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510(k) Summary of Safety and Effectiveness: AUG 16 2012
Submitter’s Name: Toshiba America Medical Systems, Inc.
Address: PO Box 2068,2441 Michelle Drive Tustin, CA 92781-2068
Contact: Charlemagne Chua, Manager Regulatory Affairs
Telephone No.: (714} 730-5000

Device Proprietary Name: DIAGNOSTIC ULTRASOUND SYSTEM
APLIO 500 MODEL TUS-A500 Version 2.1
APLIO 400 MODEL TUS-A400 Version 2.1
APLIO 300 MODEL TUS-A300 Version 2.1

Common Name: Diagnostic Ultrasound System

Classification:
Regulatory Class: 11
Review Category:  Tier Il

Ultrasonic Pulsed Doppler Imaging System — Product Code: 90-1YN
[Fed.Reg.No.:892.1550]

Ultrasonic Pulsed Echo Imaging System — Product Code: 90-1YO
[Fed.Reg.No.:892.1560]

Diagnostic Ultrasonic Transducer — Product Code: 90-1TX

[Fed. Reg. No.: 892.1570]

Identification of Predicate Devices:
Toshiba America Medical Systems believes that this device is substantially equivalent to:
1} Toshiba DIAGNOSTIC ULTRASOUND SYSTEM APLIO 500 MODEL TUS-A500/ APLIO
400 MODEL TUS-A400 / APLIO 300 MODEL TUS-A300 V2.0 ; 510(k) control number
KI110870

Device Description:

The DIAGNOSTIC ULTRASOUND SYSTEM APLIO 500 MODEL TUS-A500, APLIO 400 MODEL
TUS-A400 and APLIO 300 MODEL TUS-A300 are mobile system. These systems are Track 3
devices that employ a wide array of probes that include flat linear array, convex linear array, and sector
array with a frequency range of approximately 2 MHz to 12 MHz.

Indications for Use: .

The DIAGNOSTIC ULTRASOUND SYSTEM APLIO 500 MODEL TUS-A500, APLIO 400
MODEL TUS-A400 and APLIO 300 MODEL TUS-A300 is indicated for the visualization of
structures, and dynamic processes with the human body using ultrasound and to provide image
information for diagnosis in the following clinical applications: fetal, abdominal, intra-operative
(abdominal), pediatric, small organs, trans-vaginal, trans-rectal, neonatal cephalic, adult cephalic,
cardiac (both adult and pediatric), peripheral vascular, transesophageal, and musculoskeletal (both
conventional and superficial).
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Declaration of Conformity

This device is designed and manufactured in conjunction with the Quality System Regulation, IEC
60601-1 (applicable portions), IEC 60601-1-1 (applicable portion), IEC 60601-1-2 (applicable portion),
IEC 60601-1-4 (applicable portion), IEC60601-2-37 (applicable portions), I[EC 62304 (applicable
portion) and the AIUM-NEMA UD2 QOutput Measurement Standard as applied to Track 3 Ultrasound
systems and the AIUM-NEMA UD3 Output Display Standard.

Standards form:

Please see the attached standard form of the IEC 60601-1, IEC 60601-1-1, IEC 60601-1-2, IEC 60601-
1-4, IEC 60601-2-37 and IEC 62304,

A-4
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

4%, "7 Food and Drug Adrinistration
- : 10903 New Hampshire Avenue
. Silver Spring, MD 20593

Toshiba Medical Systems Corporation, Japan
% Mr. Charlemagne Chua

Manager, Regulatory Affairs

Toshiba America Medical Systems, Inc.

2441 Michelle Drive

TUSTIN CA 92780-2068

AUG 16 2012

Re: K121422 _
Trade/Device Name: Aplio™ 500/400/300 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: Ii
Product Code: IYN, IYO, and ITX
Dated: July 13,2012
Received: July 16, 2012

Dear Mr. Chua:

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 Aplio™ 500/400/300 Diagnostic Ultrasound System, as described in your premarket

notification: _

Transducer Model Number
PST-25BT PVT-661VT PVT-770RT PLT-1204BT
PST-30BT . PVT-674BT PLT-604AT PLT-1204BX
PST-50BT PVT-675MV PLT-704AT PLT-1204MV
PST-65AT PVT-681MV PLT-704SBT PET-508MA
PVT-375BT PVT-712BT PLT-705BTF PET-510MB
PVT-375MV PVT-745BTF PVT-705BTH PET-512MC
PVT-382BT PVT-745BTH - PLT-805AT PC-20M
PVT-382MV PVT-745BTV PLT-12028 PC-50M



If your device is classified (see above) inio either class II (Special Controls) or class Il (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 895. 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
go to http://www.fda.gov/AboutFDA/CentersOfficess CDRH/CDRHOfTices/ucm115809 htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to '

http://www fda.gcov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance. '

If you have any questions regarding the content of this letter, please contact Joshua Nipper at
(301) 796-6524. '

Sincerely Yours,

¢
hadd O fon
Janine M. Morris -
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device
Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s) |



Indications for Use'

510(k) Number (if known):

Device Name: Aplio™ 500 /400/300 Diagnostic Ultrasound System

indications for Use:-

The DIAGNOSTIC ULTRASOUND SYSTEM APLIO 500 MODEL TUS-AS00, APLIO
400 MODEL TUS-A400 and APLIO 300 MODEL TUS-A300 is indicated for the
visualization of structures, and dynamic processes with the human body using
ultrasound and to provide image information for diagnosis in the following clinical
applications: fetal, abdominal, intra-operative (abdominal), pediatric, small organs,
trans-vaginal, trans-rectal, neonatal cephalic, adult cephalic, cardiac (both adult and
pediatric), peripheral vascular, transesophageal, and musculoskeletal (both
conventional and superficial),

Prescription Use __ X AND/OR Over-The-Counter Use ‘
(Part 21 CFR 801 Subpart D} (21 CFR 807 Subpart C)

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

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

Ik OO

(Division Sign-Off) .
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) Number \%\ 8\489




Toshiba America Medical Systems, Inc.

