g DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Mr. Richard J. Cehovsky DEC 8 - 2003
RA/QA Coordinator

Aloka Co., Ltd.

10 Fairfield Boulevard

WALLINGFORD CT 06492-7502

Re: K033311
Trade/Device Name: Aloka SSD-5000 V5.0 Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: 90 I'YN, IYO, and ITX
Dated: November 11, 2003
Received: November 17, 2003

Dear Mr. Cehovsky:
This letter corrects our substantially equivalent letter of October 29, 2003 regarding the Aloka SSD-
5000 V5.0 Ultrasound System. Transducer Model Number: UST-52109 located on page 69 of the

original 510(k) was inadvertently omitted from the list below and is now being added.

Transducer Model Numbers

ASU-67-10/7.5 UST-5281-5 UST-5712
UC140P-ALS UST-5284-2.5 UST-5713T
UCT140-AL-5 UST-5285-3.5 UST-9101-7.5
UST-533 UST-5293-5 UST-9102-3.5
UST-547 UST-5294-5 UST-9104-5
UST-672-5/7.5 UST-5296 UST-9114-3.5
UST-675P UST-5297 UST-9115-5
UST-995-7.5 UST-5524-5 UST-9118
UST-987-7.5 UST-5524-7.5 UST-9119
ASU-1000C-3.5 UST-5526L-7.5 UST-9120
ASU-1001 UST-5531 UST-9121
ASU-1002 UST-5534T-7.5 UST-9126
ASU-1005 UST-5536-7.5 UST-9128
UST-2265-2 UST-5539-7.5 UST-52104
UST-5268P-5 UST-5543 UST-52108
UST-5271S-5 UST-5545 UST-52109
UST-5280-5 UST-5548 UST-MC11-8731




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 (PMA). You may, therefore, market
the device, subject to the general controls provisions of the Act. The general controls provisions of
the Act include requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class I (Special Controls) or class 111 (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be found
in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further
announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation control
provisions (sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to continue marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device to
proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and
additionally Part 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at
(301) 594-4654. Additionally, for questions on the promotion and advertising of your device, please
contact the Office of Compliance at (301) 594-4639. Other general information on your
responsibilities under the Act may be obtained from the Division of Small Manufacturers,
International and Consumer Assistance at their toll free number (800) 638-2041 or at (301) 443-6597
or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html.

Sincerely yours,

f
7/2&1/1/1&‘&/0 Q@W-
Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure



Aloka Co., Ltd.

4.3.1

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

SSD-5000 V5.0

510(k)

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 — P P P p P See Below
Abdominal P P P P P See Below
Intraoperative (specify) p P P p P See Below
Intraoperative Neurological P P P P P See Below
Pediatric P P p p P See Below
Small Organ (specify) P P P P P See Below
Neonatal Cephalic P P P P P Sec Below
Adult Cephalic P P P P p See Below
Cardiac P P P P P See Below
Transesophageal P P P p P See Below
Transrectal P P P P P See Below
Transvaginal P P P p P Sec Below
Transurethral
Intravascular
Peripheral Vascular P P P ! P P See Below
Laparoscopic P P P P P See Below
Musculo-skeletal P P P P P See Below
Conventional
Musculo-skeletal P P P P p Sec Below
Superficial
Other

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

Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/P WDIntraoperative

applications: include liver, pancreas and gall bladder. Small parts applications include breast. testes

and thyroid.

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

oy

(Division Sign-Off}

e

Division of Reproductive, Abdominal,

and Radiological Devices

510(k) Number

SN

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



Aloka Co., Ltd.

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

Model SSD-5000 V5.0

Diagnostic Ultrasound Indications for Use Form
ASU-67-10/7.5

510(k)

Clinical Application

Modes of operation

A B M | PWD | CWD Color Amplitude
Doppler Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

See Below

Transvaginal

Transurethral

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, B/PWD, B/Bflow/PWD.

