
510(k) Summary of Safety and Effectiveness: AUG 1 6 2012

Submitter's Name: Toshiba America Medical Systems, Inc.
Address: PO Box 2068,2441 Michelle Drive Tustin, CA 9278 1-2068
Contact: Charlemagne Chua, Manager Regulatory Affairs
Telephone No.: (714) 730-5000

Device Proprietary Name: DIAGNOSTIC ULTRASOUND SYSTEM
APLIO 500 MODEL TUS-A5QO 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 11

Ultrasonic Pulsed Doppler Imaging System - Product Code: 90-IYN
[Fed.Reg.No. :892. 1550]
Ultrasonic Pulsed Echo Imaging System - Product Code: 90-IYO
[Fed.Reg.No.: 892. 1560]
Diagnostic Ultrasonic Transducer - Product Code: 90-ITX
[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; 5 1 0(k) control number
K1 10870

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, lEG
60601 -1 (applicable portions), IEC 60601 -I-1 (applicable portion), IEC 60601-1-2 (applicable portion),
lEG 60601-1-4 (applicable portion), IEC60601-2-37 (applicable portions), lEG 62304 (applicable
portion) and the AIUNI-NEMA UD2 Output 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 lEG 60601 -1, IEC 60601-I-I1, IEC 60601-1-2, lEG 60601 -
1-4, lEG 60601-2-37 and lEG 62304.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Toshiba Medical Systems Corporation, Japan
% Mr. Charlemagne Chua AUG 1 6 2012
Manager, Regulatory Affairs
Toshiba America Medical Systems, Inc.
2441 Michelle Drive
TUSTIN CA 92780-2068

Re: K 121422
Trade/Device Name: AplioTM 500/400/300 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYG, and ITX
Dated: July 13, 2012
Received: July 16, 2012

Dear Mr. Chua:

We have reviewed your Section 5 10(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 AplioTM 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-5 IOMB
PVT-375MV PVT-745BTF PVT-705BTH PET-512MC
PVT-382BT PVT-745BTH PLT-805AT PC-20M
PVT-382MV PVT-745BTV PLT-1202S PC-50M



If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it

may be subject to such additional controls. Existing major regulations affecting your device can

be found in the Code of Federal Regulations, Title 21, Parts 800 to 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 80 1); 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 htp/%w~d~o/buFACnesfie/DHCR~fcsum 15809.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" (2ICFR 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.Qov,/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRI-' 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,
r

Janine M. Morri
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: Apliorm 500 /400/300 Diagnostic Ultrasound System

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),

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart 0) (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 (OIVO)

(Division ScnOf
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) NumberK i4



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTh500(v2.1) TUS-A500 Ultrasound System

System: Anlio 300 AnIlo 400. Anljo500 v2.l
Transducer: ___________

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

Clinical Application Mode of Operation _______ ________ _______ ________

Specific BJIM IPNI'NDColor Combined THi Dynamic Power CHII 4D) Other

(Tracks 3) Doppler (Specify) Flow 2D [Note]

Ophthalmic- -___ __ I -

Fetal jT 121 p P P P 5,7
Abdominal P P P P 2,3 P{ P P -P-- 5,7,12

Inn-a-operative (Abdominal) P P P P 2 PJ P P ,

Intra-operative (Neuro)I ________I

Laparoscopic ____

Pediatric P P P P 2,3 P P P P 5,7,12

Small Organ (Note 1) P P PP 2 P P P - j4,5,6,7,11

Neonatal Cephalic P P PfP P 3 P P P

Adult Cephalic P rP P r P 3 P P P - _ _

Trans-rectal P P P 2 P P P4,5,7,11

[Trans-vaginal P P PP 2 P} P P P {4,5,7
Trans-urethral- - I _____ ___

Trans-esoph. (non-Card.)I
Musculo-skeletal P I I
(Conventional) 1.-. - + 4,5,6,7,11
[Musculo-skeletal (Superficial) P P P P 2 P P 4,5,6,7,11

Intravascular
(Other (Specify)_____ ____

ICardiac Adult P P P 3 P P P P4
Cardiac Pediatric P P P___ [ 3 P1 P P P 4____

Intravascular (Cardiac) ___ I___ ____

Trans-esoph. (Cardiac) P P P___ P P 3 P 4

Intra-cardiac ____ ____ -
Perpheal esel P ~ P P. 14,5,6,7,11

N =new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer: K 110870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes DIM; BIPWD; BDFIPWD; BDF/MDF; BDFIMDFIPWD
Note 3 Combined mode includes DIM; BIPWD; BDF/PWD; BDF/MDF; DDF/MDFIPWD; 2DICWD; BDF/CWD
Note 4 TD1
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC /4 n A.

