inc.

3500 Corporate Parkway, PO Box 610

Center Valley, PA 18034-0610

Re: Kl121564
Trade/Device Name: Endoscopic Ultrasound Center EU-Y0006
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 1I
Product Code: IYN, IYO, ITX, and ODG
Dated (Date on orig SE Itr): September 18, 2012
Received (Date on orig SE Itr): September 19, 2012

Dear Ms. Storrms-Tyler,
This letter corrects our substantially equivalent letter of October 16, 2012.

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 1000-1050.

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
http://www.fda.gov/MedicalDevices/ResourcesforYouw/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation

(21 CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/detault.htm.

Sincerely yours,

Benjamin R. Fisher -S

Benjamin R. Fisher, Ph.D.

Director

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure



Indications for Use Form

510(k) Number (it known): _#4 3 5. 50¢/

Device Name: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006

Indications for Use:

This ultrasound center is intended to be used with Olympus uitrasound endoécopes.
Olympus ultrasound probes or Olympus esophageal ultrasound probes to observe and to
store real-time ultrasound images and indicated for use within the gastrointestinal (Gl)
tract, biliary and pancreatic ducts and surrounding organs, airways and tracheobronchial
tree, and urinary tract.

Prescription Use, 3[ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Wﬁm |

Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k), 5 |2\ Al

Page1of _1
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1.3.1 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006

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

IClinical'Application Mode of 6peration

. Col ,
General Specific .iB M lewo lcwp D::;l er Combined|Other

(Track 1 Only)|(Tracks 1 & 3) ‘ (*2) (Specify) |(Specify)

Ophthalmic___{Ophthalmic
Fetal

Abdominal
Intra-operative (Specify)
Intra~operative (Neuro)
Laparoscopic

|Pediatric

Small Organ (Specify)
Neonatal Cephalic -
Fetal Imaging Adult Cephalic

2 Other Trans-reci.:al N N N N (*3) N (*4)
Trans~vaginal
Trans—urethral N N. N N (*3) N (*4)
Trans—esoph. (non—-Card.)]N N N N(*3) [N(*4)
Musculo-skeletal . ’
Conventional)
Musculo-skeletal
(Superficial)
Intravascular
Other (Specify) (*1) N N N N(*3) IN(*4)
Cardiac Adult ‘ :
Cardiac Pediatric
Intravascular (Cardiac)

Cardiac Trans—esoph. (Cardiac)
Intra—cardiac
Other (Specify)

Peripheral  [Peripheral vessel
Vessel |Other (Specify)
N = new indication; P = previously cleared by FDA; E = added under this appendix

. Additional Comments:
*1: Specification for “Other”
Gastrointestinal tract, bliliary, pancreatic duct and surrounding organs,
Intraluminal ultrasound for airways and tracheobronchial tfree
*2: Includes Power Doppler '
*3: Combination of each operating mode, B, PWD, Color Doppler and Other
*4: 3-D Imaging, Harmonic Imaging

Dlvision of Radiotogical Devices
Giice of In Vitro Diagnostic Device Evaluation and Safety

510K K’:Q“SQ(‘{ . ' 19
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1.3.2 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIG.ULTRASOUND CENTER EU-Y0008
Transducer: ULTRASONIC PROBE RU-75M-R1

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

Clinical Application

Mode of Operation

General Specific
(Track 1 Only){(Tracks 1 & 3)

.B M |PWD |CWD|Doppler

Color | mbined

(*2) (Specifv)

Other
(Specify)

Ophthalmic Ophthalmic
Fetal

Abdominal

Intra-operative (Specify)

Intra~operative (Neuro)’

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Fetal Imaging Adult Cephalic

& Other Trans-rectal

Trans-vaginal .

Trans—urethral

" |Trans—esoph. (non~Card.)

Musculo-skeletal
(Conventional)

Musculo—skeletal
(Superficial)

Ilnﬁtravascula_r
Other (Specify) (*1)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Cardiac Trans—esoph. (Cardiac)

Intra—cardiac

Other (Specify)

Peripheral Peripheral vessel.

Vessel Other (Specify)

N = new indication; P = previously cleared

Additiona! Comments:
*1: Specification for “Other”
Gastrointestinal tract, biliary, pancreatic duct

by FDA; E = added under this appendix

and surrounding organs,

Intraluminal ultrasound for upper airways and tracheobronchial tree

*2: Includes Power Doppler

!

