Aloka Co. Ltd.

Section a):
1. Submitter:

Contact Person:

Date Prepared:

2. Device Name:

3. Marketed Device:

Model Prosound 2 510(K)
J(cyz e s/

DEC 19 2008
510(k) Summary of Safety and Effectiveness
Prepared in accordance with 21 CFR Part 807.92

Aloka Co., Ltd., 10 Fairfield Boulevard, Wallingford, CT 06492

Richard J. Cehovsky, RA/QA Coordmator,
Tel: (203)269-5088 Ext. 346, Fax: 203-269-6075

9/18/08

Aloka Prosound 2 Diagnostic Ultrasound System

Ultrasonic Pulsed Doppler Imaging System, 21 CFR 892.1550 , 90 IYN
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90 ITX
Ultrasonic Pulsed Echo Imaging System., 21 CFR 892.1560, 90 IYO

Aloka SSD-500 Diagnostic Ultrasound System K900805, (90-IYN, ITX, IYO)
{ A device currently in commercial distribution)

4. Device Description: The Aloka Prosound 2 Diagnostic Ultrasound System is a light weight, fuil-digital portable

imaging and analysis system. It consist of a high resolution LCD flat panel monitor that provides
excellent image quality and processing . The user interface includes a computer type keyboard,
specialized controls and a display.

5. Indications for Use: The device is intended for use by a qualified physician for ultrasound evaluation of

Gyneological, Fetal, Peripheral Vascular, Cardiac, Neonatal Cephalic, Small Parts, Intra-
operative, Transrectal and Abdominal applications. The device is not indicated for Ophthalmic
applications.

6.Comparison w/ Predicate Device:

Section b):

1. Non-clinical Tests:

2. Clinical Tests:

3. Conclusion:

The Aloka Prosound 2 is technically comparable and substantiaily equivalent to the
current Aloka SSD-500-(K$00805). It has the same technological characteristics, key safety and

effectiveness features, and has the same intended uses and basic operating modes as the predicate
device.

The device and its transducers have been evaluated for acoustic output, biocompatibility,
cleaning & disinfection effectiveness, electromagnetic compatibility, as well as electrical and
mechanical safety, and have been found to conform with applicable medical device safety
standards.

None Required.

Intended uses and other key features are consistent with traditional clinical practices, FDA
guidelines and established methods of patient examination. The design, development and
quality process of the manufacturer confirms with 21 CFR 820, ISO 9001:2000 and ISO
13485 quality systems. The device conforms to applicable medical device safety standards
and compliance is verified through independent evaluation with ongoing factory
surveillance. Diagnostic ultrasound has accumulated a long history of safe and effectiveness
performance. Therefore, it is the opinion of Aloka Co., Ltd. that the Aloka Prosound 2
Diagnostic Ultrasound System and its transdncers are substantially equivalent with respect
to safety and effectiveness to its predicate and other currently cleared Aloka systems.
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(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

‘%l% .
Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

JUN " 2 2009

Aloka Co., Ltd.

% Mr. Tamas Borsai

Division Manager, Medical Division
TUV Rheinland of North America
12 Commerce Road

NEWTOWN CT 06470

Re: K083254
Trade/Device Name: Aloka Prosound 2
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 1I
Product Code: IYN, IYO, and ITX
Dated: December 2, 2008
Received: December 4, 2008

Dear Mr. Borsai:
~ This letter corrects our substantially equivalent letter of December 19, 2008.

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we 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). 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.

This determination of substantial equivalence applies to the following transducers intended for
use with the Aloka Prosound 2, as described in your premarket notification:

Transducer Model Number

UST-5561-7.5 UST-660-7.5
UST-556T-7.5 UST-934N-3.5

UST-556TU-7.5 UST-935N-5
UST-586-5 UST-944B-3.5

USTS871-5 UST-945B-5



Page 2 - Mr. Borsai

UST-974-5 , UST-5711

UST-981-5 UST-5820-5
UST-5512U-7.5 UST-9111-5

UST-5551 UST-9137

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
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.

- 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.