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

Prescription Use (Per 21 CFR 801.109)

{Division Sign-Off)

Division of Reproductive, Abdominal,

and Radiological Devices ‘ {O ?) ,9)?) l l

510(k) Number

20

Concurrence of CDRH, Office of Device Evaluation (ODE)



Aloka Co., Ltd.

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UCT40P-ALS

510(k)

Clinical Application

Modes of operation

PWD

CWD Color

Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal R

Abdominal

See Below

[ntraoperative (specify)

See Below

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

See Below

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscepic

Musculo-skeletal
Counventional

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, B/PWD, B/Bflow/PWD.

Intraoperative applications: liver, pancreas and gall bladder

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

QM% /.

(Division Sign-Offy ¥

Dwision of Reproductive, Abdominal,

and Radiological Devices
510(k) Number. -

K020

21

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



Aloka Co., Ltd. | Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UCT140-AL-5

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
Abdominal P P P P p See Below
Intraoperative (specify) P P P P P See Below

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal P P i P P See Below

Transrectal

Transvagiaal

Transurethral

[atravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Coaventional
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, B/PWD, B/Bflow/PWD

Intraoperative applications: include liver, pancreas and gall bladder.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IIF 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, ‘

51¢k) Number &O?)%’ ! 22




Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-533

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
Abdominal
[atraoperative (specify) E E E E E See Below

[atraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Iatravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Counventional
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, B/PWD,B/Bflow?PWD

Intraoperative applications: liver, pancreas and gall bladder.
(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)
gﬁ/v{«/
(Division Sign-0ff)

Division of Re .
productive, i
and Radiologi , Abdominal,

| Devices
S]O(kj'Numbe(;a v 27 /)i
23




Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-547

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)
lmaging
Opthalmic
Fetal
Abdominal
Intraoperative (specify) E E E E E See Below

[ntraoperative Neurological

Pediatric
Small Organ (specify) E E E E E ’ See Below
Neonatal Cephalic E E E E E See Below

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Traansurethral

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, B/PWD. B/Bflow/PWD.
Intraoperative applications: include liver, pancreas and gall bladder. Small Organ applications: breast,
testes, thyroid

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

% Prescription Use (Per 21 CFR 801.109)

(Division Sign-(}ff) f

Division of Reproducti
ctive, Abdomi
and Radiological Devices .

510(k) Number l 06; %5 I/ 5




Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-672-5/17.5

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
Abdomiaal
Intraoperative (specify) p P P P P See Below

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal P P P P P See Below

Traasvaginal

Transurethral

" Intravascular

Peripheral Vascular

Laparoscopic

Musculoe-skeletal
Coaventional
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. B/PWD, B/Bflow/PWD.
Intraoperative applications: abdominal, bladder, pancreas and gall bladder.

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

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

(Diwision Sign- Off)

Division of Reproducnve Abdominal,

and Radiological Devices -
510(k) Number ¥n=a3=-211 25




Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-675P

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 Amplitade Color Combined Other
Doppler Doppler Velocity (specify) (specify)
Imaging
Opthalmic
Fetal
Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal P P P P P Sec Below
Traasvaginal P P P P P See Below
Traasurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Muscule-skeletal
Superficial
Other

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
ﬂ- //?/WW- Prescription Use (Per 21 CFR 801.109)
(inision SignAOfﬂt /4

Dusion of Reproductive, Abdominal,

and Badiologi :
'-'?1Gi'k?an?g:—‘:cral i K@ %%{ ’ 26




Aloka Co., Ltd.

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

Model SSD-5000 V5.0

Diagnostic Ultrasound Indications for Use Form

UST-995-7.5

510(k)

Clinical Application

Modes of operation

PWD

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
[magiag

Combined
(specify)

Other
(specify)

Opthalmic

a

Fetal

Abdominal

[ntraoperative (specify)

See Below

[atraoperative Neurological

Pediatric

Small Organ (specify)

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

[ntravascular

Peripheral Vascular

See Below

Laparoscopic

Musculo-skeletal
Counventional

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, B/PWD, B/Bflow/PWD.