{Division Sign-Oti)

Division of Radiolagical Devices

Offico of in Vitro Diagnostic Device Evaluatien and Safsty

s A L215C
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1.3.3 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0008

Transducer: ULTRASONIC PROBE RU-12M-R1

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

Clinical Application

Mode of 6peration

1Color

General Specific . Combined|Other
|(Track 1 Only)|(Tracks 1 & 3) B |M |PWD [CWD gggpler (Specify) |(Specify)
Ophthalmic Ophthalmic

: Fetal

Imu Organ (Specify)

Neonatal Cephalic

JFetal Imaging Adult Cephalic

& Other Trans-rectal

 {d

Trans—vaginal

Trans—urethral

Trans—esoph. (non—Card.)

IMusculo-skeletal
(Conventional)

Musculo—skeletal
(Superficial)

|intravascular

Other (Specify) (*1)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Cardiac F"rrans—eso h. (Cardiac)

lIntra—-cardiac

Other (Specify)

Peripheral Peripheral vessel

Vessel JOther (Specify)

N = new indication; P = previously cleared by F-DA; E = added under this appendix

Additional Comments:
*1: Specification for “Other”

Gastrointestinal tract, biliary, pancreatic duct and surrounding organs,

Intraluminal ultrasound for upper airways and tracheobronchial tree

*2: Includes Power Doppler

/

Oivision of Radiological Devices
Office of tn Vitro Biagnostic Device Evatuation

S10K Q

and Safety
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1.3.4 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y(0006

Transducer: ULTRASONIC PROBE UM-2R

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

mnical Application

Mode of Operation

General Specific
(Track 1 Only)}(Tracks 1 & 3)

Color
CWD|Doppler
(*2)

B [M |PWD

Combined
(Specify)

Other
(Specify)

Ophthalmic __]Ophthalmic

Fetal

Abdominal

Intra—operative (Specify)

Intra—operative (Neuro)

Laparoscopic

Neonatal Cephalic

Adult Cephalic

Fetal Imaging

& Other Trans-rectal

Trans—vaginal
Trans—urethral

:

Trans—esoph. (non—Card.) [P

Musculo—skeletal
l(Conventional)

Musculo-skeletal

Other (Specify) (*1)

P

Cardiac Adult

(Cardiac Pediatric

Intravascular (Cardiac)

Cardiac

Trans—esoph. (Cardiac)
Intra—cardiac
Other (Specify) .

|Peripheral vessel

lP:npheraI
Vessel |Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendlx

- " Additional Comments:
*1: Specification for “Other”

Gastrointestinal tract, biliary, pancreanc duct and surrounding organs,
Intraluminal ultrascund for upper atrways and tracheobronchial tree

*2: Includes Power Doppler

; @m%é)_% ""’\

of Radiological Devicas

[

om“hvmwgmsﬁcnemaamﬁonwsm ’

w A5
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1.3.5 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND GENTER EU-Y0006
Transducer: ULTRASONIC PROBE UM-3R

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

Ialinical Appﬁcation Wode of Operation
Color
General Specific Combined|Other
(Track 1 Only)|(Tracks 1 & 3) ' B [M |PWD JCWD g;gpler (Specify) |(Specify)
Ophthalmic___Ophthalmic
Fetal
Abdominal

Intra—operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric -

Small Organ (Specify)

Neonatal Cephalic

Fetal Imagi Adult Cephalic
&eOth;lagmg Trans—rectal P

Trans—vaginal

Trans—urethral P

Trans—esoph. (non—-Card.)]P

Musculo—skeletal
- J(Conventional)

Musculo-skeletal
(Superficial)

Intravascular

Other (Specify) (*1) P

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Cardiac Trans—esoph. (Cardiac)
Intra—cardiac
Other (Specify)

Peripheral |Periphera| vessel

Vessel _Other (Specify)

Additional Comments:
*1: Specification for “Other” .
Gastrointestinal tract, biliary, pancreatic duct and surrounding organs,
Intraluminal ultrasound for upper airways and tracheobronchial tree
*2: Includes Power Doppler

f

Division of Radiological Devices
Office of in Vitro Diagnostic Device Evaluation and Satsty

510K_KL.°9 LLey

N = new indication; P = previously cleared by FDA; E = added under this appendix

23

S AN



1.3.6 Diagnostic Ultrasound Indications For Use Format

-System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006
Transducer: ULTRASONIC PROBE UM-S20-20R

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
ré-linical Appﬁcation Mode of Bperation
) ' Color

General ISpeciﬁc Combined|Other
(Track 1 Only)|(Tracks 1 & 3) B [M [PWD |CWD g;;;pler (Specify) {(Specify)
Ophthalmic __Ophthalmic

Fetal

Abdominal

Intra—operative (Specify)

Intra—operative (Neuro)

Laparoscopic

IPediatric

ISmaIl Organ (Specify)
Neonatal Cephalic

Fetal Imaging Adult Cephalic
Trans-rectal P
& Other -
. Trans—vaginal
Trans—urethral P