" This letter will allow you to begin marketing your device as described in your 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 market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,

~ "Misbranding by reference to premarket notification” (21CFR Part 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
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Lauren Hefner at
(240) 276-3666. '

Sincerely yours,

ine M. Morris
Actlng Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Aloka Co. Ltd.

Model Prosound 2

Section 1.3
Indications for Use

Section 1.3.1

510(k) Indications for Use Statement/Forms

( Immediately follows this page)
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Aloka Co. Ltd, Model Prosound 2 510(K)

Indications for Use

510(K) Number (if known):
Device Name:
Indications For Use:

Aloka Prosound 2

The device is intended for use by a qualified
physician for ultrasound evaiuation of
Gyneological, Fetal, Peripheral Vascular, Cardiac,
Neonatal Cephalic, Small Parts, Intra-operative,
Transrectal and Abdominal applications.

The device is not indicated for Ophthalmic
applications.

Prescription Use___ V. 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 Device Evaluation (ODE)

(Division! Sign-0ff)
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number _ A 0 ¥ 5 2 54

Pago1of 1
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Aloka Co. Ltd. Model Prosound 2 510(K)

1.3.1

Diagnostic Ultrasound Indications for Use Form
Prosound 2

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

Modes of operation
Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other
Doppler Doppler Velocity (specify) {specify)
Imaging -
Opthalmic
Fetal N | N Sec Below
Abdominal N N See Below
Intraoperative (specify) N N See Below
Intraoperative Neurologica)
Pediatric
Small Organ (specify) N [N . See Below
Neonatal Cephalic N N See Below
Adult Cephalic
Cardiac N N See Below
Transesophageal
Transrectal N N | See Below
Transvaginal ’ N N See Below
'l_‘ransurethral
Intravascular
Peripheral Vascular N N See Below
Laparescopic
Musculo-skeletal
Conventional
Musculo-skeletal Superficial
Other: Gynecological N |N See Below

N='new indication; P= previously cleared by FDA; E=added under Appendix A
Additional Comments: Mixed mode operation includes- BM
Applications: Small Parts-(breast, testes & thyroid), abdominal, gynecological-fetal, neonatal cephalic,
transrectal, transvaginal, cardiac, intra-operative-(liver, pancreas, gall bladder, etc.), peripheral vascular.

oncurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

(Division Sign-0 |
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number A0 B 25 <f 38 | 2




Aloka Co. Ltd.

Model Prosoand 2

Diagnostic Ultrasound Indications for Use Form

UST-5561-7.5

(K840540)

S10(K)

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

Clinical Application

Modes of operation

CwD Color

Doppiler

Amplitude
Dappler

Color
Velocity.
Imaging

Combined
(specify)

Other
(specify)

Opthaimic

Fetsl

Abdominal

Intraoperative (specify)

See Below

Intraoperative Neurologicat

Pediatric

Small Organ (specify)

Sec Below

Neonatal Cepbalic

Adult Cephalic

Cardiac

Transesophageal

Traunsrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Muscslo-skeletal -
Conventiona)

Musculo-skeletal Superficial

Other

N=new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Mixed mode operation includes- B/M '

Applications: Small Parts- (breasts, tests, thyroid, etc.), Intra-Operative- {Liver, pancreas, gall Bladder)

(Division Sign-Off)
Division of Reproductive,
Radiological Devices

S LINE - CO

Prescription Use (Per 21 CFR 801.109)

Abdominal and

Aak 2254

39

510(k) Number

Concurrence of CDRH, Office of Device Evaluation {(ODE)
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Aloka Co. Ltd.