Applications: Intraoperative: liver, pancreas and gall bladder. Small Organ: breast, testes, thyroid.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

(Division Sign-0ff) 7

Division of Reproductive, Abdominal

Prescription Use (Per 21 CFR 801.109)

and Radiological Devj -
5100 Number - [ OO | |

27

Concurrence of CDRH, Office of Device Evaluation (ODE)

Dty



Aloka Co., Ltd.

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-987-7.5

510(k)

Clinical Application

Modes of operation

PWD

CWD Color

Doppler

Amplitude
Doppler

Color
Velocity

Imaging

Combined
(specify)

Otlher
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify) P

See Below

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

See Below

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Traasurethral

[ntravascular

Peripheral Vascular

Lapa.oscopic

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, B/PWD, B/Bflow/PWD

Intraoperative applications: include liver, pancreas and gall bladder.

(PLEASE DO NOT WRITE BELOW THIS LINE -

CONTINUE ON ANOTHER PAGE IF NEEDED)

ﬂ,,,n/% M Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)

Division of Reproductwe, Abdominal,

and Radiological Devices

510(k) Number

{ O05HD(]

28

Prescription Usc (Per 21 CFR 801.109)



Aloka Co,, Ltd.

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

Model SSD-5000 V5.0

Diagnostic Ultrasound Indications for Use Form

ASU-1000C-3.5

510(k)

Modes of operation

Clinical Application B M | PWD | CWD Color Amplitude Color Combined Other
Doppler Doppler Velocity (specify) (specify)
[maging
Opthalmic
Fetal . P P P P P See Below
Abdominal P P P P P See Below

Intraoperative (specify)

latraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Trausvagiaal

Transurethral

[ntravascular

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, B/PWD. B/Bflow/PWD

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

Gyt b

Prescription Use (Per 21 CIFR 801.109)

(Division Sign-Off) !

Division of Reproductive, Abdominal,

and Radiological Doviess p (1)1 | |

29

Concurrence of CDRH, Office of Device Evaluation (ODE)



Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
ASU-1001

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 . P p P P P See Below
Abdominal P P P P P See Below

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Traunsrectal

Transvaginal

Traansurethral

[ntravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Counventional
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, B/PWD, B/Bflow/PWD

(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)

__A“g&”;;/é
{Dwision Sign-Off)
Division of Reproductive, Abdominal,

g?g{ i{;agil?:‘c:gbial Devices KO% 3 ‘ l . 30




Aloka Co., Ltd.

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

ASU-1002

510(k)

Clinical Application

Modes of operation

PWD

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

See Below

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Traansrectal

Transvaginal

l)

l)

l)

Sce Below

Transurethral

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, B/PWD, B/Bflow/PWD

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

Lt .

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

(Division Sign.ofﬂ /

Division of Reproductive, Abdominal

and Radiological Devices

510(k) Number \KQ&?L(I_
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Aloka Co., Ltd.

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

Model SSD-5000 V5.0

ASU-1005

Diagnostic Ultrasound Indications for Use Form

510(k)

Modes of operation

Clinical Application PWD | CWD Color Amplitude Color Combined Other
Doppler Doppler Velocity (specify) (specify)
Imaging
Opthalmic
Fetal E E E See Below
Abdominal E E E See Below

Intraoperative (specify)

[ntraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other

(Division Sign- -Off)

Dwision of Reproductwe Abdominal,
aed Radiological Devices
510(k) Number

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

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

%w/é ém,

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



Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-2265-2

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

Modes of operation

Cliaical Application A B M | PWD | CWD Color Amplitude Color Combined Other
Doppler Doppler Velocity (specify) (specify)
[maging

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac p See Below

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Muscule-skeletal
Superficial
Other

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

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

Concurrence of CDRH, OfTice of Device Evaluation (ODE)
//'”T/ Prescription Use (Per 21 CFR 801.109)

{D:wsfon Sign- Off)
Division of Reproductwe Abdominal,

and Radiological D
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Aloka Co., Ltd.