Trans—esoph. (non—-Card.)]P
Musculo—skeletal
I(Conven@nal)

Musculo—skeletal
(Superficial)

lintravascular

Other (Specify) (""1) P

Cardiac Adult

Cardiac Pediatric

Intravascular {Cardiac)

|Cardiac Trans—esoph. (Cardiac)

Intra—cardiac

Other (Specify)

Peripheral  [Peripheral vessel

Vessel |Other (Specify)

N = new indication; P = previously cleared by FDA;TE = added under this appendix

Additional Comments:
*1: Specification for “Other”
Gastrointestinal tract, biliary, pancreatic duct and surrounding organs,
intraluminal ultrasound for upper airways and tracheobronchial tree
*2: Includes Power Doppler

(Division Bign.!
Division of Radiologlcal Devices
Offico of In Vitro Diagnostic Device Evaluation and Seféty

Aeey
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1.3.7 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006
Transducer: ULTRASONIC PROBE UM-G20-29R

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

[Clinical Application Mode of Operation

. Color
General Specific Combined|Other
I(Trackl Only)[Tracks 1 & 3) B [M [PWD [CWD (E:;;);pler (Specify) |(Specify)
Ophthalmic___JOphthalmic

[Fetal

Pediatric
iSmall Organ (Specify)
Neonatal Cephalic
. Adult Cephalic

HzeaatLLr:agtng Trans-rectal \P
Trans-vaginal |
Trans—urethral ip
Trans—esoph. (non-Card.)jP
Musculo—-skeletal
J(Conventlonal)
IMusculo-skeletal :

(Superficial)
Intravascular .
Other (Specify) ("1) P
[Cardiac Adult
{Cardiac Pediatric
Intravascular {(Cardiac)
Trans—esoph. (Cardiac)
Intra—cardiac
Other (Specify)
Peripheral Peripheral vessel
Vessel Other (Specify)
N = new indication; P = previously cleared by FDA; E = added under this appendix

Additional Comments:

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

. *2: Includes Power Doppler .

Cardiac

|

Drsion 50
of Rad\o!oglcw Davices
Oiﬁnaoﬂn me Device Evatuation and Safety

51«5.&@4-‘#"‘"—‘
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1.3.8 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y(0Q08

Transducer: ULTRASONIC PROBE UM-BS20-26R

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

ﬁnical Application

Mode of Operation .

Fetal Imaging
& Other

Color
General ISpeciﬁc ) Combined|Other
(Track 1 Only)}(Tracks 1 & 3) B M PWD JCWD 3c2>§pler (Specify) |(Specify)
Ophthalmic Ophthalmic
. Fetal
Abdominal _

Intra—operative (Specify)

Intra—operative (Neuro)
Laparoscopic
Pediatric

|Small Organ (Specify)
‘INeonatal Cephalic

JAdult Cephalic

Trans—rectal

Trans—vaginal

Trans-urethral

Trans=esoph. (non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

P

Cardiac Trans—-esoph. {Cardiac)
Intra—cardiac
Other (Specify)
Peripheral  [Peripheral vessel
Vessel Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Additional Comments:

*1: Specification

for “Other”

Gaslrointestinal tract, biliary, pancreatic duct and surrounding organs,
Intraluminal ultrasound for upper airways and tracheobronchial tree
*2: Includes Power Doppler

]

- Office of In Vitro Diagnostic Davice

Division of Radiological Devices

Eveluation and Safaty

510K l/\ 2 L5 Cpkf

26
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1.3.9 Diagnostic Ultrasound Indications F6r Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006 ‘
Transducer: ULTRASONIC PROBE UM-S20-17S

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

[Clinical Application [Mode of Operation
Color ’
General . |Specific ’ Combined|Other
(Track 1 Only)|(Tracks 1 & 3) B [M |PWD ,CWD (lig;;pler (Specify) |(Specify) |
Ophthalmic __JOphthalmic
Fetal )
|Abdominal

lntra-operatlve (Speclfy)
Intra—operative (Neuro)
‘lLaparoscopic

[Pediatric .

Small Organ (Specify)
Neonatal Cephalic

|Fetal Imaging JAdult Cephalic

& Other Trans—-rectal P

Trans—vaginal
Trans—urethral

Trans—esoph. (non-Card.)|P
Musculo—skeletal :
l(ConventionaI)
Musculo—skeletal
(Superficial)
Intravascular
Other (Specify) (*1) P
[Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)

Cardiag Trans-esoph. (Cardiac)
Intra-cardiac
Ibther (Specify)
Peripheral  |Peripheral vessel
Vessel JOther (Specify)

N = new indication; P = previously cleared by FDA E = added under this appendix

Additional Comments:

*1: Specification for “Other”
Gastrointestinal tract wall ;biliary duct(common bile, cystic, mtrahepattc). pancreatic ducts
and summounding organs; upper airways and trachecbronchial tree.