System:
Transducer:

Aplio 300, Aplio 400, Apl

io 500 v2.1

510(k) Premarket Notification
Aplio™500(v2.1) TUS-A500 Ultrasound System

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

Clinicat Application

Mode of Operation

Specific
(Tracks 3}

M

PWD

CWD

Color
Doppler

Com bined
{Specify)
*

THI {Dynamic| Power | CHI

Flow

4D

Other
[Note]

:Ophthalmic

Fetal

57

Abdominal

a -}

v}

=

)

5,7.12

[ntra-operative (Abdominal)

B

o

ja~]

-l

-
a3 -l
v}

4,5

[ntra-operative (Neuro}

L aparoscopic

Pediatric

57,12

Small Organ (Note 1)

4,5,6,7,i1

Neonatal Cephalic

Adult Cephalic

Trans-rectal

4,57,11

 Trans-vaginal
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4,5,7

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)

4,5,6,7.11

Musculo-skeletal (Superficial)

4,5,6,7.11

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

[ntravascular (Cardiac)

Trans-esoph. {Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel

4,5,6,7,11

Other (Specify)

N =new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K110870

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDE/MDF/PWD
Note 3 Combined mode includes B/M; B/ PWD; BDF/PWD; BDF/MDF; BDFMDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note § STIC

Note 9 3D Color (Volume Coler)

Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.10%)

{Division Swgn-Off)
Division of Radiological Devices

Cffice of In Vitro Diagnostic Device Evaluation and Safety

510K
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™300(v2.1) TUS-A300 Ultrasound System

System: __Aplio 300, Aplio 400, Aplio 500 v2.1

Transducer:___ PST-25BT

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

Clinical Application _{Mode of Operation
Specific B | M PWDICWD! Color [Combined| THI {Dynamic Power  CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note}
*
Ophthalmic
Fetal j i
Abdominal PIPY P P P 3 4P P P Y

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

Pediatric P|Pi{ P P P 3 P P P
Small Organ (Specify} (1)

Neonatal Cephalic PP P P P 3 P P P
Adult Cephalic PIP P P P 3 P P p
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Conventional) ] ) .
Musculo-skeletal (Superficial)
ilntravascular

Other {Specify} ) ) ) _
Cardiac Adult P|P P 1P P 3 P P P P 4,13
Cardiac Pediatric P{P P P P 3 P P P P 4,13
Intravascular (Cardiac}

Trans-csoph. (Cardiac)

Intra-cardiac
Other (Specify)
Peripherat vessel
Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K110870

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF;, BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD:; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Naote 9 3D Color (Volume Color)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)

(
ivision of Radiological Devices A2
Sk ?r-

510(k): APLIO 500/400/300, v2.1
Page 190 of 3006



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™300(v2.1) TUS-A500 Ultrasound System

System: _Aplio 300, Aplio 400, Aplio 500 v2.1

Transducer.__ PST-30BT

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

Clinical Application Mode of Operation
Specific B | M {PWDCWD{ Color |Combinedj THI |Dynamic{ Power jCHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
*®
Ophthatmic
Fetal .
Abdominal _ plPplP P P 3 P P P 1l

Intra-operative {Abdominal)

Intra-operative (Neuro)

Laparoscopic

Pediatric PlP{P}| P p 3 P P P
Small Organ (Specify) (1) ’

Neonatal Cephalic P{P}IP|P P 3 P P P
Adult Cephalic |PiPiP P P 3 p P P
Trans-rectal

Trans-vaginal

Trans-urethral

{{Trans-esoph. {(non-Card.)
Musculo-skeletal {Conventional)

Musculo-skeletal (Superficial)

Intravascular
Other (Specify) ] - _
Cardiac Adult PP P P i P 3 p P P P 4,13

Cardiac Pediatric Pi P P P P 3 P P P P 4,13
Intravascular {Cardiac) ’

Trans-esoph. {Cardiac)

Intra-cardiac
Other (Specify)
Peripheral vessel
Other (Specify)

N = new indication; P = previously cleared by FDA E= added under this appendix
Previous 510(k) of the transducer: K110870

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDE/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fuston

Note 132D WMT

Prescriptjon Use Only (Per 21 CRF801.109)

(Dmsnon Sign- OFF) B
Divislon of Radiciogical Dev}cc%

sie (S0 45’?5\08\

MAY 2012 ~ = " °° 510{k): APLIO 500/400/300, v2.1
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Toshiba America Medical Systems, Inc. 510(k)} Premarket Notification
: Aplio™3500(v2.1) TUS-AS500 Ultrasound System

System: _Aplio 300, Aplio 400, Aplio 500 v2.1
Transducer;___ PST-50BT

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

Clinical Application Mode of Operation

Specific B | M PWD|[CWD{ Color {Combinedi THI |Dynamic| Power | CHI | 4D ; Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
*

Ophthalmic
Fetal
Abdominal ElE i E E E 3
Intra-operative (Abdominal) .
Intra-operative (Neuro)

11

ey
m
m

Laparoscopic
Pediatric E|E E E E 3 E E E
${Small Organ (Specify) (1)
Neonatal Cephalic E}E E E E 3 E E E
HAdult Cephalic {EJE | E E E 3 E E E
Trans-rectal ‘

Trans-vaginal

Trans-urethral

Trans-esoph, (non-Card.}
Musculo-skeletal (Conventional)
Musculo-skeletal (Superficial)
Intravascular