Note9 3 Colr (olum Coor)(Division Sign-Off)
Note 3D olor(Volme Clor)Divsion of Radiological Devices

Note 10 STIC Color Office of in Vitro Diagnostic Device Evaluation and Safety
Note I I Elastography
Note 12 Fusion 510K-
Note 13 2D WMT

Prescription Use Only (Per 21 CRF8O1.109)

A-1



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTs1iOO(v2- I) TUS-A500 Ultrasound System

System: Aolio 300, Anljo 400. Aolio 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 IM IPWDICWI) Color ICombined THi Dynamic Power CHII 411 Other
(Tracks 3) Doppler (Specify) Flow 211 [Notel

OPphthalmicj ___

IFetal I
alP P P I- P U P P 1

Ilnioeaie(Abdominal)-

Itma-operative (Neuro)

Laparoscopic i z I
jPediatric P - - - _____ 3 P P p_

ISmall Organ (Specify) (1) _________ I____
jNeonatal Cephalic P P P P P 3 P P P

lAdult Cephalic P P P P P 3 P P P- -

Ts-rectal - wi1
ITrans-vaginal ___- ___- I1

flTrans-urethralI j ___ ___ - - .

Trans-esoph. (non-Card.) I_____________
!Musculo-skeletal (Conventional) ___ ____

Musculo-skeletal (Superficial)

Intravascular ___- _______

1 Cardiac Adult 3 P P P i P41

Cardiac Pediatric P 3 P P P P 4,13

Intravascular (Cardiac) (ada)_I -

t
0the (Specify) I I - - ____

!Peripheral vesselI' t F- -1

[lOther (Specify ____

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer: K 110870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; BIPWD; BDF/PWD; RDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDFR'ADF/PWD; 2D/CWD; BDFICW~D
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 I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRF8OI.109)

,vivs.oflf Radidagi Dmvin A-2
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM500(v2.1I) TUS-A5QO Ultrasound System

System: Arlio 300, Anlio 400, Aolio 500 v2. 1
Transducer: PST-30BT

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

Ciial Application Mode of Operation _____ ____

Specific B I M PWD CWD Color lCombined THI Dynami.cj Power CHII 4D Other

(Tracks 3) 1Doppler (Specify) Flow {2D j[Note]
;Ophthalmic t___ ___- __

FetaW] - --

lAbdominal (Admnl P{P P P 3 P P P jii

lIntra-operative (Neuro) ___ ____

Laparoscopic- -- ___- ____

Pediatric P' P }P P P 3 P P P

Small Organ (Specify) (1)I
INeonatal Cephalic {P P P P P 3 P -

!Adult Cephalic P P P P 3 P P P 1

[Trans-rectal -- -_ _ __ l
ITranrs-vaginaI ____ ____

IlTrans-esoph. (non-Card.) - - - -____ -

Musculo-skeletal (Conventional) _ ______ _____

Miusculo-skceletal (Superficiail) _ __ Z Z .
i In ravascula, ____ I___I

O1ther (Specify) - - - ____ __

tiCardiac Adult P P P P *P 3 P P P P - 4,13

[Cardiac Pediatric P P P P P 3 P P P P 4, 13

Trn-I oh - - - ______ ______ -

1 Intra-cardiac,

1Other (Specify) I____- ____. i~ z
>Other (Specify)____ - -I-

N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer. K 110870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; R/PW-D; RDFIPW D; BDFIMDF; BDFA4DFIPWD
Note 3 Combined mode includes RIM; BIPWD; BDFIPWTD; BDFIMDF; RDFIMDFIPWD; 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 I0 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Precri. fi seOnly (Per 21 CRESOI .109)

DV -on Silgn-ff)
Division of'Radi6ogoqcal'ocv-L

~ KW14~ ~A-3
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM500(v2. 1) TUS-A500 Ultrasound System

System: Anlio 300. Apljo 400. Anlio 500 v2.1I
Transducer: PST-50BT

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

Clinical Application Mode of Operation ___ ____- ___ - - ____I

Specific B M [PWDICWDI Color Combined THi Dynamic Power CHII 411 Other
(Tracks 3) }Doppler (Specify) Flow J211 [Noe]

'Ophthalmic[ ___I

ilFetal -- I_ _ _ _ _ _

IjAbdominal E E IE F 3 F 1 E E 11I

jntaoeaie(Abdominal)_ __- E_
Intra-operative (Neuro) ________ . - __ I____
fLaparoscopicE EF 3 B F F

jPediatric E E E____ E____ E__3_EE E

Small Organ (Specify) (1) ____

Neonatal Cephalic E F E 3 F E PE-

[Adult Cephalic, E E E 3 LE E E

Trans-rectal - t________
ITrans'vaginal

jTrans-esoph. (non-Card.) . ~ ..
IMusculo-skeletal (Conventional) ______ ____

Mus"ulo-skeletal (Superficial) 1 -
_ _he i_____- 

I1
Intravcul.ar- - ____

1thr(Specify) f-I
jCardiac Adult E F I1 E I E 3 EF E E 41

Cardiac Pediatric E E EF Ej E 3 F E41

Intravascular (Cardiac) ____ 3 F 43

i Trans-esoph. (Cardiac) - 1-- ___

1Intra-cardiac _________ ___ j____
jOther (Specif') ___ ____.-.-----Ti

jPeripheral vessel ____ _____ ____

I lOther (Specify) ___ jJ
N = new indication: P = previously cleared by FDA; FE added under this appendix
Previous 5 10(k) of the transducer: K090158