*2: Includes Power Doppler

)

; "(Division Ssgn% : Z \——

" Division of Radiclogical Devices
Office of {n Vitro Diagnostic Device Evaluation and Safety

wAIACY -
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1.3.10 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y(0006
Transducer: ULTRASONIC PROBE UM-S30-20R

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

Clinical Application Mode of Operation

General Specific JB M lewo lown gz::le v Combfned Other

I(Track 1 Only)|(Tracks 1 & 3) . *2) (Specify) |(Specify)

Ophthalmic __|Ophthalmic

Fetal

Abdominal
Intra~operative (Specify)
Intra-operative (Neuro)
Laparoscopic

Pediatric

Small Organ (Specify)
. Neonatal Cephalic
IFetal Imaging Adutt Cephalic

& Other Trans—rep"cal - [
Trans—vaginal
Trans—urethral P
Trans—esoph. (non-Card.)]P
Musculo—skeletal :
(Conventional)
Musculo-skeletal
¥ Superficial)
|Intravascular
Other (Specify) (*1) P
Cardiac Adult '
[Cardiac Pediatric
Intravascular (Cardiac)
Trans—esoph. (Cardiac)
Intra—cardiac
[Other (Specify)
Peripheral  |Peripheral vessel

Vessel |Other QSEeclfy)

N = new indication; P = prevnously cleared by FDA: E= added under this appendix

Additional Comments: .
*1: Specification for “Other”
Gastrointestinal tract, biliary, pancreatic duct and surrounding organs,
Intraluminal ultrasound for upper airways and tracheobronchial tree
*2: Includes Power Doppler

@M@a

Division of Radiologicel Devices
Cffice of in Vitro Ciagnostic Davice Evaluation and Safely

sox JALRI S

Cardiac
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1.3.11 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y(0006

Transducer: ULTRASONIC PROBE UM-S30-25R

Intended Use: Diagnostic ultrasound imagini br fluid flow analysis of the human body as follows: _

[Clinical Application

rMode of 5peration

Color
General Specific | Combined|Other
(Track 1 Only)|(Tracks 1 & 3) B M [PHD |OWDIRoRRler s pecity) [(Specify)

Ophthalmic Ophthalmic
Fetal

Abdominal

Intra—operative (Specify)

Intra—operative {Neuro)

Laparoscopic

" {Pediatric

ISmall Organ (Specify)
Neonatal Cephalic

Fetal Imaging Adult Ceghalic

& Other |Trans-rectal
Trans—vaginal

Trans-urethral

Trans—esoph. {(non-Card.)

Musculo-skeletal
l(Conventional)

Musculo-skeletal
(Superficial)

|Intravascular

Other (Specify) (*1)

P

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

|Cardiac Trans-esoph. (Cardiac)

Intra—cardiac

Other (Specify)

Peripheral  |Peripheral vessel

Vessel |Other (Specify)

Additional Comments:
*1: Specification for “Other”

Intralumina! uitrascund for Gastrointestinal tract and surrounding organs,

upper airways and tracheobronchial tree
*2: Includes Power Doppler

/

Division of Radiological Devices

Office of tn Vitro Diagnostic Device Evaluation and Safaty

aox AL2156¢/

N = new indication; P = previously cleared by FDA; E = added under this appendix
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1.3.12 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006

Transducer: ULTRASONIC PROBE UM-DP12-25R

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

rC-:IiLnicaI Application

" IMode of 5peration

General

(Track 1 Only)

ISpeciﬁc
(Tracks 1 & 3)

M

PWD

Color

(*2)

CWD|Doppler

Combined
(Specify)

Other

(Specify)

|Fetal Imaging
& Other

Ophthalmic___JOphthalmic

Fetal

Abdominal

Intra—operative (Specify)

Intra—operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

N3

Trans—vaginal

Trans—urethral’

N(*3)

Trans—esoph. (non—Card.)]P

N(3)

Musculo—-skeletal
{Conventional)

Musculo-skeletal .
(Superficial)
Intravascular

jOther (Specify) (*1)

P

N(*3)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular {Cardiac)

Trans—esoph. {Cardiac)

Intra—cardiac

Other (Specify)

Peripheral
Vessel

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA. E = added under this appendix

Additional Comments:

*1: Specification

for “Other”