Model Prosound 2

Diagnestic Ultrasound Indications for Use Form

UST-556T-7.5

(K840540)

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

510(K)

Mades of operation

Clinlcal Application A B { M| PWD | CWD Color | Amplitude Color Combined Other

Doppler Doppler Velacity (specify) (specify)
) Imaging '

Opthalmlic

Fetal

Abdominal

Intraoperative (specify) P P Sec Below

Intraoperative Neurological

Pediatric

Small Orgao (speclfy) - P P ‘ Sce Below

Neonatal Cephallc

Adult Cophalic

Cardiuc

Transesophageal

Transrectal

Tronsvaginal

Transorethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

- Other:

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

Additional Comments: Mixed mode operation includes- B/M
Appljpations: Smyg

1

arts- (breasts, tests, thyroid, tc.), Intra-Operative- (leer, pancreas, gall Bladder)

currence of CDRH Office of De\dce Evaluatlon (ODE)
Lresceiption Use (Per 21 CFR 801.109)

Dlwsmn\‘:‘gn -0ff)

Division of Reproductive, Abdominal and

Radiological Devices

510(k) Number KO

8’5@‘/

40
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Aloka Co. Ltd. Model Prosound 2 S16(K)

Diagnostic Ultrasound Indications for Use Form
UST-556TU-7.5

(K870916) :

Intended Use: Duw or fluid flow analysis of the human body as follows:.

Modes of aperation

| Clinical Application A B |M|PWD | CWD | Color | Amplitude Coler Combined
’ Doppler | Doppler | Velocity | (specify)

Imaging

Other
(specify)

Opthzaimic

Fetal

Abdomina}

Intraoperative (specify) P 4 See Below

Intraoperative Neurological

Pediatric

Smali Organ (specify) P P Sec Below

Neonatai Cephalic

Adult Cephslic

Cardisc

' Trunmop_bggeal

Transrectal

Transvaginal

Transurethral

Intravascular

Periphers] Vascular

Laparoscopic

Muscuio-skeletal
Conventionsal

Musculo-skeletal Superficial

Other

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Mixed mode operation includes- B/M
Applications: Small Parts- (breasts, tests, thyroid, etc.), Intra-Operative- (Liver, pancreas, gall Bladder)

E NOT BELOW THIS LINE - CONT! ON AN PAGE IF NEEDED
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

(Division Sigh-Off) o
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number _ _AOQ € 254 41




Aloka Co. Ltd. Model Prosound 2 51(K)

Diagnostic Ultrasound Indications for Use Form
UST-586-5
(K861538)

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

Modes of operstion

Clizical Application Al B |[M]PWD]CWD| Color | Amplitude | Color | Combined | Other
Doppler | Doppler | Velocity | (specify), | (speciy)
maging ‘

Opthalmic

Fetal

Abdominal

Intrsoperstive (specify)

htfaopentive Neurological

Pediatric

-Small Organ (specify) N | N Sec Below

Neonatal Cephatic

Adukt Cephalic

Cardiae

Transesophageal

Transrectal

Transvaginal

Transarcthral

Intravascular

Peripheral Vascular

hpiroseopic

Mausculo-skeletal
' Conventional

‘Musculo-skeletal Superficial

Other

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

Addjtional Comments: Mixed mode operation includes- B/M
Applications: Small Parts- (breasts, tests, thyroid, etc.)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Division Sign-0ff)
givision of Reproductive, Abdominal and

Radiological Devices .
510(k) Number \/\0‘5?3 54 42




Aloka Co, Ltd.

Model Prosound 2

Diagnostic Ultrasound Indications for Use Form
UST-5871-5
(K840540)

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

SI0(K)

-Small Organ (specify)

Modes of operation
Clinical Application M | PWD | CWD Color Amplitude Color . Combined Other
Doppler Doppler Velocity (specify). | (specify)
Imaging .

‘Opthalmic

Fetal

Abdominal

Intraoperative (specify) p See Below
Intraoperative Neurologicsl

Pediatric

P Sec Below

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectsl

‘Transvaginal

Transurethral

Intravascular

Peripheral Vascular

hpiroscopic

Musculo-lkcletal.
_Conventional

Musculo-skeletal Superficial

Other

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

Additional Comments: Mixed mode operation includes- B/M
Applications: Small Parts- (breasts, tests, thyroid, etc.), Intra-Operative- (Liver, pancreas, gall Bladder)

(Division Sign-Off)

Division of Reproductive, Abdominal and

Radiological Devices

INOE 2 254

510(k) Number

43

Concurrenoe of CDRH Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

(24



Aloka Co. Ltd.