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes RIM; B/PWD; BDF/PWD; BDFIMDF; BDF/MDF(PWID
Note 3 Combined mode includes BIM; BIPWD; BDF/PWVD; BDFIMDF; BDF/MDFIPWD; 2DICWD; BDF/CWD
Note 4 TOI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
Prescription Use Only (Per 21 CRFSOI.109)

(DISIon Sign-Off) -

Railoia Devica

Sim~44 ~ A-4
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM500(v2. I) TI.S-A500 Ultrasound System

System: AnIio 300. Aolio 400. Anlio 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 IM ]PWD CWO Color Combined TI Dynamic Power CHI 4D Other
(Tracks 3) { jDoppler (Specify) IFlow 2D [Note]

Ophthalmic I_ _I_

!lAbdominal - E E E E -EE-

Iota-operative (Neuro)- I-I -. ____

Neonatal Cephalic E E IE E E 3 E I, E___
,Adult Cephalic E E E-f 3 E ± -E

Trants-rectal

1Trans-vaginal -I-- I___
Trans-urethral ____ ____

tTraris-esoph. (non-Card.) ____ ____ ~____- I____
Musculo-skeletal (Conventional) _____

fMusculo-skeletal (Superficial) - -I- -----

Other (Specify)- - I- -

[Cardiac Adult BE E E B 3 EJE E El 4,13

Cardiac Pediatric E F 3 EJ E E E 4,13

Intra-acul(ardiac )_____-

ITrans-esoph. (Cardiac) I-___
[Other (Specify) - ___ ___

IPeripheral vessel

1Other (Specify) ____

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer: K103645

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; BIPWD; ROE/P WD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes BIM; B/PWD; BDF/PWD; ROF/MDF; BOFIMDF/PWD; 2D/CWD; EDF/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 I I Etastography
Note 12 Fusion
Note 13 2D WMT

Precrptin se nl(Per 2I CIRFSO.109)

A-5
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Toshiba America Medical Systems, Inc. 5 1 0(k) Premarket Notification
AplioTM1500(v2I) TUS-A500 Ultrasound System

System: ApIjo 300. AnIin 400. AnIlo500 v2. I
Transducer: PVT-375BT

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

Clinical Application Mode of Operation __

Specific B IM IPWDICWDI Color lCombined THi Dynamic Power CHII 4D) Other
(Tracks 3) Doppler (Specify) Hlow 2D [Note]

Ohthalmic I_____ ____I ____

iFetal jP P P P 2 P P I ,

iAbdominal ]P P P P 2 P P P__ 5,7,11,12

Infra-operative (Abdominal) I -____-I -

Intra-operative (Neuro)1 ___ 1____
,jLaparoscopic - ___- ___ - - -

Pedatri IIPll P P 2 P P P5,7,12
iSmall Organ (Specify) (I) I
Neonatal Cephlic I__________

lAdult Cephalic ___ ____ I
Trans-rectal

lrans-vaginal

jTrans-esoph. (non-Card.) I... ___ - _______

Mucuosklea (Conventional) _ __1 - _____ - - -

iMusculo-skeletai (Superficial) ~ 1
O1ther (Specify) ____ ____

lCardiac Adult ____

lCardiac Pediatric

jjtntravascular (Cardiac)

ITrans-esoph. (Cardiac) ________ ____

hintra-cardiac I. _________

O0ther (Specify) -I-

Ote(Speci I .

N = newv indication; P = previously cleared by FDA; FE added under this appendix
Previous 5 10(k) of the transducer: KI 10870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/tM; RIP WD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
NoteS3 Combined mode includes RIM; BIPWD; BDFIPWND; RDF/MDF; BDFIMDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPue
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRFSOI.109)

(lIIt'nSign-Off)
Olilofi Of Radiological Dovisi1 A-6
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification

AplioTm500(v2. 1) TUS-A500 Ultrasound System

System: Aplio 300, Aoilio 400, Aplio 500 v2.1
Transducer: PVT-375MV

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

Clinical Application jMode of Operation ____ ____ ___

Specific B IM JPWD CWD Color Combined TIl ]Dynamic Power CHI 4D Other
(Tracks 3) .Doppler (Specify) JFlow 2D[Note]

Ophthalmicj 1
lFetal P PjP P 2 P P PN 5,7,8,9,101

~Abdomninal P P JP P 2 P P N 5,7,8,9,101
Inua-operative (Aeuromi) PP i
Inrteative (bduom inall - _ _I__

Laparoscopic
Pediatric P P P 2 P P N 5,7,8,9,101

ISmall Organ (Specify) (1)

