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

Y3



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)

[ 36



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

Y



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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