Other (Specify) _
Cardiac Adult EJE E E E 3 E E E E 4,13
Cardiac Pediatric . E|JE | E : 4,13
Intravascular (Cardiac)

[y
m
2]
m
531
m

Trans-csoph. {(Cardiac)

Intra-cardiac
Other (Specify)
Peripheral vessel
Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: KG90158

Note | Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD, BDF/MDF, BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD, 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Noie 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)
Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

Prescription Use Only {Per 21 CRF801.109)

{Division Sign-OFf)
T Radnological Devices

MAY 2012 510(k): APLIO 500/400/300, v2.1
, Page 192 of 3006



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
' Aplio™300(v2.1) TUS-A500 Ultrasound System

System: _Aplio 300, Aplio 400, Aplio 500 v2.1

Transducer;___ PST-65AT

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

Clinical Application Mode of Operation
Specific B i M PWDICWD| Color {Combined| THI |Dynamic; Power | CHl | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
*
:Ophthalmic
Tetal ) _ .
Abdominal EJE|E E E 3 E E E Il

Intra-operative {Abdominal)

Intra-operative (Neuro)

Laparoscopic
Pediatric E}{E E E E 3 E
Small Organ (_Specify) (1)
:{Neonatal Cephalic EJE1 E E i E 3 E E E
Adult Cephalic E|Ej§ E E
Trans-rectal

m
m

24]
m
m
g3l

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skeletal (Conventional)
Musculo-skeletal {Superficial)

Intravascular
Other (Specify) ]
Cardiac Adult E|E 413
Cardiac Pediatric EILE E E E 3 E E E E 4,13
Intravascular {Cardiac) ]

m
tr}
m
m
m
m
m

Trans-csoph. (Cardiac)

Intra-cardiac
Other (Specify)
Peripheral vessel
Other (Specify)

N = pew indication; P = previously cleared by FDA; E = added under this appendzx
Previous 510(k) of the transducer: K 103643

Note | $Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD, BDF/PWD; BDF/MDF; BDE/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD, BDF/PWD; BDFMDF; BDF/MDF/PWD, ZDICWD BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color

Note 11 Elastography - .

Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per A1 CRF801.109)

D! g
Hof\ Radlo!oglcal BYIcas
B0k Ek a 4’:05‘[}3\ A3
MAY 2012 510(k): APLIO 500/400/300, v2.1
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Toshiba America Medical Systems, Inc. 510{k) Premarket Notification
Aplio™300(v2.1) TUS-A500 Ultrasound System

System: _Aplio 300, Aplio 400, Aplio 500 v2.1

Transducer:__ PVT-375BT

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

Clinical Application Mode of Operation
Specific B { M [PWDICWD] Color [Combined] TH1 {Dynamicj Power  CHI| 4D | Other
(Tracks 3) Doppter | {Specify) Flow 2D [Note]
x®
‘Ophthalmic
Fetal B} PIiPJ] P p 2 P P P 5,7
Abdominal PP P P 2 P P P 5,7.11,12

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic’
Pediatric pP{ipP| P P 2 P P P 5,7,12
Small Organ (Specify) (1)
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Conventional);
Musculo-skeletal (Superficial)
Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

{ntravascular (Cardiac)

Trans-esoph, (Cardiac)

Intra-cardiac
Other (Specify)
Peripheral vessel
Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k)of the transducer: K110870 :

Note | Small organ includes thyroid, breast and testicle,

- Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDE/MDF/PWD
Note 3 Combined mode includes B/M; B/FWD; BDF/PWD;, BDF/MDF,; BDF/MDF/PWD; 2D/CWD, BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision [maging
Note 8 STIC
Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109) ~

Divisior’Sign-0ff) ~
Dlvlslo(n of Radiological Davie@s

1
519k MAY 2012 Kﬂ%\d—ﬁ-————‘— 510(k): APLIO 500/400/300, v2.1
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Toshiba America Medical Systems, Inc.

System:

Aplio 300, Aplio 409, Aplio 500 v2.1

Transducer:

PVT-375MV

510(k) Premarket Notification
Aplio™300(v2.1) TUS-A500 Ulrasound System

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

Clinical Application

Mode of Operation

Specific B | M PWD|CWD{ Color Combined{ THI |Dynamic| Power | CHI { 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note|
*
Ophthalmic
Fetal PiP] P P P p P N (5,7.89,10
Abdominal PitP]| P P P P P N {5.7,8,9,10
Intra-operative (Abdominal)
Intra-operative (Neuro)
Laparoscopic
Pediatric PiPi{P P 2 P P P N §5,7.8,9,10

Small Organ (Specify) (1)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)

Cardiac Adult

#iCardiac Pediatric

{{Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103645

Note 1 $mall organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDFIPWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD, BDF/ICWD

Note 4 TDIL

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color {Volume Color}

Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion

Note 132D WMT

Prescription Use Only (Per 21 CRF801.109)

(Division;

h s.
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Toshiba America Medical Systems, Inc, 510(k) Premarket Notification
Aplio™300(v2.1) TUS-A300 Ultrasound System

System: _Aplio 300. Aplio 400. Aplio 500 v2.1
Transducer:_ PVT-382BT

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

Clinical Application Mode of Operation
Specific B { M PWDICWD] Color [Combined{ THI {Dynamici Power { CHI } 4D Other
{Tracks 3) Doppler { (Specify) Flow D [Note|
*
Ophthalmic
Fetal PiP P P 2 P P p 1 3,7

Abdominal |PiP | P P 2 P p p 5,7
Intra-operative (Abdominal) j
Intra-operative (Neuro)

Laparoscopic _ : .
Pediatric PP p P 2 P P P 5,7
Small Organ (Specify)} (1)
Neonatal Cephalic

Adult Cephalic
‘Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)
Cardiac Adult

Cardiac Pediatric
[ntravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac
Other (Specify)
Peripheral vessel
Other {Specify)

N'= new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer; K103645

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDE/MDF, BDF/MDE/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDE/MDF; BDF/MDF/PWD, 2D/CWD; BDFICWD
Note 4 TIX

Note § ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.10%)

{Division Sign-Off)
DWision of Radiclogical Devices

MAS, 2012 k\] ?}f’?ﬂﬁaa 510(k): APLIO 500/400/300, v2.1
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Toshiba America Medical Systems, Inc.