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-5268P-5

510(k)

Clinical Application

Modes of operation

PWD

CwD

Color
Doppler

Amplitude
Doppler

Color
Velacity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify) P

See Below

Intraoperative Neurological p

[)

Sec Below

Pediatric

Small Organ (specify)

Neonatal Cephalic

[)

See Below

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Traasurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Counventional

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. B/PWD, B/Bflow/PWD

Applications: Neurological burr hole, Intraoperative: liver, pancreas, gall bladder.

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

i ey

{Division Sign-Off) /

Division of Reproductive, Abdominal,

and Radioclogica! Devices
510(k) Number

KO2DD

34

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5271S-5

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
Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric P p p P p See Below

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac p p p P P See Below

Transesophageal

Transrectal

Transvaginal

Transurethral

latravascular

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, B/PWD, B/Bflow/PWD

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

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

(Division Sign-Off) o

Division of Reproductwe, Abdominal,

ot W A
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Aloka Co., Ltd.

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-5280-5

510(k)

Clinical Application

Modes of operation

PWD

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify’

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Sce Below

Transesophageal

See Below

Transrectal

Traasvaginal

Traosurethral

Intravascular

Pecipheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Mausculo-skeletal
Superficial

Other

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

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

/QW/J /é

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)

Prescription Use (Per 21 CFR 801.109)

Diviston of Reproductwe, Abdominal,

and Radiological Devices
510(k) Number

KOBAHA
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Aloka Co., Ltd.

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-5281-5

510(k)

Clinical Application

Modes of operation

PWD

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined

. (specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Iatraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

See Below

Adult Cephalic

Cardiac

P P

See Below

Transesophageal

Transrectal

Traasvaginal

Transurethral

[atravascular

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, B/PWD, B/Bflow/PWD

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

/Md Aé,w

(Daws:on Sign-Off)

Division of Reproducuve, Abdominal,

and Radiological Devices
510{k} Number

KO 22521 |

3

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



Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-5284-2.5

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
Doppler Dappler Velocity (specify)
Imaging

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac P P P P P p Sec Below

Transesophageal

Transrectal

Transvaginal

Transurethral

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, B/PWD. B/Bflow/PWD

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

9 Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)
{Dwision Sign-Off) ]

Diviston of Reproductive, Abdominal,

and Radiological Devices K/Oﬁij)é ’ l 38

510(k) Number




Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-5285-3.5

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 Combiaed Other
Doppler Doppler Velocity (specify) | (specify)
Imaging
Opthalmic i
Fetal
Abdominal

[ntraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac P P P p p p See Below

Transesophageal

Transrectal

Transvaginal

Traasurethral

Intravascular

Peripheral Vascular

Laparoscopic

Mausculo-skeletal
Couventional
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, B/PWD. B/Bflow/PWD

A(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)

sD_s\(isionggn-Oﬁ)
Division of Reproductive, Abdominal,

d Radi t i
31000 numer o (KOO D [ &




Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-5293-5

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,
Imagiag
Opthalmic
Fetal
Abdominal

Intraoperative (specify)

[ntraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac P p P P P See Below

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Coaventional

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, B/PWD, B/Bflow/PWD

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

%’W‘// M Prescription Use (Per 21 CEFR 801.109)
S % I
/

{Dwision Sign-Off}
Division of Reproductive, Abdeminal,

and Radiological Devices /20,2, | |

510(k) Number
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-5294-5

[ntended 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
Doppler Doppler Velocity (specify)
Imagiag

Other
(specify)

Opthalmic .