Model Prosound 2

Diagnostic Ultrasound Indications for Use Form
UST-660-7.5

| (K870916)
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

510(K)

Clinical Application

Modes of operation

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthaimic

Fetal

Abdominal

Intraoperative (specify)

Intrsoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic -

Adult Cephalic

Cardiac

Transesophageal

Transrectal

See Below

Transvaginal-

Transaorethral

Intravascular

Peripheral Vascular

Laparoscopic

Muuulo-cﬁefehl
Couventional

Musculo-skeletal Superficiai

Other

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Co : Mixed m ion includes- B/M

(Division Sign-0ff)

Division of Reproductive, Abdominal and

Radiological Devices

ACgH25¢]

- 510(k) Number

* Concurrence of CDRH, Office of Device Evaluatlon (ODE)
Prescription Use (Per 21 CFR 801.109)




Aloka Co. Ltd.

Model Prosound 2

Diagnostic Ultrasound Indications for Use Form

UST-934N-3.5

(K900805)

510(K)

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

Clinical Application

Maodes of operation

CwWD Color

Doppler

Amplitade
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

See Below

Abdomlosl

See Below

'lnlnopenlive (specify)

Intraoperative Neurological

Pediatric

Smail Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Traansesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Mausculo-skeletal Superficisl

Other: Gynecological

P

P

See Below -

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

Additional

mmen

: Mixed mode

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

L
(Division Sign-Off)

~ Division of Reproductive, Abdominal and

Radiological Device
510(k) Number

Ios225]

45
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Aloka Co. Ltd. Model Prosound 2 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-935N-5
(K900805)

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

Maodes of operation

Clinical Application A B { M| PWD | CWD Color Amplitude Calor Combined

Doppler | Doppler | Velocity | (specify)
Imaging

Other

(specify) ||

Opthalmic

Fetal P P See Below

Abdominal P P ‘ See Below

Intraoperative (specify)

Intracperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adulit Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascalar

Peripheral Vascular

Laparoscopic

Mausculo-skeletsl
Conventional

Musculo-skeletal Superficial

Other: Gynecological P P See Below

N=new indication; P= previously cleared by FDA; E=added under Appendix E
Additiongl Comments: Mixed mode operation includes- B/M

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

AL

(Division Sign-0ff)
Division of Reproductive, Abdominal and

. Radiological Device 46
510(k) Number _EQMH_.

(29



Aloka Co. Ltd.

Model Prosound 2

Diagnostic Ultrasound Indications for Use Form

UST-944B-3.5

(K870916)
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

51(K)

Clinical Application

Modes of operation

CWD

Coler
Doppler

Amplitede | Color

Doppler Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthatmic

Fetal

Abdominal

See Below

Intraoperstive (specify)

lotraoperative Neurological

Pediatrie

Small Organ (specify)

Neonatal Cephalic

Aduit Cephalic

“ardiac

See Below

Transesophagesl

Traasrectal

Traosvaginal

Transurethral

Intravascular

Peripberal Vascular

Laparoscopic

Muscuio-skeletal
Conventional

Musculo-skeletal Superficial

Other: -

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

P E DO NOT

E W

Additiona omments; Mixed mode operation in tudes-

B/M

THER PAGE

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

AAM

(Division Sign-Off)

Division of Reproductive, Abdominal and

Radiological Device

: ,
510(k) Number O I D25 4

47
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Aloka Co. Ltd.

Model Prosound 2

Diagnostic Ultrasound Indications for Use Form

UST-945B-5
(K900805)

S10(K)

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

Clinical Application

Modes of operation

CWD Color

Doppler

Amplitade
Doppler

Color
Velocity
Imagiog

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Secec Below

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cepbalic

Adult Cephalic

Cardiac

Traasesophagesl

Transrectal

Transvaginal

See Below

Trassurethral

Intravascular

‘Peripheral Vascular

Laparoscopic

Musculo-skeletai
Conveuntional

Musculo-skeletal Superficial

Otber: Gymecological

P

P

See Below

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Mixed mode operation includes- B/M
" (PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

(Division Sign-

)

Prescription Use (Per 21 CFR 801.109)

‘Division of Reproductive, Abdominal and

Radiological Device

14 032254 48

510(k) Number

Concurrence of CDRH, Office of Device Evaluation (ODE)

I ]



Aloka Co. Ltd.