System; _Aplio 300, Aplio 400. Aplio 500 v2.1
Transducer:_ PVIT-382MV

510(k) Premarket Notification
Aplio™500(v2,1) TUS-A500 Ulirasound System

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

H Clinical Application Mode of Operation
Specific B | M PWD{CWD] Color [Combined} THI Dynamic; Power (CHI} 4D | Other
(Tracks 3) Doppler | (Specify) Flow | 2D [Note}
*
:Ophthalmic
Fetal {p{p i P _ P 2. P P p P 5,79
Abdominal PiP P P 2 P P P P 579
Intra-operative {Abdominal)
Intra-operative (Neuro)
Laparoscopic 3
Pediatric PiPy P P 2 P P P p 5,19

Small Organ (Specify) (1)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

‘Trans-urethral

Trans-csoph. (non-Card.)

Musculo-skeletal (Conventional)]

Musculo-skeletal (Superficial)

[ntravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel

Other {Specify)

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

-Previous 510(k) of the transducer: K103645

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD, BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD),; 2D/CWD;, BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)
Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)
5
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™S500(v2.1) TUS-AS500 Ultrasound System

System: __Aplio 300, Aplio 400. Aplio 500 v2.1

Transducer;__ PVT-661VT

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

Clinical Application Mode of Operation
Specific B i M [PWDI{CWD; Color [Combined| THI nynamic Power { CHI § 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
*
Ophthalmic
Fetal
Abdominal

[ntra-operative (Abdominal)
lntra-operative (Neuro)
Laparoscopic

Pediatric

Small Organ (Specify) (1)
Neonatal Cephalic

Adult Cephalic .
Trans-rectal PP P P 2 P P P 45,711
‘Trans-vaginal PP P p 2 P P P 4,5,7,11
Trans-urethral

Trans-csoph. {non-Card,}
Musculo-skeleial (Conventional)
Musculo-skeletal {Superficial)
Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac
Other (Specify)
Peripheral vessel
Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K110870 -

Note 1 Small organ includes thyroid, breast and testicle. .

Note 2 Combined mode includes B/M; B/PWD, BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD, BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD;, BDFICWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

Prescription Use Ouly (Per 21 CRF801.109)

oLy A

7 (Divisiosy Sign-Off)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™500(v2.1) TUS-AS500 Ultrasound System

System: _Aplio 300, Aplio 400, Aplio 500 v2.1
Transducer:__ PVT-674BT

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

Clinical Application Mode of Operation
Specific B | M [PWDICWD| Color [Combined| THI |Dynamic| Power [ CHI | 4D | Other
(Tracks 3) ‘ Doppler | (Specify) Flow 2D [Note)
v *
Ophthalmic _ — _ ;
Fetal P|P P P 2 P P P 1 5.7

Abdominal Pl P P P 2 P P P 5,7
Intra-operative (Abdominal)

Intra-opcrative (Neuro})

Laparoscopic )
Pediatric Pl P P P 2 P P P 5,7
Small Organ (Specify) (1) '
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial}

Intravascular
Other (Specify)
Cardiac Adult
Cardiac Pediatric

Intravascular (Cardiac})
Trans-esoph. (Cardiac)
Intra-cardiac

Other (Specify)
Peripheral vessel
Other (Spec1fv)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510¢k) of the transducer: K110870

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
-Note 3 Combined mode includes B/M; B/PWD; BDF/PWD,; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDIL

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color}

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

p.:on of Radiological Devices
MAY 2012 ‘/A ﬁa 510{k): APLIO 500/400/300, v2.1
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Toshiba America Medical Systems, Inc.

System: _Aplio 300, Aplio 400. Aplio 500 v2.1
Transducer:_ PVT-675MV -

510(k) Premarket Notification
AplloT“SOO(VZ 1) TUS-A300 Ultrasound System

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

Clinical Application Mode of Operation
Specific B | M {PWDICWD}| Color [Combined{ THY }Dynamic} Power i CHI{ 4D | Other
{Tracks 3) Doppler | (Specify) Flow 2D [Note)
*

Ophthalmic :
Fetal - P{P p P P P P P 1578910
Abdominal Pi{ P P P P P P P 578,910
[ntra-operative (Abdominal}

[ntra-operative (Neuro)
Laparoscopic
Pediatric PP p P 2 P P P P 5,7,89,10

Small Crgan (Specify) (1)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel

Other (Specify)

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

Previous 510(k) of the transducer: K110870

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)
Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

51

Prescription Use Only (Per 21 CRF801._409)
(Divislon Sign- Og;
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™3500(v2.1)TUS-A500 Ultrasound System

System: _Aplio 300, Aplio 400, Aplio 500 v2.1
Transducer,_ PVT-68 MV

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

Clinical Application Mode of Operation
Specific B { M {PWD|CWD{ Color [Combined] THI {Dynamic| Power { CHI { 4D § Other
(Tracks 3) Doppler j (Specify) Flow D [Note]
*
:Ophthalmic
Fetal
Abdominal

Intra-operative {Abdominal)

Intra-operative (Neuro)

;{Laparoscopic

Pediatric

Small Organ (Specify) (1)
iNeonatal Cephalic
11Adult Cephalic

Trans-rectal TP (PP P 2 P P P P 1257911
Trans-vaginal P[P | P P 2 P P P P 457911
Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
{Conventional)