Gastrointestinal tract, biliary, pancreatic duct and surrounding organs,
Intraluminal ultrasound for upper airways and trachecbronchial tree
*2: Includes Power Doppler

*3: 3-D Imaging

Divisiorta of ooy

Cfica of I Vitro Diagnostic Device Evaluation and Safaty

_ﬁLo’L/SG;/

510K,

R&db!ogi@u Dovices
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1.3.13 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0005
Transducer: ULTRASONIC PROBE UM-DP20-25R

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

[Clinical Appﬁcation

rMode of 5peration

General

(Track 1 Only)

|Speciﬁc
{Tracks 1 & 3)

b

Color
PWD |CWD|Doppler
(*2)

Combined

(Specify)

Other

(Specify)

& Other

Fetal Imaging

Ophthalmic _|Ophthalmic

Fetal

Abdominal

llntra-operative (Specify)
Intra—operative (Neuro)

{Laparoscopic

" |Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

r-'lz-ns-recl:al

N(*3)

Trans-vaginal

Trans—-urethral

N(*3)

Trans—esoph. (non—-Card.)

N(*3)

Musculo-skeletal
(Conventional)

Musculo-skeletal

(Superficial)

Intravascular

Other (Specify) (*1)

P

Cardiac

Cardiac Adult

N(C3)

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Jintra—cardiac

Other (Specify)

Peripheral
Vessel

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FD?

Additional Comments:

*1: Specification for "Other”
Gastrointestinal tract, biliary, pancreatic duct and surrounding organs,
Intraluminal ultrasound for upper airways and tracheobronchial tree

*2: Includes Power Doppler .

*3: 3-D Imaging

_Olfm of In Vitro Diagnostic Device Evaluation and Safaty

] (Pvision Sig;
Division of Radiologica! Devices

510KM5 24)

\; E = added under this appendix
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1.3.14 Diagnostic Ultrasound Indications For Use Format

-System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006

Transducer: ULTRASONIC PROBE UM-DG20-31R

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

réﬁ\ical Application

[Mode of 5peration

General
(Track 1 Only)

Specific B
(Tracks 1 & 3)

M

PWD

CWD

Color
Doppler
2

Combined

(Specify)

Other
(Spgcify)

Ophthalmic

Ophthalmic

Fetal

I!ntra—ogerative (Specify)

Abdominal

& Other

o INeonatal Cephalic
Fetal Imaging Adult Cephalic

Intra-operative (Neuro)
Laparoscopic

Pediatric

Small Organ (Specify)

Trans-rectal P

N(*3)

Trans—vaginal

Trans—urethral P

N(*3)

Trans—-esoph. (non-Card.)|P

N(3)

Musculo—skeletal

Other (Specify) (*1). [

N(*3)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans—esoph. (Cardiac)

Intra~cardiac

Other (Specify)

Peripheral
Vessel

Peripheral vessel

[Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Additional Comments:

*1: Specification for “Other”
Gastrointestinal tract, biliary, pancreatic duct and surrounding organs

*2: Includes Power Doppler

*3: 3-D Imaging

: (Division ?tgn-ou) ! é’

/

Division of Radiological Devices

Office of In Vitro Diagnostic Davice Evaliation and Safsty

510K

A5y
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1.3.15 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006
Transducer: EUS EXERA ULTRASONIC GASTROVIDEOSCOPE OLYMPUS GF TYPE
UM160

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

rélinical Appﬁ:—:;tion Mode of Operation .
' Color . '

General Specific Combined|Other
I(Track 1 Only)|(Tracks 1 & 3) HB M [PWD [CWD (q;;):pler (Specify) |(Specify)
Ophthalmic___Ophthalmic

Fetal

Abdominal -

Intra—operative {Specify)

Intra—operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify)
[Neonatal Cephalic
IFetal lmaging I_Aduit Cephaltc

Trans-rectal
& Other -
Trans—vaginal
Trans—urethral’
Trans—esoph. (non-Card.)]P
Musculo—skeletal
K Conventional)

Musculo—skeletal
(Superficial)
Intravascular ‘

Other (Specify) (*1) - P
Cardiac Adult

Cardiac Pediatric
|intravascular (Cardiac)

Cardiac Trans—esoph. (Cardiac)
Intra—cardiac
Other (Specify)
Peripheral Peripheral vesse!
Vessel |Other (Specify)

N = new indication; P = previously cleared by FDA: E = added under this appendix

Additional Comments:
*1: Specification for “Other”

Gastrointestinal tract, biliary, pancreatic duct and surrounding organs
*2: Includes Power Doppler