Model Prosound 2

Diagnostic Ultrasound Indications for Use Form

UST-974-5
(K910153)

S10(K)

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

Clinical Application

Modes of operation

Color
Doppler

CWD

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

See Below

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Trausurethral

lntnvucq hr

Peripheral Vascular

Laparoscopic

Musculo-skeletsl
Conventional

Mousculo-skeletal Smperficial

‘Other:

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

Additional Comments: Mixed mode operation includes- B/M

LEASE DO N

TE

\' 4

S LINE -

ANO

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Oft)

Division of Reproductive, Abdominal and
SN0Y2959Y

Radiological Devices
510(k) Number

49

GEIF

Concurrence of CDRH, Office of Device Evaluation (ODE)

DE
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Aloka Co. Ltd.

Mode! Prosound 2

Diagnostic Ultrasound Indications for Use Form
UST-981-5
(K9060805)

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

510(K)

Clinical Application

Modes of operation

CWD

Color
Doppler

Awmplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

| Opthalmic

Fetal

See Betow

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Smail Organ (specify)

Neounatal Cephalic

Adult Cephalic

Cardlac

Transesophageal

Transrectal

Transvaginal

See Below

-Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Mausculo-skelets!
Couventional

Musculo-skeletal Superficial

'Other: Gynecological

N

N

See Below

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Mixed mode operation includes- B/M

PLEASE DO NOT WRITE BELOW
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

(Division Sign-0

S

Division of Reproductive, Abdominal and

Radiological Devices

4L0OF2 054 |

510(k) Number

ON AN

R PAG

ED

125



Aloka Co, Ltd.

Model Prosound 2

UST-5512U-7.5
(K861538)

Diagnostic Ultrasound Indications for Use Form

S10(K)

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

Clinical Application

Modes of operation

CWD Color

Doppler

Amplitude
Doppler

Color
Velocity

Combined
(specify)

Other

(specify)

Opthalmic

Fetal

Abdominal

Intraaperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

See Below

Neonatal Cephalic

Adult Cephalle

Cardiac

Trausesophageal

Transrectal

Transvaginal

Tracsurethral

Intravascular

Peripheral Vascular

Sce Below

Lapsroscopic

Mnscllo-.lkcleul
Conventional

Musculo-sketetal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Mixed mode operation includes- B/M

Applications: Small Parts- (breasts, tests, thyroid, etc.)

LEASE

NOT WRITE BELOW
Concurrence of CDRH, Office of Device Evaluation (ODE)

S LINE - CO ON

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Offy\

Division of Reproductive, Abdominal and
s
o8B 25Y

Radiological Device

I

51

510(k) Number

PAGE IF NEEDED

I}_Lf



Aloka Co. Ltd.

Model Prosound 2

Diagnostic Ultrasound Indications for Use Form
UST-5551

(K861538)
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

510(K)

Climical Application

Modes of operation

A B | M

PWD

CwD

Color
Doppiler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Tutraoperative (specify)

Intraoperstive Neurological

Pediatric

Small Orgaan (specify)

Scc Below

Neonatsl Cephalic

Adult Cephalic

Cardisc

Transesophageal

Transrectal

Transvaginal

Traosurethral

Intravasculsr

Peripheral Vascular

Laparoscopic

Muscuio-skeletal
Convestional

Musculo-skeletal Superficial

QOther:

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

Additional Comments: Mixed mode operation includes- B/M
Appiications: Small Parts- (breasts, tests, thyroid, etc.)

E DO NOT

ELOW

(Division Sign-0ff)

Division of Reproductive, Abdominal and

Radiological Devices

Ao32, 054

INE - CO

510(k) Number

52

N AN

GE IF NEEDED
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)



Aloka Co. Ltd.