Musculo-skeletal (Superficial}
Intravascular

Other (Specify)’

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

[rans-esoph. (Cardiac)

Intra-cardiac
Other (Specify)
Peripheral vessel
Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K 110870

Note 1 Small organ includes thyroid, breast and testicle,

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF;, BDE/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF, BDF/MDF/PWD; 2D/CWD;, BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™300(v2.1)TUS-A500 Ultrasound System

System: _Aplio 300, Aplio 400, Aplio 500 v2.1
Transducer:_ PVT-712BT

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

Clinical Application Mode of Operation B
Specific B { M [PWD|[CWD! Color |Combined| THI Dynamici Power | CHE | 4D } Other
{Tracks 3) Doppler | (Specify) Flow 2D |Note]
*
Ophthalmic
Fetal
Abdominal PP P P 2 p P P P 3,7

Intra-operative (Abdominal)
Intra-operative (Neuro)
L aparoscopic

Pediatric PlP | P P 2 P P P 5.7
Small Organ (Specify) (1)

Neonatal Cephalic PP jP : P 2 P P P 5,7
Adult Cephalic

Trans-rectal

Trans-vaginal .
Trans-urethral
Trans-esoph. (non-Card.}

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)
Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)
Trans-esoph. (Cardiac})

Intra-cardiac
Other (Specity)
Peripheral vessel
Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510{k} of the transducer; K110870

Note | Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD;, BDF/MDF; BDF/MDEF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD;, BDF/MDF; BDF/MDF/PWD; 2I/CWD; BDF/CWD
Note 4 TDI '

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT C

. {Division sign-
Division of Radiologicai Devices A-14
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Toshiba America Medical Systems, Inc.

System: _Aplio 300, Aplio 400, _Aplio 500 v2.1
Transducer:_ PVT-745BTE

510(k) Premarket Notification
Aplio™300(v2.1) TUS-A300 Ultrasound System

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

Clinical Application Mode of Operation
Specific B M [PWD|CWD! Color {Combined| THI {Dynamic| Power | CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note}
*
:Ophthalmic
Fetal .
Abdominal EL1E | E E 2 E E E 5,7
Intra-operative (Abdominal) Ej{E E E 2 E E E 3,
Intra-operative (Neuro)
L aparoscopic
Pediatric )
Small Organ (Specify) (1) E{E E E 2 E E E 5,7

Neonatat Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletat
(Conventional)

Musculo-skeletal (Superficial)

iintravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripherat vessel

i|Other (Specify)

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

Previous 510(k) of the transducer: None

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD;, BDF/MDF; BDE/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD;, BDF/MDF; BDF/MDF/PWD; 2D/CWDy;, BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)
Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

A=-15




Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™300(v2.1) TUS-A500 Ultrasound System

System: _Aplio 300, Aplio 400, Aplio 500 v2.1
Transducer:_ PVT-743BTH

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

Clinical Application Mode of Operation
Specific B | M [PWDICWD| Color [Combined| THS [Dynamic{ Power | CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D {Note]
*
{Ophthalmic
;Fetal‘
Abdominal E}JE | E . E 2 E E E 5,7
Intra-operative (Abdominal) EIE E E 2 E E E 57

Intra-operative (Neuro)

L.aparoscopic

Pediatric

Small Organ (Specify) (1) E|E|E E P E E E 5.7
Neonatal Cephalic : ’

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal {Superficial)

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

iintravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

HOther (Specify)

Peripheral vessel

{1Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: None

Note | Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD;, BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD;, 2D/CWD; BDF/ICWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Coler)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

cription Use Only,(Pe 0L, 109)
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Toshiba America Medical Systems, Inc. . 510(k) Premarket Notification
Apho™300(v2.1) TUS-A500 Ultrasound System

Systemn: _Aplio 300, Aplio 400, Aplio 500 v2.1
Transducer:_ PVT-745BTV

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

Clinical Application Mode of Operation _
Specific B { M [PWD|{CWD! Color jCombined{ THI {Dynamic{ Power { CHl | 4D | Other
(Tracks 3) Doppler } (Specify) Flow Py |Note]
. ¥ .

Ophthalmic
Fetal
Abdominal PPy P i P 2 P P P 5,7
Intra-operative (Abdeminal) PP P P P 2 P p P 5,7

Intra-operative (Neuro)
Laparoscopic

Pediatric _

Small Organ (Specify) (1)
Neonatal Cephalic

Adult Cephalic
iTrans-rectal

{Trans-vaginal
Trans-urethral
(Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)
Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)

Trans-esoph. {Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel
Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K110870

Note 1 Small ergan includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD, BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)
Note 10 STIC Celor

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

(.

Prescripti Uwsm -109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™3500(v2.1) TUS-A500 Ultrasound System

System: _Aplio 300, Aplio 400, Aplio 500 v2.1

Transducer;__ PVT-770RT :

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

Clinical Application Mode of Operation
Specific B | M {PWD/CWD! Color |Combined| THI jDynamic] Power j CHI | 4D | Other
(Tracks 3) Doppler § (Specify) Flow . 2D |Note}
*
Ophthalmic
Fetal
Abdominal

Intra-operative (Abdominal)
Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify)} (1)
Neonatal Cephalic

Adult Cephalic _

Trans-rectal E}|E E E 2 E E E 457,11
Trans-vaginal E!E E E 2 E E E 457,11
Trans-urethral ] ’

Trans-esoph. (non-Card.)
Musculo-skeletal (Conventional)
Musculo-skeletal {Saperficial}

Intravascular

Cther (Specify)
Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)

#{Trans-esoph. (Cardiac)

Intra-cardiac
Other (Specify)
Peripheral vessel
Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer; K103645