Neonatal Cephalic

iTrans-rectal

[Trans-vaginal- -

Trans-urethral- - - ___ ____

1Trans-esoph. (non-Card.) ____ ____

Musculo-skeletal
(C onventional) ______________ _____________________________ ____________

lMusculo-skeletal (Superficial) _ _________ ____

Cardiac Adultj- ___

4Cardiac Pediatric ____ ____ - -l--

Ijnt13ascul&r (Cardiac) ____ ____ -

[Trans-esoph. (Cardiac) I - - _____ -- I ____

Intra-cardiac I -- - - ____

[Other (Specify)IL .i..i________ ...i___ -. ____

N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K 103645

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/P WO; BDFIPWD; BDF/MDF; BDF/MDFIPWD
Note 3 Combined mode includes BfM; BIPWD; BDFIPWD; BDFIMDF; BDFIMDF/PWrD; 2D/CWD; BDFICWD
Note 4 TDL
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRFSOI.109)

(DgvrsionignnfflA-
~, ivisin Of Rn E -Qo rf)

MAYA2 2 doogia, D@vica 510(k): APLIO 5001400/300, v2.1
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTMiOO(v2. 1) TUS-A500 Ultrasound System

System: Aplio 300. Anlia 400. Anlio 500 v2.1
Transducer: PVT-382BT

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

Clinical Application Mode of Operation _ ____ ____ ___
specific Bi I M IPWDICWD Color Combined THi Dynamic Power jCIII 411D Other

(Tracks 3) j-Doppler (Specify) jFlow j2D1 INotel

iOphithalmic ___ _ _ _ ___

Fetal P P P P P 5,7

1Abdominal P P pP 2 P iP 1 ,

Intra-operative (Abdominal) - --

Intrai-operative (Neuro) ________ .t- _____I

Laparoscopic -- [___ - -___

[Pediatric pP P P 2_ P PT 5,7

iSmall Organ (Specify) (I) 1___ 1 1__

INeonatalCephalic {
Adult Cephalic - -- ___ r____
Trans-rectal I - I_____1____
Trans-vaginal - - -I_____ -- - ____

ITrans-urethral -J- - -_____

jTrans-esoph. (non-Card.) I L. -. ___ l____ -____

iMusculo-skeletal (Conventional)j _j ______I_____ ____

Musculo-skeletal (Superficial) f _____ ____ ____- -____

Intravascular I... ___I____ ___ ___

'Other (Speci f') II _ _ _I- _

Cardiac AdultI _ __ _

jCardiac PediatricI _____ ___ ____

Trans-esoph. (Cardiac)- ___ ____ ____

Intravacul(ardiac )__ -___ __ - - - ___

I 10ther (Specify). _ ___

N new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K 103645

Note I Small organ includes thyroid, breast and testicle,
Note 2 Combined mode includes RIM; R/P WD; RDFIPWD; RDF/MDF; BDF/MDFIPWD
Note 3 Combined mode includes RIM; BIPWD; I3DFIPWD; BDFAIDF; BDFIMDFIPWD; 2D/CWD; BDFICWD
Note 4 TOI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color

Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRF 8OI.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM"500(v2. 1) TUS-A50OO Ultrasound System

System: Aplio 300. Aplio 400, Anlio 500 v2.1I
Transducer: PVT-382MV

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

Clinical Application Mode of Operation ____ ____

Specific B M PWVDICWD Color Combined THIl Dynamic Power CHII 4D Other
(Tracks 3) -Doppler (Specify) Flow 2D INotel

O phthalmic j ________

__________________ P 2 P i___ P' p 5,7,9

________ p P J __ 2. ___ ___

Ilna-operative (Abdominal) {- __________- ____- ____

[Intra-operative (Neuro) - --- ___

Pediatric P P p p P 5,,

[1Sinai Organ (Specify) (1) -- I _______

~onatal Cephalic I ____ ____I ___

jAdul Cehalic{t-----

jTrans-vairlecud ________

fTrans-urethiral ______ __

Trans-esoph. (non-Card.)T- ____

'Musculo-skeletal (Conventional)

IusulPserna Sufcial)J
ItravascularT

IOhr (Specilzy'____ _ __ _ _- _ _ _

Cardiac Adult 1
[Cardiac Pediatric _____ ____

iIntravascular (Cardiac){ ____

Intra-cardiac- ________

[Other (Specify)--- _______

Peripheral vessel ~____I_____ I________
( Other (Specify) I ___ ____

N = new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 1 0(k) of the transducer: K 103645

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDFIMDF; BDF/MDF/PWVD
Note 3 Combined mode includes BIM; B/PWD; BDF/PWD; BDFIMDF; BDF/MDFIPWD; 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 I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CR F801.109)

f
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Toshiba America Medical Systems, Inc. 5 10(k) Premnarket Notification
APlioTM"500(v2. 1) TUS-A500 Ultrasound System