MSQWW

Division of Radiclogical Davices .
Office of In Vitro Diagnostic Device Eva!ugnon and Safety )

o A12I56S 33




1.3.16 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006
Transducer: EVIS EXERA [l ULTRASONIC BRONCHOFIBERVIDEOSCOPE OLYMPUS

BF TYPE UC180F

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

Clinical Appl-ication

General Specific
|(Track 1 Only)}(Tracks 1 & 3)

B

[Mode of Operation

M

PwD

Color
CwD|Doppler
(*2)

Combined
(Specify)

Other
(Specify)

Ophthalmic  |Ophthalmic

|Fetal

Intra-operative (Specify)

Intra—operative (Neuro)

| aparoscopic

Pediatric
Small Organ (Specify)
Neonatal Cephalic

|Adult Cephalic

Fetal Imagin,
Bing Trans-rectal

& Other :
Trans—vaginal

Trans—urethral

Trans—esoph. (non-Card }{P

N (*4)

Musculo-skeletal
(Conventional)

N (*3)

Musculo-skeletal
(Superficial)

Intravascular
IOther (Specify) (*1)

P

N (*3)

N (*4)

[Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)

Cardiac

Trans-esoph. (Cardiac)

Intra—cardiac

QOther (Specify)

|Peripheral vessel

Peripheral
Vessel

JOther (Specify)

N = new indication; P = previously cleared by FDA

Additional Comments: -
*1: Specification for “Other”

\-;TEL= added under this appendix

Intraluminal ultrasound for airways and tracheobronchial tree

*2: includes Power Doppler

*3: Combination of each operating mode, B, PWD, Color Doppler and Other

*4: Harmonic Imaging

M | )

Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safsty

s Al2/5¢y
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1.3.17 Diagnostic Ultrasound Indications For Use Format

_System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006

Transducer: ULTRASONIC GASTROVIDEOSCOPE OLYMPUS GF TYPE UE160-AL5

Intended Use: Diagnostic ultragound imaging or fluid flow analysis of the human body as foliows:

Clinical Appl'ication

rMode of Operation

General

l(Track 1 Only)l(Tracks 1&23)

Specific 'B M |PwD

CWD

Color
Doppler
(*2)

Combined
(Specify)

Other
(Specify)

Ophthalmic

lOghthalmic

& Other

Fetal Imaging

Fetal

|Abdominal

Intra—operative (Specify)

Intra—operative (Neuro)
ILaEaroscoEic
Pediatric

ISmall Organ (Specify)
Neonatal Cephalic

|Adult Cephalic

Trans-rectal

Trans-vaginal

Trans—urethral

Trans—esoph. (non-Card.){P P

N (*3)

INCD

Musculo-skeletal
l{Conventional)

Musculo-skeletal
(Superficial)
Intravascular

Other (Specify) (*1) P . P

N (*3)

N (*4)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)
Trans—esoph. {Cardiac)
Intra—cardiac

Other (Specify)

Peripheral
Vessel

Peripheral vessel

Other (Specify)

Additional Comments:

*1: Specification for “Other” :
Gastrointestinal tract, blhary, pancreatic duct and surrounding organs

*2: Includes Power Doppler

*3: Combination of each operating mode B, PWD, Color Doppler and Other

*4: Harmonic Imaging

/

(Divislon Sign-Off)
Division of Radiotogical Devices
Office of In Vitro Diagnestic Device Evatuation and Safety

s AL2ISCY

N = new indication; P = previously cleared by FDA;_E = added under this appendix
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1.3.18 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006
Transducer: ULTRASONIC GASTROVIDEOSCOPE OLYMPUS GF TYPE UC140P-ALS

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

Clinical Application . ] rMode of 6peration

Color
General Specific - I Combined|Other
|(Track 1 Only)|(Tracks 1 & 3) B [M [PWD |CWD 3;‘;""" (Specify) |(Specify)

Ophthalmic __JOphthalmic
hFeta!

Abdominal
Intra~operative (Specify)
Intra—operative {Neuro)
|Lagaroscogic

Pediatric

Small Organ (Specify)
Neonatal Cephalic

. Adult Cephalic
L:‘e(t)atlhimragmg Trans-rec?al
 Trans—vaginal
Trans—urethral :
Trans-esoph. (non-Card.)|P P P N (*3)
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)
. |Intravascular .