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Orgaan (specify)

Neonatal Cephalic P P P P P See Below

Adult Cephalic

Cardiac p P p P P See Below

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular ,

Laparoscopic

Musculo-skeletal
Couaventional

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, B/PWD, B/Bflow/PWD

Applications: Neonatal

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

%M 7 Prescription Use (Per 21 CFR 801.109)

R IR TR Tty Sign_Of‘f;
Urvision of Reproductive, Abdominal,

and Radiological Devices A 2 41
510(k) Number K)D& (_)5 I ’




Aloka Co., Ltd.

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-5296

510(k)

Clinical Application

Modes of operation

‘M | PWD

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal .

Abdominal

[utraoperative (specify)

latraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

See Below

Adult Cephalic

Cardiac

P

p

See Below

Trausesophageal

Transrectal

Transvaginal

Traasurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Counventional

Muscule-skeletal
Superficial

Other

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Commeants: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD

Applications: Neonatal

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

Prescription Use (Per 21 CFR 801.109)

(Division Sign-0ff) ¥

Division of Reproductive, Abdominal,

and Radiological Devi
5100 Nembor - KOBAA

42

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Aloka Co., Ltd. Model SSD-5000 V5.0 _ 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-5297

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

Abdominal

Intraoperative (specify)

[ntraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac P P p P p p See Below

Transesophageal

Transrectal

Transvaginal

Transurethral

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, B/PWD., B/Bflow/PWD

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

%w//ﬁ Prescription Use (Per 21 CFR 801.109)

Fheian Sign-Off)
Dvision of Reproductive, Abdominal,

and Radiological Devi .
5100 Number o KO%%5 | | 43




Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-5524-5

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

Modes of eperation

Clinical Application A B M | PWD | CWD Color | Amplitude Color Combined Other
Doppler Doppler Velocity (specify) | (specify)
Imaging
Opthalmic
Fetal -
Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify) p P P P P See Below

Neonatal Cephalic

Adult Cephalic

Cardiac

Trausesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular p p P P P See Below

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. B/PWD. B/Bflow/PWD

Small Organ applications: breasts, testes and thyroid

(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)

Dwision of Reproductive, Abdominal,

and Radiological Devices ¥p) 7
510(k) Number HO2DS | e




Aloka Co., Ltd.

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

Model SSD-5000 V5.0

Diagnostic Ultrasound Indications for Use Form

UST-5524-7.5

510(k)

Clinical Application

Modes of operation

B M | PWD

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

See Below

Laparoscopic

Musculo-skeletal
Coaventional

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, B/PWD, B/Bflow/PWD

Small Organ applications: Breasts, testes and thyroid
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Prescription Use (Per 21 CFR 801.109)

ZMJM

C gy #

<ol Reproductive, Abdominal,

Trhiological Devices KO% | l
LELEK) Number =
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-5526L-7.5

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
Abdominal
Intraoperative (specify) P P P P p See Below

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Trauasvaginal

Traasurethral

Intravascular

Peripheral Vascular

Laparoscopic P p P P » See Below

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, B/PWD, B/Bflow/PWD
Intraoperative: Liver, pancreas, gall bladder

(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)

17, /féﬂw
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-5531

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
Abdominal
[ntraoperative (specify) P P P P P See Below

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Tranosrectal

Transvaginal

Transurethral

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, B/PWD, B/Bflow/PWD

Intraoperative applications: include liver, pancreas and gall bladder.

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

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

(Qr’vision Sign-Off)
Division of Reproductive, Abdominal,

and Radiological Devices ., , )
510(k) Number \@m‘ ol



Aloka Co., Ltd. . Model SSD-5000 V5.0 : 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-5534T-7.5

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
Abdominal
[ntraoperative (specify) P P P p P Sce Below

[ntraoperative Neurological

Pediatric

Small Organ (specify) p P P P P See Below

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular p P P P p See Below

Laparoscopic

Musculo-skeletal
Coaventional
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. B/PWD, B/Bflow/PWD
Applications: Intraoperative- liver, pancreas and gall bladder. Small parts: breast, testes and thyroid