System: Aolio 300. Anlio 400. Aplio 500 v2.I
Transducer: PVT-661IVT

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

Clinical Application Mode of Operation ____ ____ ___

Specific B IN1I PWD CWDJ Color Combined THi Dynamic Power ICHII 4D Other
(Tracks 3) Doppler (Specify) Flow 2D [Note]

10phthalmic I__ __ __ ___

fAbdominal -- ___

lIntra-operative (Abdominal) - ____ ____

lInt-a-operative (Neuro)I ___ _____-I- -

Laparoscopic1 ___ ___ --
Pediatric.- - - - _________ ________

Small Organ (Specify) (l) .I_

INeonatal Cephalic I ____ ~ 1 __

Trans-rectal P }P P P 2 PJ P P 4,5,7,11

rn-gial P P P P 2 P P P 4,5,7,11

jTrans-uetoha (non-Cud.)____

IMusculoskta Coventional) __ ___ __ _

I[M u scu lo -sk e le ta l (S u p e rfic ia l) _ _ _ _ .- 
_ _ _ _

'Other (Speci f)I
SCardiac Adult

Intravascular (Cardiac) ____

Trns::ph (Cardiac) r _ __ _

Other (Specify').I---- --.- - ____ - _______

Peripheral --ssel
,,pther (Specify) ____-____

N = new indication; P =previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: KI 10870

Note I Small organ includes thyroid, breast and testicle.-
Note 2 Combined mode includes BIM; B/PWD; RDFIPWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; EIPWD; BDF/PWD; BDFIMDF; BDF/MDF/PWrD; 2D/CWD; BDF/CWD
Note 4 Tt)I
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 31) Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRFSOI.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTm500(v2. 1) TUS-A5CO Ultrasound System

System: Alio 300. Aplio 400. Alio 500v2.1I
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 I M1PWDICWD 1Color Combined THi fDynamic Power CHI 4D Other
(Tracks 3) Doppler (Specify) jFlow j2D [Note]

Ophthalmic 
j ________

,Fetal P P1 P~ ___ 2 P p p 5,7

1Abdominal p PtF P___ P 2 P P p 5,7

lntra-opcrative (Neuro)I

Pediatric____ p p IP - 2__I.. P P - 5,7
SmllOgan (Specify) (1) 2

INeonatal Cephalic ____ _________

Akdult Cephalic ____ ____ ___ ___

Ikrans-vaginai _ __ __ {-__
flTrans-urethral ____ I

4Trans-esoph. (non-Card.) - jI____ ____ ___

Musculo-skeletalI

(Conventional)
1l usculo-sjkeletal (Superficial) _ __J_________ ____

iCardiac Adult -___

Cardiac Pediatric ____ _____ ____ ________

Iintravascular (Cardiac) ___ ___ ____

Trans-esoph. (Cardiac) -____

Intra-cardiac .____ - - -I ____

Other (Specify) ________ ___

Peripheral vessel- ___

tOther (Specify) 1 - i-. _ _

N = new indication; I' = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: KI 10870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; HIPWD; BDF/PWD; BDF/MDF; BDFIMDF/PWD
Note 3 Combined mode includes R/M; B/PWD; I3DF/PWD; BDFIMDF; BDF/MDF/PWD; 2DICWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STI C
Note 9 3D Color (Volume Color)
Note I0 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Pse nUseonl (Per2 C 1.
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM"500(v2. 1) TUS-A500 Ultrasound System

System: An~lio 300.Aplio 400. Aplio 500v2. I
Transducer: PVT-675MV

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

i Clinical Application Mode of Operation _________

Specific B IM JPWD'CWD Color lCombinedf Till Dynamic Power CHII 4D Other
(Tracks 3) jDoppler (Specify) j Flow 2D [Notel

jOphthalmic ~P 2P PP 57891

I!Fetal - 2 P 5,,910

Abdominal jP P P 2 P P P 5,7,8,9,101
1,lntra-operative (Abdominal) -- -I- - -. .

I Lap scopie
P dao_ P P Pp 2 P P P j P 5,7,8,9,10

[iSmall Organ (Specify) (1) - ___ irn z i -

INeonatal Cephalic ____ ____

Adult Cephalic-

,lTrans-vaginal I i ii.________ ___ 1 ___

I LC on v ue o al h___I
iTrans-esoph.a(non-Card.) -- -____

IMuscuio-skeietai Spriill __I -- ___

u_ ____ FL_
Olther (Specify)

'Cardiac Adult ___

Cardiac Pediatric _____

Trans-esoph. (Cardiac) I____ _____ ____

IIntra-cardiac ____

!iother (Specify) I - ______ __

N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K 110870

Note I Small organ includes thiyroid, breast and testicle,
Note 2 Combined mode inctudes BIM; BIPWD; BDF(PWD; BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes BIM; BIPWD; BDFIPWrD; 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 I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CF0 9
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTm500(v2. I)TUS-A500 Ultrasound System