Note | Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M: B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
- Note 3 Combined mode includes B/M: B/PWD; BDE/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)
(
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Toshiba America Medical Systems, Inc. . 510(k) Premarket Notification
Aplio™3500(v2.1) TUS-A3500 Ultrasound System

System: _Aplig 300. Aplic 400, Aplio 500 v2.1
Transducer;_ PLT-604AT

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

Clinical Application Mode of Operation
Specific B i M {PWDICWD]| Color [Combined] THI {Dynamic] Power | CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
*
Ophthalmic
Fetal
Abdominal

[ntra-gperative (Abdominal)

Intra-operative (Neuro)

Laparoscopic
Pediatric ) )
Small Organ (Specify) (1) E|E | E E 2 | E E E = 3,7
Neonata! Cephalic
Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal {Superficial) E{E E E 2 E E E 57
Intravascular 1

Other (Specify)
Cardiac Adult

Cardiac Pediatric
Iniravascular (Cardiac)
Trans-esoph. (Cardiac)

Intra-cardiac N
Other (Specify)
i{Peripheral vesscl ~ {E{E E { E 2 E E E 37
{Other (Specify) 1

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103645

Note | Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes 8/M; B/FWD; BDF/PWD; BDF/MDF, BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD;, BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)
Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Ber 21 CR[SOLIOS')
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™300(v2.1) TUS-A500 Ultrasound System

System: _Aplio 300, Aplio 400, Aplio 500 v2.1
Transducer:_ PLT-TO4AT

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

Clinical Application Mode of Operation
Specific B { M {PWD{CWD! Color [Combined| THI jDynamic{ Power | CHI | 4D } Other
{Tracks 3) Doppter | (Specify) Flow D [Note]
*
Ophthalmic
Fetal
Abdominal

Intra-operative (Abdominat)

Intra-operative (Neuro)

Laparoscopic
Pediatric )
Small Organ (Specify) (1) EJ|E E E 2 E E E 5,7
Neonatal Cephalic .
Adult Cephalic
‘Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal '
{(Conventional) E o2 E E E 5,7

Musculo-skeletal (Superficial) E}E E E 2 E E ° E 5,7
Intravascular .
Other (Specify}
Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify) ) ] i N
Peripheral vessel ] E{E | E E 2 E E E 5,7
Other (Specify) )

N = new indication; P = previously ¢leared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K 103645

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/FWD; BDF/PWD; BDE/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/ICWD;, BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

Prescription Use QOnly (Per 21 CRF(!O].IOE))
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™3500(v2.1) TUS-A500 Ultrascund System

System: _Aplio 300, Aplio 400, Aplio 500 v2.1
Transducer:___ PLT-704SBT

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

Clinical Application Mode of Operation
Specific B | M |[PWD|[CWD] Color |{Combined{ THI |{Dynamic} Power | CHI § 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
*
Ophthalmic
Fetal
Abdominal

Intra-operative (Abdominal)

Intra-operative (Neuro)

L aparoscopic
Pediatric )
Small Organ (Specify) (1) PP P P 2 P p P 5.7
Neonatal Cephalic ]
Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)

Musculo-skeletal -
(Conventional) PY{P L P P 2 P P I 57

Musculo-skeletal (Superficial) PLIP P 3 P 2 P P p 5,7
Intravascular

Other (Specify)
Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel _ Pi{P p P 2 P p P - 3,7
Other (Specify) :

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 310(k) of the wansducer: K110870

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF, BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWDY; BDE/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

Notc 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color .

Note 11 Elastography . ’ e
Note 12 Fusion ‘

Note 13 2D WMT /

Prescription Use Qaly (Per21
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™3500(v2.1) TUS-A300 Ultrasound Systém

System: _Aplio 300. Aplio 400, Aplio 500 v2.1
Transducer:___ PLT-705BTF

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

Clinical Application Mode of Operation
Specific B { M [PWD{CWD| Color |Combined{ THI {Dynamic] Power | CHI { 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
*

Ophthalmic
Fetal !
Abdominal “{E}E E E 2 E E E 5,7
Intra-operative (Abdominal) EtE } E E C2 E E E 5,7

Intra-operative (Neuro)

L aparoscopic

Pediatric

Small Organ (Specify) (1)
Neonatal Cephalic

Adult Cephalic
‘Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.}

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)

[ntravascular

Other (Specify)
Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)
Trans-esoph. (Cardiac)

Intra-cardiac
Other (Specify)
Peripheral vessel
Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K 103645

Note 1 Smail organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC :

Note 9 3D Color (Volume Color)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT e

Prescription Use Only (Per 21 CRES01.}09,
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Toshiba America Medical Systems, Inc. ' 510(k) Premarket Notification
' Aplio™300{v2.1) TUS-A500 Ultrasound System

~

System: _Aplio 300, Aplio 400, Aplio 500 v2.1
Transducer:__ PVT-705BTH

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

Clinical Application Mode of Operation
Specific B | M IPWDICWD! Coler [Combined] THI {Dynamic| Power | CHI { 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
*
Ophthalmic
Fetal .
Abdominal E|E{ E E 2 E E E 5,7
Intra-operative (Abdominal) E}E11E E 2 E E E 5,7

Intra-operative {Neuro)

Laparoscopic

Pediatric .
Small Organ (Specify) (1)
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)

Musculo-skeletat
(Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)
Cardiac Adult

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

Other {Specify)
Peripheral vessel
Other (Specify)

N = new indication; P = previously cleared by FDA, E = added under this appendix -
Previous 510{k) of the transducer: K 103645

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/FWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M: B/PWD; BDF/PWD, BDF/MDF, BDF/MDF/PWD, 2D/CWD; BDF/CWD

"Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion
" Note 13 2D WMT

/
Prescription Use Only (Per 21 CRF301.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
' Aplio™300(v2.1) TUS-A500 Ultrasound System