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

9 Prescription Use (Per 21 CIFR 801.109)

s Tn-0ff)
<nn of Reproductive, Abdominal,

- Radiclogical Devices l ‘ 65 / l %

510{(k) Number




Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-5536-7.5

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

Modes of operation

Cliaical Application A B M| PWD | CWD Color Amplitude Color Combined Other
Doppler Doppler | Velocity (specify) (specify
[magiog
Opthalmic
Fetal
Abdominal
lutraoperative (specify) P P P p P See Below

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Traasvaginal

Traansurethral

Intravascular

Periphieral Vascular

Laparoscopic P P P P P Sece Below

Musculo-skeletal
Coaventional

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, B/PWD., B/Bflow/PWD
Applications: Intraoperative- liver, pancreas and gall bladder.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINULE ON ANOTHER PAGE IFF NEEDED)

Concurrence of CDRIEL, Office of Device Evaluation (ODE)

%Mi%‘yyyﬁ, Preseription Use (Per 21 CFR 801.109)

(Division Sign-Off)y £ |
Division of Reproductive, Abdominal,

and Radiological Devices . .
510 Numbor T P 49




Aloka Co., Ltd.

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-5539-7.5

510(k)

Clinical Application

Modes of operation

PWD

CWD Color

Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

[ntraoperative Neurological

Pediatric

Small Organ (specify)

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

I)

See Below

Laparoscapic

Musculo-skeletal
Conventional

Superficial

Musculo-skeletal

See Below

Other

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

Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD

Applications: Small parts: breast, testes and thyroid

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

.

Concurrence of CDRH, Office of Device Evaluation (ODE)

{Division Sign-Off)

Division of Reproductive, Abdominal,

and Radiological Devices

510{(k}) Number

K052
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Aloka Co., Ltd.

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-5543

510(k)

Clinical Application

Modes of operatioa

PWD

CWD Color

Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

[ntraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

See Below

Laparoscopic

Conventional

Musculo-skeletal

Sec Below

Superficial

Musculo-skeletal

Other

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

Additional Comments: Mixed mode operation includes B/M, B/PWD. B/Bflow/PWD
Applications: Small parts: breast, testes and thyroid '

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

Mm

Division Sign-0ff)

Division of Reproducti
and Radiological Devi

51000 Number > 1. DD 1]

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

ve, Abdominal,
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Aloka Co., Ltd

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-5545

510(k)

Clinical Application

Modes of operation

PWD

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal .

Abdominal

[ntraoperative (specify)

[ntraoperative Neurological

Pediatric

Small Organ (specify)

See Below

Neoanatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

See Below

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

See Below

Other

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

Applications: Small parts: breast, testes and thyroid

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

ﬁ%
{Division Sign-0ff)

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

Division of Reproductive, Abdominal,

and Radiological Devices
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Aloka Co., Ltd.

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-5548

510(k)

Clinical Application

Modes of operation

PWD

CWD Color

Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

1

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Trausrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

E

m

Sce Below

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, B/PWD, B/Bflow/PWD

Applications- Small parts: breast, testes and thyroid

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

%/4,,

Concurrence of CDR H, Office of Device Evaluation (ODE)

(Division Sign—Off_)'

Division of Reproductive, Abdominal,

and Radiological Devices

510{k) Number

K039

)

Prescription Use (Per 21 CEFR 801.109)



Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-5712

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
Doppler Doppler Velocity (specify)
Imaging

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify) P P P P P Sec Below

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular ' P P P P P ) See Below

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, B/PWD, B/Bflow/PWD
Applications- Small parts: breast, testes and thyroid

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

w/ Prescription Use (Per 21 CFR 801.109)
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-5713T

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
Abdominal
Intraoperative (specify) P P P P P See Below

Intraoperative Neurological

Pediatric

Small Organ (specify) p P P P P Sec Below

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular P P P p P See Below

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, B/PWD, B/Bflow/PWD
Applications: Intraoperative- liver, pancreas and gall bladder. Small parts: breast, testes and thyroid

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

g M Prescription Use (Per 21 CFR 801.109)

{Dlvns:on Sign-0ff)
Dwision of Reproductrve Abdominal,

~nd Hadiological Devices o \
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Aloka Co., Ltd.