System: Alo 300. Aplio 400. Auio 500v2.1I
Transducer: PVC -68 IMV

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

Clinical Application Mode fOaio ,- -

Specific B N IPWDICWD Color CombinedITHi Dynamic Power -CIHI 4D Other
(Tracks 3) 1Doppler (Spe cify) Flow 2D INotel

;Ophthalmic --- ____

IAbdominal I I____ ____i
jIntrat-operative (Abdominal)- --- J____
IJntrat-operative (Neuro) I____
]Laparoscopic,_________ -____

lPediatric (pei)(I ___

Neonatal Cephalic ____- - ___

AutCephalic -
jTrans-rectal -- P P P 2 p p p P 4,5,7,9,11
jTrans-vaginal P P P P 2 P P P P M5,7,9,111

!i ucl-kltl(Superficial) - _ _ _ _ _ ~ _ _

lintravaseular -I

!pZther (Specitf') ____ _____j___

I jCardiac Adut _________ ____ I___
,Cardiac Pediatric

111nwayascular (Cardiac) - - -____ --

Trans-esoph. (Cardiac) ____

fnra-cardiac P=thsapni

! Peripheral vessel

N =newindcaton;P =previously cleared by FDA; E =added underthsapni
Previous 5 10(k) of the transducer: K 110870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes RIM; RIP WD; BDFIPWrD; BDF/MDF; BDFIMDFIPWD
Note 3 Combined mode includes RIM; RIPWD; BDFIPWD; BDFIMDF; RDFIMDFIPWrD; 2D/CWD; RDF/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 I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRFS0 1.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM500(v2. I )TUS-A500 Ultrasound System

system: Anlio 300. Aolio 400. Aplio 500 v2.1I
Transducer: PVT-712BT

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

Clinical Application Mode of Operation ____ - ____

Speifi BI N IP*VICN'D Color Combined THI Dynamic Power CHIi 4D Other
Spacifi 3) Doppler (Specify) IFlow 2D) lNotcj

~Fetal ___

Abdominal P 2 p P p 5,7

Intra-operative (Abdominal) - ________

ilntra-operative (Neuro)al____

Pediatric pp~ [ Pp 2 P1 P P 5,7

i Small Organ (Specily) (1) - - :----. - ____

INeonatal Cephalic P P P P 2 p jP P 5,7

1Adult Cephudic _ _

T1'ranrs-rectal I____
,lTrans-vaginal T iI I ______

ITrans-urethral - - ______ _ __

ITrans-esoph. (non-Card.) ____ ____ ___

IMusculo skeletalI
(Conventional) --

JMusculo-skeletal (Superficial) ___ _____

jOther (Specify) _ _

'Catrdiac Ault____
iCardiac Aedultric

Ifntravascular (Cardiac) -
ITas-esoph. (Cardiac) ____

fintra-cardiac,

Other (Specify)____

Peripheral vessel WZ __ I
1,Other(Specify)I_____ .. L......
N =new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: KI 10870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes RIM; BfPWD; RDF/PWVD; BDFIMDF; RDF/MDFIPWD
Note 3 Combined mode includes RIM; B/PWD; BDFIPWD; BDFIMDF; RDFIMDFIPWD; 2DICWD; 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 I I Elastography
Note 12 Fusion
Note 13 2D WMT

Ps Per 0.0
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTrm S0O(v2.1) TUS-A500 Ultrasound System

System: Anlio 300. Aolio 400. Anlio 500 v2.1
Transducer: PVT-745RTF

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

Clinical Application Mode of Operation ________

Specific B M IW fnCWD' Color JCombinedi THi Dynamic Power CHI 4D Other
(Tracks 3) Doppler I(Specify) Flow I 2D INotel

:Ophthalmic _______ }___I __ I I
Fetal t....i~ 2 1 Z ____

i bdominal IE E EIE EJ 2 Ej E E l 5,7j
jlta-praie Adoial E E Ej E___ 2 E E E __ 5,7

ILaparoscopicI i... ____ I____ I I
Pediatric ___ ____I ____ ___I ___I

Small Organ (Specify) (1) E E E E 2 E E B __ 5,7
Neonatal Cephalic ____ ________

Adult Cephalic ____ ___ I____
ITrans-rectal _ _

Trans-vaginal ____ _____ ~l I ____

Trans-urethral i i ____I____IA____I___F A ____

jTrans-esoph. (non-Card.) _________ - ___ _______

iMusculo-skeletal l i I
E; usCon ketio a) Spriil ____ _____ ___

(luCo eetal (Superficial)___ti~_____ I ____

[ Intravascular ___ ___ .___ 11
Olther (Specify) III~ I____I____ i____ ___

Cardiac Adult.i iz ___I__
Cardiac Pediatric i _________j

Intravsesoph (Cardiac) ____ ____ z z ____________

Itravscularh (Cardiac) 1-
lOther (Specify) ___I ____ _ __ ____

Ote(Pecit) II I____ ___

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

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes RIM; BIPWD; RDFIPWD; BDF/MDF; BDF/MDFIPWD
Note 3 Combined mode includes RIM; BIPWD; RDF/PWD; BDFIMDF; BDFIMDFIPWD; 2D/CWD; RDFICWD
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 I I Elastography
Note 12 Fusion
Note 13 2D WMT