System: _Aplio 300, Aplio 400, Aplio 500 v2.1

Transducer:_ PLT-805AT

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

Clinical Application Mode of Operation
Specific ' B { M [PWD{CWD{ Color |[Combined; THI [Dynamic] Power { CHI | 4D ; Other
(Tracks 3) Doppier | (Specify) i Flow 2D [Note]
- *
iOphthalmic
Fetal
Abdominal

Intra-operative (Abdominal)
Intra-operative (Neuro)
j|Laparoscoepic

i1Pediatric
Small Organ (Specify) (1) P|P P P 2 P P P 5,6,7,11
Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
‘Frans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Conventional); P | P P P 2 P P P 56,711
Musculo-skeletal (Superficial) P{ P p P 2 p P P K 3,6,711
Intravascular
Other (Specify)
Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)

Trans-¢soph. (Cardiac)

i|[ntra-cardiac

Other (Specity) )
Peripheral vesset P{P i P p 2 P P P 56,711
+110ther (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous § ID(k) of the transducer: KX 110870

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/FPWD; BDF/PWD, BDF/MDF BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volumc Color}
Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, inc. 510(k) Premarket Notification
Aplio™3500(v2.1) TUS-A500 Ultrasound System

System: _Aptio 300. Aplio 400, Aplio 500 v2.1
Transducer:_ PLT-12028

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

Clinical Application . [Mode of Operation B
Specific B | M IPWD|CWD! Color {Combined} THI iDynamic} Power [CHI { 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D |Note]
»
;Ophthalmic
Fetal
Abdominal
Intra-opcrative (Abdominat) PjP p P .2 P P 4,511

Intra-operative (Neuro)

L. aparoscopic

Pediatric ) )
Small Crgan (Specify) (1) P;P P P 2 P p 4,511
Neonatal Cephalic |
Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Mousculo-skeletal (Conventional)f P | P P ’ P 2 P _ P ) 45,11 .
Musculo-skeletal (Superficial) PiP P P 2 p P 4,511
Intravascular

Other (Specify)
Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)
Trans-csoph. (Cardiac)
Intra-cardiac

Other (Specify)
Peripheral vesset N | N N N 2 N | N 4,5,11
Other (Specify)

N = new indication; P = previously cleared by FDA; E ="added under this appendix
Previous 510(k) of the transducer: K110870

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M:; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode incledes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD, 2D/CWD;, BDF/CWD
Nate 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801 .}109)
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Toshiba America Medical Systems, Inc. 310(k) Premarket Notification
Aplio™3500(v2.1) TUS-A500 Ultrasound System
System: _Aplio 300, Aplio 400, Aplio 500 v2.1 -
Transducer;__ PLT-1204BT

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

Clinical Application Mode of Operation
Specific B | M |PWD{CWD; Color {Combined| THI §Dynamic Power j CHI ;| 4D { Other
(Fracks 3) Doppler | (Specify) Flow 2D [Note]
*
{Ophthalmic
{iFetal
Abdominal

Intra-operative (Abdominal)
Intra-operative (Neurc}

| aparoscopic
Pediatric
{1Small Organ (Specify) (1) PI.P| P P 2 P P P 4,5,6,7,11
Neonatal Cephalic :

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)

Musculo-skeletal )
{(Conventional) P1P P P 2 P P p 4,5.6,7,11

{iMusculo-skeletal (Superficial) Pi P P P 2 P P P 4.,5.6,7,11
Intravascular '
Other (Specify)
Cardiac Adult
Cardiac Pediatric

Intravascular (Cardiac)

Trans-gsoph. (Cardiac)

Intra-cardiac

Other (Specify) .
Peripheral vessel Ni N N N 2 N N N 4,5,6,7,11
Othier (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K110870

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD;, BDE/PWD; BDF/MDF; BDF/MDF/PWD ]
Note 3 Combined mode includes B/M; B/PWD; BDF/PWIY;, BDF/MDF; BDF/MDF/PWD; 2I/CWD; BDF/ICWD
Note 4 TDIL

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note & STIC

Note 9 3D Color {Volume Color)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRFSO!/.] 09)
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Toshiba America Medical Systems, Inc. ) 510(k) Premarket Notification
Aplio™300(v2.1) TUS-A500 Ultrasound System

System; __ Aplio 500 v2.1

Transducer:__ PLT-1204BX

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

Clinical Application Mode of Operation
Specific "B | M PWD{CWD] Color |Combined{ THI {Dynamic| Power { CHI j 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
*
Ophthalmic
Fetal
Abdominal

Intra-operative {Abdominal)

Intra-operative (Neuro)

1.aparoscopic
Pediatric
Small Organ (Specify) (1) PiP p P 2 P | P P 5,7
Neonatal Cephalic
Adult Cephalic
‘Trans-rectal

Trans-vaginal
‘Trans-urethral
Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional) PL1P P P 2 P P P 5,7

Musculo-skeletal (Superficial) Pl P P P 2 p P P 5.7
Intravascular
Other {Specify)
Cardiac Adult Y
Cardiac Pediatric
Intravascular (Cardiac)
Trans-esoph. (Cardiac)
Intra-cardiac

Other (Specify)
Peripheral vessel - _ PlP P P 2 P P P 3,7
Other (Specify)

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K110870

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/FWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDE/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color) -
Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

(Division -
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™3500{v2.1) TUS-A500 Ultrasound System
System: _Aplio 300, Aplio 400, Aplio 500 v2.1 '
Transducer:___ PLT-1204MV

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

Clinical Application Mode of Operation

Specific - B { M iPWD{CWD; Color {Combined] THI |Dynamic] Power { CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note] -
- * )
{Ophthalmic
Fetal
Abdominal

Im.ra-operativé (Abdominal)

Intra-operative (Neuro)
Laparoscopic

Pediatric

Small Organ (Specify) (1) PP p P 2 P p P P 157.89,10
Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)

Musculo-skeletal
{Conventional)

Musculo-skeletal (Superficial) P:P P P .2 P P P P 15,7.89,10
Intravascular
Other (Specify)
Cardiac Adult

Cardiac Pediatric

PIP P P 2 P P P P 15,7,89,10

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

:iOther (Specify)
Periphcral vessel Pi{P P |, P 2 P P P . P 5,7,8_,9,]0
Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendlx
Previous 510(k) of the transducer: K110870

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/ICWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8§ STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Coler
Note 11 Elastography
Note 12 Fusion
" Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc.