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

Model SSD-5000 V5.0

Diagnostic Ultrasound Indications for Use Form

UST-9101-7.5

510{k)

Modes of operation

I

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

Imaging |

Opthalmic . :
Fetal :
Abdominal P P p P P See Below 5
Intraoperative (specify) | t
[atraoperative Neurological |
Pediatric P P P P P See Below

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparescopic

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, B/PWD, B/Bflow/PWD

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

Q'M/J %Wm

Prescription Use (Per 21 CFR 801.109)

(Nansion Sign-Off)
Ttision of Reproducnve Abdominal,

= Radiological Devices
hH :O(k} Number

oAl
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Aloka Co., Ltd.

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

Model SSD-5000 V5.0

Diagnostic Ultrasound Indications for Use Form

UST-9102-3.5

510(k)

Modes of operation

Clinical Application A B M | PWD | CWD Color | Amplitude Color Combined Other !

Doppler Doppler Velocity (specify) | (specify)

Imaging '

Opthalmic '

Fetal _ '
Abdominal E E E E E See Below

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

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, B/PWD. B/Bflow/PWD

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off}

Division of Reproductive, Abdominal,

and Radiological Devices .
510(k) Number J{O;Q)\))g{ | 57

Prescription Use (Per 21 CFR 801.109)



Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-9104-5

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

Meodes of operation

Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other

Doppler | Doppler Velocity (specify) (specify)
Imaging
Opthalmic )
Fetal
Abdominal
[ntraoperative (specify) P P p p P See Below

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic P P P P P See Below

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

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, B/PWD. B/Bflow/PWD
Applications: Intraoperative- liver, pancreas and gall bladder.

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

/ Concurrence of CDRH, Office of Device Evaluation (ODE)

, Prescription Use (Per 21 CIFR 801.109)
_"”\"’/ﬁég&m/\
{Dwision Sign,()fﬂ _

Dwision of Reproductive, Abdominal,

and Radiologi :
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-9114-3.5

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 A P P P P P See Below
Abdominal P P P P P See Below

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Traasurethral

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., B/PWD. B/Bflow/PWD

(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)
L/
(Division Sign-0ff)
Duvision of Reproductive, Abdominal

and Radiological Devj .
Stonumber 1 KOMOR|



Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-9115-5

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
Abdominal P P P P p See Below

Intraoperative (specify)

Intraoperative Neurological

Pediatric P P P p p See Below

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Trausvaginal

Traasurethral

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, B/PWD, B/Bflow/PWD

(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)

Q««//M

(Division Sign- -Off)
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-9118

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 ) P P P P P See Below

Abdominal

[ntraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Traasvagiaal P P P P P See Below

Transurethral

[atravascular

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, B/PWD., B/Bflow/PWD
(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-Off) 1
Division of Reproductive, Abdominal,

and Radiological Devices '
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-9119

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 p P P P P See Below
Abdominal P P P P p See Below

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Trausvaginal

Traasurethral

[ntravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conveational

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, B/PWD, B/Bflow/PWD

(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)

Cnasion Sgn-fty o e

Dwision of Reproductive, Abdominal
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Aloka Co., Ltd.

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-9120

510(k)

Clinical Application

Modes of operation

PWD | CWD Color

Doppler

Amplitude
Doppler

Color
Velacity
[maging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify) E

See Below

Intraoperative Neurological

i
I
|
|
|
i
|
I
1
|
J
|
i

Pediatric

Small Organ (specify)

Neonatal Cephalic

See Below

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

[atravascular

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, B/PWD. B/Bflow/PWD

Applications: Intraoperative- liver, pancreas, gall bladder
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Gl g S

Concurrence of CDRH, Office of Device Evaluation (ODE)

resiain Sign-Off) 4

ston of Reproductive, Abdominal,

w:1 Radiological Devices
510(k) Number

O35 |
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Aloka Co., Ltd.