P'ec Use 0 (Per1180

Ojvis.-sn of Radiolog~DWoovk A-I5



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM500(v2. 1) TUS-A500 Ultrasound System

system: Aqua o300. Aolio 400. Anlio 500v2.l
Transducer: PVT-745BTH

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

Clinical Application Mode of Operation ____ ____ ________

Specific jB I M PDCDColor lComrbinedI THi Dynamic Power CHII 14D Other
(Tracks 3) DP1~woppler (specify) Flw2D j Notej

Ophthalmic _____I ____I________

Fetal 1111 EE 2 FE~ E
jAbdominal E E F1 __ ___ __

jlntra-operative (Abdominal) EF E [E ! E 2 EF E E~
1ntra-operative (Neuro) I I____ ____ .I... __ ___

1 Pediatric I- -- -____
[Small Organ (Specify) (1) E I [E E E 2 E E ___ E 5,7_

[Neonatal CephalicI li1______ _____

lAdult CephaliciIi~Ii 11___11I
Tjran!-rectal ~________ z ___ 

___

1Trans-urethral ____I_____I ___ _ ______

[lTrans-esoph. (non-Card.) __ _ ____I____

I!KMusculo-skeletal (Superficial) ____ I ____ I
lIntravascular 

____ _____ I__ __I___

[Other (Specify) . I .. I____II___ - ____

[Cardiac Adult I-~I- ___I____ ___-I- ___

~Cardiac Pediatric III I j I ___ ___

J1Trans-esoph. (Cardiac) _ ______ ____

,4lntra-cardiac V 1 1 . ____1 ___ ___

[O0ther (Specify)11 1 ___ ____I _______

inepherl vesselII ____ I____ I I____

N =new indication; P =previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: None

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; BfPWD; BDF/PWD; BDFIMDF; BDF(MDFIPWD
Note 3 Combined mode includes RIM; B/PWD; BDF/PWD; RDFIMDF; BDFIMDF/PWD; 2OICWD; BDF/CWD
Note 4 TDI
Note 5 ApliPmte
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
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Toshiba America Medical Systems, Inc. 5 510(k) Premarket Notification
AplioTM500(v2.1) TUS-A500 Ultrasound System

system: Apljo 300. Apljo 400. Anlio 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 ____ -

Sp ecific B M1 IPNW*D CWDJ Color Combined THi Dynamic Power CHII 4D Other
(Tracks 3) I IDoppler (Specify) Flow 2D [Note]

;Ophthalmic .- ____

jFetal .-

1Abdominal --P p 2 p - p 5,7

Intrat-operative (Abdominal) P' 1 P P p 2 P±j P: P 5,7

Iotra-operative (Neuro) - - - ____ ____ ___

aprcscop ici-c-
jPediatric - j______ _______ -

Small Organ (Specify) (1) 1________ ___

INeonatal Cephalic I____
Adult Cephalic I ________ _______

T_______a_______ I_____ _____ I ____ -

Trans-vaginal - --

Trans-urethral - - --

[Frans-esoph. (non-Card.)-

Musculo-skeletal (Superficial)_ z t
Intravascular I- ___

tCardiac Adult 1 1 _______

flCardiac Pediatric

jIntravascular (Cardiac)f - ___

iTrans-esoph. (Cardiac) f___ ___ ___-___

!Other (Specify) I________ ___

IPeripheral vessel I I _ __ __ l

O0ther (Specify') I i I
N = new indication: P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: KI 10870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B[M; B/PWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; RDFIMDFIPW;D; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 Microlure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Pres1 ripti Use Only (Pe I CRF8O 1.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Prernarket Notification
AplioiT s500(Q2. 1) TUS-A500 Ultrasound System

System: Alio 300.Anilio 400. Alio500 v2.1
Transducer PVT-770R

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

Clinical Application Mode of Operation _____ _____

Specific B M PWVD CVD1 Color Combined THi Dynam ic Power CHII 4D Oilier

(Tracks 3) IDoppler (Specify) -Flow 2D INotel

'Ophthalmicj ______ - - -

Petal ____- ____-

ilAbdominal ___-

11ltia-operative (Abdominal) -

Ijnnr-operative (Neuro) _ -- I
Neonatal Cephalic -- ____-

{jdult Cephalic - l - 4571

ITrans-rectal E FE E E 2 E F E l 4,5,7,11]

~Trans-vaginal E F____ E 2 E E E4,57,1

[Trans-urethral ___Ij____

M~~~s____ .___ 
-scca 

(Covetioal

dintr-avascular I____ ___ ___

jCardiac Adult
ijCardiac Pediatric

iltntiavascular (Cardiac) - ____

Trans-esoph. (Cardiac)- - -j- - - - -

Intra-cardiac I____
IInhe-r (Specif~y) -3I ____ ___I ____

Peripheral vesli____ ,-
dOther (Specify) I1- I
N.= new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K 103645