Other (Specify) (*1) P P P N (*3)
[Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)
Trans—esoph. (Cardiac)
Intra—cardiac

Other (Specify)
Peripheral Peripheral vessel
Vessel Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Cardiac

Additional Comments:
*1: Specification for “Other”
Gastrointestinal tract, biliary, pancreatic duct and surrounding organs
*2: Includes Power Doppler
*3: Combination of each operating mode, B, PWD and Color Doppler

Mﬂm

ll.’::rsfcn Sign-Off)
. Radiological Device:
Office of in Viro Déagnostic Device Evaxuangn and Safety

x Al215¢Y
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1.3.19 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006

Transducer: ULTRASONIC GASTROVIDEOSCOPE OLYMPUS GF TYPE UGTI40-AL5

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

[Chinical Application

rﬁode of Operation

Specific
(Tracks 1 & 3)

General
(Track 1 Only)

A

M

Color

Doppler Combined

PWD (Specify)

CWD

Other
(Specify)

2

Intra—operative (Specify)

Intra—operative (Neuro)

Laparoscopic

" jPediatric

Small Organ (Specify)
Neonatai Cephalic

Fetal Imaging JAdult Cephalic

& Other Trans-rectal

Trans—vaginal

Trans-urethral

Trans—-esoph. (non—-Card.)

P

N(*3)

IMusculo-skeletal
(Conventional)

Musculo—skeletal
(Superficial)
Intravascular )

Other (Specify) (*1)

jp

N (*3)

Cardiac Adult

Cardiac Pediatric

Cardiac

Intravascular {Cardiac)
Trans—esoph. (Cardiac
Intra—cardiac

Other (Specify)

Peripheral Peripheral vessel

Vessel Other (Specify)

N = new indication; P = previously cleared by FD2

.Additional Comments:
*1: Specification for “Other” .

\; E = added under this appendix

Gastreintestinal tract, blhary. pancreatic duct and surrounding organs

*2: Includes Power Doppler

*3: Combination of each operating mode, B, PWD and Color Doppler

/

{Division Sign-Cff) E ?

Division of Radiological Davices
Office of tn Viro Diagnostic Device Evaluation and Safety

/(56
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1.3.20 Diagnostic Ultrasound Indications For Use Format

System: ENDOSCOPIC ULTRASOUND CENTER EU-Y0006

Transducer: EVIS EXERA 11 ULTRASOUND GASTROVIDEOSCOPE OLYMPUS GF

TYPE UCT180

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

mnical Application

Mode of 5peration

General

' ISbec’rﬁc
(Track 1 Only)

(Tracks 1 & 3)

I8 [ |Pwp lowp

Color
Doppler
2)

Combined
(Specify)

Other -
(Specify)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

Abdominal

Intra—operative (Specify)
Intra~operative (Neuro)
Laparoscopic

{Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans—rectal

ﬁns-vag’nal

Trans—urethral

Trans—esoph. (non-Card.)

Pl Ip

N (*4)

Musculo—-skeletal
(Conventional)

N (*3)

Musculo—skeletal
(Superficial)

Intravascular

Other (Specify) (*1)

N (*3)

N (*4)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular {Cardiac)

Trans—esoph. (Cardnac)
Intra—cardiac _ .

Other (Specify)

Peripheral
Vessel

Peripheral vessel

Other (Specify)

N = new indication; P =

Additional Comments:

*1: Specification for “Other”
Gastrointestinal tract and surrounding organs

*2: Includes Power Doppler

*3: Combination of each operating mode, B, PWD, Color Doppler and Other

*4: Harmonic Imaging

r

; {Division Sign-Off)

Division of Radiclogice) Devices

Office of In Vitro Diagrostic Device Evaluation and Safety

previously cleared by FDA; E = added under this appendix
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4 General Information
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Manufacture’'s Name:
Address:
Corresponding Official:

Address:

Telephone:
Facsimile:

[POUTwS ey Y YOV S
E-mail:
Applicant's Name:
Address:
Initial Distributor
Namoe/Title/Firm:

Address:

Telephone:

- —
LI W VIR TN SR )

510(k) SUMMARY

¢ \2ISHY

0CT 16 yp

April 10, 2012

OLYMPUS MEDICAL SYSTEMS CORP.
HINODE PLANT

34-3 Hirai Hinode-Machi, Nishitama-gun, Tekyo,
Japan 180-0182 ’

Laura Storms-Tyler
Olympus America Inc.

3500 Corporate Parkway

PO Box 610

Center Valley, PA 18034-0810
484-896-5688

484-896-7128
Laura.Storms-Tyler@olympus.com
OLYMPUS MEDICAL SYSTEMS CORP.

2851 Ishikawa-cho, Hachioji-shi, Tokyo, Japan
192-8507 ...

Olympus America Inc.