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-9121

510(k)

Modes of operation

Clinical Application A B PWD | CWD Color | Amplitude Color Combined Other
Doppler Doppler Velocity (specify) (specify)
Imaging
Opthalmic
Fetal
Abdominal p p P P See Below

Intraoperative (specify)

lutraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Traosvaginal

Transurethral

[ntravascular

Periplieral Vascular

Laparoscopic

Musculo-skeletal
Coaventional

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, B/PWD. B/Bflow/PWD

(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)

Q i/ 4] é,yw

fnnsion Sign-Off)
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~+1g Radiological Devices
510k} Number
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-9126

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 ; E |E E E E See Below
Abdominal E E E E E See Below

[ntraoperative (specify)

[ntraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Trauasrectal

Transvaginal

Transurethral

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, B/PWD, B/Bflow/PWD

Applications: Abdominal and Gynecological, fetal
(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Q’ Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) /
Dwision of Reproductive, Abdominal,

fm Radiological Devices K_O 83 ?;) ( I 65
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Aloka Co., Ltd.

Diagnostic Ultrasound Indications for Use Form

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

Model SSD-5000 V5.0

UST-9128

510(k)

Modes of operation

Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other

Doppler Doppler Velocity (specify) (specify)
Imaging

Opthalmic

Fetal i

Abdominal E E E E E See Below

Intraoperative (specify)

[ntraoperative Neurological

Pediatric E E E E E See Below

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Traasvaginal

Traosurethral

Intravascular

Peripheral Vascular

Laparescopic

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, B/PWD, B/Bflow/PWD

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

Concurrence of CORH, OfTice of Device Cvaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

%/4
(Division Sign-Off)
Dwvision of Reproductive, Abdominal

and Radiological Devices

910(k) Number <©333 [ /
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-52104

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
Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac N N N N N See Below
Transesophageal _ N N N N N See Below
Transrectal

Transvaginal

Transurethral

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, B/PWD. B/Bflow/PWD
(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

9 Prescription Use (Per 21 CFR 801.109)
Gl 4, éwwv

{Division Sign-Off}
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Aloka Co., Ltd.

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-52108

510(k)

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

Clinical Application

Modes of operation

PWD

CWD Color

Doppler

Amplitude
Doppler

Color
Velocity

Combined
(specify)

Imaging

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Lntraoperative Neurological

Pediatric

Small Organ (specify)

See Below

lea]
9]
g9}

Neonatal Cephalic E E

Adult Cephalic

Cardiac E E E E E See Below

Traunsesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Couaventional

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. B/PWD. B/Bflow/PWD

Applications: Neonatal
(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)

ﬁw/ﬁ ,é

(Dmsron Sign-Off)
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k)

Diagnostic Ultrasound Indications for Use Form
UST-52109

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
Abdominal
Intraoperative (specify) E E E E E See Below

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic E E E E E See Below

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, B/PWD, B/Bflow/PWD

Intraoperative applications: Liver, pancreas, gall bladder
(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)
Y ot v gﬂ/sgz(//m»

(Division Sign-Off) 7
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Aloka Co., Ltd

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

Diagnostic Ultrasound Indications for Use Form

Model SSD-5000 V5.0

UST-MC11-8731

510(k)

Clinical Application

Modes of operation

PWD

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
[maging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

See Below

[ntraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

See Below

Adult Cephalic

Cardiac

Transesophageal

Traansrectal

Transvaginal

Transurethral

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, B/PWD, B/Bflow/PWD

[ntraoperative applications: Liver, pancreas, gall bladder
(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

%/ﬁ ém

(Division Sign-Off)

Division of Reproductive, Abdominal,

and Radiological Devices
510(k) Number

KO3 I
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Prescription Use (Per 21 CFR 801.109)