Model Prosound 2

Diagnostic Ultrasound Indications for Use Form
UST-5711

(K861538)
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

S10(K)

Clinical Application

Modes of operation

B | M| PWD | CWD

Color
Doppler

Anmplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal -

Intrsoperstive (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

See Below

Neanatal Cephalic

Adult Cephalic

Cardisc

Transesophageal

Trausrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Sc¢e Below

Laparoscople

Mausculo-skeletal
Conventional

Musculo-sketetal Superficial

Other:

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

Additional C ts: Mixed m ion inc B/M
Applications: Small Parts- (breasts, tests, thyroid, etc.)

(Division Sign-Ofl}

Division of Reproductive, Abdominal and
| Device
Radiologica SV\ <2 a5 C{

510(k) Number

53

ce of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)
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Aloka Co. Ltd.

Model Prosouund 2 S1(K)

Diagnostic Ultrasound Indications for Use Form
UST-5820-5

(K340540)

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

Clinical Application

Modes of opersation

M | PWD | CWD Color Amplitude Color Combined
Doppler | Doppler | Velocity | (specity)
Imaging

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

N See Below

Intraoperative Neuroiogical

Pediatric

Small Organ (specify)

N See Below‘

Noonul Cephalic

Adult Cephalic

Cardisc

Transesophageal

Transrectal

Transvaginal

T_msumhnl

Intravascular

Peripheral Vascular

Laparoscopic

Masculo-skelets]
Conventional

Muscuio-skeletal Superficial

Other:

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

Applications: Small Parts- (breasts, tests, thyroid, etc.)

Division Sign-

(

WRI

S L -CO ON AN R PAGE IF NEEDED
ncurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Division of Reproductive, Abdominal and

Radiological Devices

510(k) Number OB BR5Y 54

137



Aloka Co. Ltd.

Model Prosound 2

Diagnostic Ultrasound Indications for Use Form

UST-9111-§

(K910153)

S10(K)

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

-Clinical Application

Modes of operation

M

PWD | CWD | Color

Doppler

Amplitude
Doppler

Color
Veloeity
Imaging

Combined
{(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

See Below

Intraoperative (specify)

‘Intraoperative Neurological

Pedintric

Small Organ (specify)

Neonatal Cephalic

See Below

Adult Cephalic

Cardisc

Transesophageal

Transrectal

Transvaginai

Trausurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Mixed mode operation includes- B/M

Applications: Intra-Operative- (Liver, pancreas, gall Bladder)

R PAGE IF NEEDED

LEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANO

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

AdA

(Division $ign-Off)

Division of Reproductive, Abdominal and

Radiological Devices,

N

55

510(k) Number __JAC 82259
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Aloka Co. Ltd. Model Prosound 2 S16(K)

Diagnostic Ultrasound Indications for Use Form
UST-9137
(K900805)

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

Modes of operation

Clinical Application A B | M| PWD | CWD Color Amplitude Color. Combined Other
Doppler | Doppler | Velocity | (specify) | (specify)

Imaging .

Opthalmic

Fetal C N N See Below

Abdominal N N See Below

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)
Neonatal Cephalic
Aﬁult Cephalic
Cardiac

Transesophagesl

Transrectal

Transvaginal

Transorethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventionsi
Musculo-skeletal Superficisl

Other: Gynecological N | N ' See Below

N=new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Mixed mode operation includes- B/M
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

(Division Sign-0ff) .
Division of Reproductive, Abdominal and

Radiological Devices , , , 56 . | :
100 Number - NOBB2R5Y E




Aloka Co. Ltd. Model Prosound 2 ) 510(K)

1.3.2 New Indications for Use: There are no new indications for use.

1.3.3 Previously Cleared Indications for Use:

The Prosound 2 diagnostic ultrasound system and its transducers are intended for use in diagnostic
ultrasound examinations. These vitrasound applications and indications for use include: Gyneological,
Fetal, Peripheral Vascular, Cardiac, Neonatal Cephalic, Small Parts, Intra-operative, Transrectal and
Abdominal applications.

The Prosound 2 has the same indications for use as its predicate — Aloka SSD-500 (K910153) and other
market cleared systems and transducers manufactured by Aloka.

Promotional information for the Prosound 2 is provided in Appendix D of this submission.
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