3500 Corporate Parkway

PO Box 610

Center Valley, PA 18034-0610

484-896-5688
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2 Device Identification

& Device Trade Name:

ENDOSCOPIC ULTRASOUND CENTER EU-Y0006

B Common Name: Diagnostic Uitrasound System

Regulation Number: 892.1550 Ultrasonic pulsed doppler imaging system
892.1560 Ultrasonic pulsed echo imaging system
_ B876.1500 Endoscope and Accessories
S e oo oo 8921570 Diagnostic ultrasound transducer

B Regulatory Class: II
8 Product Code: IYN, IYO, KOG, ITX

e

3 Predicate Device Information

B Ultrasound System

Subject device Predicate device
Name Manufacturer 510(k)-
— — number
EU-Y0006 XEU-MB0A OLYMPUS K063683
ENDOSCOPIC ENDOSCOPIC MEDICAL

ULTRASOUND CENTER | ULTRASOUND CENTER SYSTEMS CORP.
HITACHI HI VISION Preirus | Hitachi Medical K093466
Diagnostic Ultrasound Corporation
Scanner

4 Davice Dascription-~ws w .- -«: »

The subject system EU-Y0006 ENDOSCOPIC ULTRASOUND CENTER combines with
Ultrasound videoscopes or Ultrasound probes to make an endoscopic ultrasound
imaging system that can acquire and displ?yv Pjgh-resolution and high-penetration,
real-time ultrasound images of the target organs. ‘

The subject system has modes of B, PWD, Color Doppler, Combined and Other (3-D
Imaging and Harmonic Imaging).

The subject system provides measurements and calculations of distance, area,
circumference, volume, time and blood velocity, providing for the storage and retrieval of



images for review and printing. The subject system enables the user to print images
and record images to external recording devices.

The subject system can uientnfy and recognize the compatible Olympus transducers and
display’ endoscop:c images-in addition to uitrasound images.

The basic design; system configuration, general operation and user interface of this
subject system are substantially equivalent to the predicate devices..

5 Indications for Use

This ultrascund center is intended to be used with Olympus ultrasound endoscopes,
Olympus ultrascund probes or Olympus esophageal ultrasound probes to observe and
to store real-time ultrasound images and indicated for use within the gastrointestinal (Gl)
tract, biliary and pancreatic ducts and surrounding organs, airways and tracheobronchial
tree, and urinary tract. :

€ Comparison of Technolegical Characteristics

The_subject system EU-Y0006 ENDOSCOPIC ULTRASOUND CENTER is comparable
with and substantially equivalent to the XEU-MB0A ENDOSCOPIC ULTRASOUND
CENTER (K083883) and the Diagnostic Ultrasound Scanner HITACH! Hi VISION Preirus
(K093488).

The subject system has same technological 6ha}§cteﬁstics. key features, indications for
use, and operation modes as the predicate devices.

The EU-Y0006 differs from the predicate device, XEU-MB0A (K083683), in that it contains
two new modes, Tissue Harmonic Imaging (THE) and Pulse Wave Doppler (PW) for
ultrasound observation. However, the predicate device, Hitachi HI VISION Preirus
(K093466) contains these two modes.

7 Summary of non-clinical testing

The-EU-Y0006--ENDOSCOPIC ULTRASOUND CENTER has béen evaluated for
electrical, thermal, and EMC safety. The acoustic output exposure levels will be



measured, calculated and derated following the Acoustic Output Measurement Standard
for Diagnostic Ultrasound Equipment and in all cases, the acoustic output does not
exceed derated ISPTA of 720 mW/cm? and Ml of 1.9.

Risk analysis was carried out in accordance with established in-house acceptance
criteria based on 1SO 14971:2007. The design verifications tests and their acceptance
criteria were identified and performed as a result of this risk analysis assessment.

Software validation activities were performed in accordance with the FDA Guidance,
“Guidance for the Content of Premarket Submissions for Software Contained in Medical
Devices.” The device software is considered a "Moderate Level of Concern.”

The ENDOSCOPIC ULTRASOUND CENTER EU-Y0006 is designed to comply with the
fO“OWIng standar ’wa-. [P .

-IEC 60601-1: 1988, Amendment 1: 1881, Amendment 2: 1995
. -IEC 60601-1-1: 2000 .
-IEC 60601-1-2: 2007 T
-IEC 60601-2-37: 2001, Amendment 1: 2004, Amendment 2: 2005
-lEC 60601-2-18. 1986, Amendment 1: 2000
-ISO 14971: 2007
-NEMA UD3-2004
-NEMA UD2-2004

8 Su [ S

The ENDOSCOPIC ULTRASOUND CENTER EU-Y0008 did not require clinical studies
to support the determmatlon of substantial equivalence.

ST Aoy

9 Conclusion

When compared to the predicate device, the ENDOSCOPIC ULTRASOUND CENTER
EU-Y0006 does not incorporate any significant changes in intended use, method of
operation, or design that could affect the safety or effectiveness of the device.