System: _Aplio 300, Aplio 400. Aplio 500 v2.1

Transducer;

PET-508MA

510(k) Premarket Notification
Aplio™500(v2.1) TUS-AS500 Ultrasound System

Intended Use: Diagnostic ulirasound imaging or fluid flow analysis of the human bedy as follows:

Clinical Application

Mode of Operation

Specific
{Tracks 3)

B | M IPWDICWD

Color
Doppler

Combined
(Specify)
*

THI

Dynamic
Flow

Power

Other
[Note]

CHI
2D

4D

Ophthalmic

Fetal

Abdominal

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify) (1)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
{(Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

413

[ntra-cardiac

Other (Specify)

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: None

Note 1 Small organ includes thyroid, breast and testicle,
Note 2 Combined mode includes B/M:; B/PWD; BDF/PWD; BDF/MDF; BDF/MDE/PWD
Note 3 Combined mode includes B/M;, B/PWD; BDF/PWD;, BDF/MDF; BDE/MDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8§ STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRFSOI 109)
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MAY 2012

Toshiba America Medical Systems, In¢.

System: _Aplio 300, Aplio 400, Aplio 500 v2.1
Transducer;,__ PET-510MB

510(k) Premarket Notification
Aplio™300(v2.1) TUS-A500 Ultrasound System

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

H Clinical Application Mode of Operation

Color
Doppler

Specific B | M {PWD{CWD/

(Tracks 3)

Combined
(Specify)
*

THI

Dynamic
Flow

Power

CHI | 4D j Other

[Note]

{Ophthalmic

Fetal

Abdominal

[ntra-operative (Abdominal)

Intra-operative (Neuro)

L aparoscopic

Pediatric

Smali Orgah (Specify) (D

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

4,13

Intra-cardiac

Other (Specify)

Peripheral vesset

Other (Specify)

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

Previous 510(k) of the transducer: K110870

Note | Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD, BDF/PWD; BDF/MDF, BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF, BDFMDF/PWD, 2D/CWD; BDFICWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)
Note 10 STIC Coler o
Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT

‘Pr%cri&[ion Use Only (Per 21 CRF801.109)
— AAW /
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Toshiba America Medical Systems, Inc.

System: _Aplio 300, Aplio 400. Aplio 500 v2.1

Transducer.___ PET-512MC

510(k) Premarket Notification
Aplio™3500(v2.1) TUS-AS500 Ultrasound System

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

Clinical Application

Mode of Operation

Specific
{Tracks 3)

B

M [PWD

CWD

Color
Doppler

Combined
(Specify)
*

THI

Dynamic
Flow

Power

CHI
2D

4D | Other

[Note]

Ophthalmic

Fetal

Abdominal

Intra-operative (Abdominal}

Intra-operative (Neuro)

[aparoscopic

Pediatric

Small Organ (Specify) (1)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

‘Trans-urethral

‘Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

4,13

[ntra-cardiac

Other (Specify) -

Peripheral vessel

Other (Specify) =

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103629

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF, BDF[MDFIPWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion

. Note 13 2D WMT

iption Use Only (Pef 21
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Toshiba America Medical Systems, Inc.

System: _Aplio 300, Aplio 400, Aplio 500 v2.1
Transducer:  PC-20M

510(k) Premarket Notification
Aplio™300(v2.1) TUS-A500 Ultrasound System

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

Clinical Application Mode of Operation

Color
Doppler

Specific B { M [PWD CWD

{Tracks 3) (Specify)
*

Combined! THI [Dynamic
Flow 2D

Power

CHI | 4D

Other
[Note]

iOphthalmic

Fetal

Abdominal

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify) (1}

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

iTrans-urethral

Trans-esoph. (non-Card.}

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)

Cardiac Adult P

Cardiac Pediatric P

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

. {|Peripheral vessel P

Other (Specify)

N = new indication; P = previously cleared- by FDA; E = added vnder this appendix
Previcus 510(k) of the transducer: K110870

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF, BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD, BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD;, BDF/CWD

Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC .
Note 9 3D Color (Volume Color)
" Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109) /\
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Toshiba America Medical Systems, inc.. 510(k) Premarket Notification
Aplio™500(v2.1) TUS-AS500 Ultrasound System

System: __Aplio 300, Aplio 400, Aplio 500 v2.1

Transducer; _ PC-30M

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

: Clinical Application Mode of Operation
Specific B | M {PWD{CWD| Color Cm:nbined THI {Dynamic| Power | CHL{ 4D | Other
{Tracks 3) ] Doppler { (Specify) Flow 2D [Note]
*
:Ophthalmic
Fetal
Abdominal

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

Pediatric

Small Organ (Specify) (1)
Neonatal Cephalic

Aduit Cephalic
Trans-rectal

‘Trans-vaginal

| Trans-urethral

| Trans-esoph. (non-Card.)
Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)

Cardiac Adult P
Cardiac Pediatric _ P

Intravascular (Cardiac)
Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)
:|Peripheral vessel P
Other (Specify)

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K 110870

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD, BDF/PWD;, BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD, 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color

Note 11 Elastography

Note 12 Fusion

Note 13 2D WMT
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