Note I Small organ includes thyroid, breast and testicle,
Note 2 Combined mode includes RIM; B/PWD; BDFIPWD; RDF/MDF; BDFIMDF/PWD

Note 3 Combined mode includes RIM; BIPWD; BDF/PWD; BDFIMDF; RDFIMDF/PWD; 2DICWD; BDFICWD

Note 4 TOI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note S STIC
Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRFSO 1,109)
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Toshiba America Medical Systems, Inc. 5 1 0(k) Premarket Notification
ApIioTM500(v2.l1) TUS-A500 Ultrasound System

System: Aullo 300. Anljo 400. Aquao 500 v2.1I
Transducer: PLT-604AT

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

Clinical Application- Mode of Operation _________ ____

Specific B MI PWDICWD Color Combinedf THi Dynamic Power [CHI 4ID Other

(Tracks 3) JDoppler (Specify) f Flow 2D [Note]

Ophthalmic ___ __ I -
[Fetal - - - -- _ _ _

[Abdominal -- - -- -- - ___

,intra-operative (Abdominal)- -

Intra-operative (Neuro) ____ _____ ____

ILaparoscopic i____ -{- I___
fPediatric- j
fSmall Organ (Speciy)(1) E E E -~ E 2 E E E 5,-7

lNeonatal Cephalic ________ I
jAdult Cephalic,________ ___

jTrans-rectal 1 ___ ____ ___ ___

17frans-vaginal --

Vrans-uretlual -

~Trans-esoph. (non-Card.) - .I----____

jMusculo-skeletal E E E I 2 E E E 5,7

[(uCov eet al (Superficial) E IE f E E 2 E E E 5,7

ilcardiac Adult ____

lCarndiac Pediatric ____ ____ ___

jjTrans-esoph. (Cardiac) __ ___ I___
Intra-cardiac -. _____I ___ ___

[Other (Specify~) - I Z~.~ ____I ___

Peripheral vessel E E F £ 2 -
ijOther (Specify)- -- -

N =new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transduc er: 103645

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes ElM; E/PWVD; BDF/PWD; BDFIMDF; BDF1MDF/PWD
Note 3 Combined mode includes RIM; B/PWD; BDF/PWD; RDFIMDF; BDF/MDF/PWD; 2DICWD; 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 I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (P r 21 CRAOI1.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTm500(v2. 1) TUS-A500 Ultrasound System

system: Anlio 300. Anlio 400. Aylio500 v2.l
Transducer: PLT-704AT

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

Clinical Application Mode of Operation ____ ____ ___

Specific B I M PWD CWDI Color Combined THi IDynamic Power CHII 4 'D Ohe
(Tracks 3) }Doppler (Specify) Fflow 2D j, !.tr!

Ophthalmic--

11Fetal ~~z 1  _ _ ____

__________________________ (Abdominal)_____ ~ - ______

Intra-operative (Neuro) -
Laparoscopic

Pediatric-J - - -

SalOrgan (Specify) (1) E E 2 E 5,

iNeonatal Cephalic ~-____±- ___

Adult Cephalic ___j

Trams-rectal h m___ ____ - ______

Trans-vaginal(n-Cad)1t

Trans-esoph. (non-Cud.)___ -t

Musculo-skeletal E E E 1 2 E EF E5,
I(Conventional) I_ _I_ _ _ _

[Musculo-skeletal (Superficial) E E E 2 E EF 5,7

Intravascular
IOther (Specify) j-
I Cadiac Adult _ _ t _
~Cardiac Pediatric - - - -- ~--
Intravascular (Cardiac)- - - - - ___-____

Trn-sp.(Cardiac) - -_ _ _ _ _ _ _ _-_ _ _

iOther (Specify)- 1___ -

IPeripheral vessel J E E EE 2 E F E 1,7
itOther (Specie') ___ ___ I__
N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K 103645

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDFIPWrD; BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; SIPWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TEN
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Us n Pr 21 CRFdOI.109)

(DIvision Sign-off) A-20
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification

AplioTm500(v2. 1) TUS-A500 Ultrasound System

System: Aplo 300. Aplio 400. Anlio 500 v2.1I
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 Il N PWD1CW*D Color jCombined Till Dynamic Power CHII 4D jOther
(Tracks 3) jDoppler j(Specify) Flow 2D [Note]

iOphthalmic -

Fetal_ ___

Intra-operative (Abdominal)-- -

Intr-operative (Neuro) _________

[jSmall Organ (Specify) (1) P P P____ -i 2___ -1---- 5,

JNeonatal Cephalic ____ ___ ___

Adult Cephalic ______ 1 i __i Trans-rectal __I___ _ _ I-- - -

(Conventional) jp Pp
MuclWseea (Spefcil) P P- 2 P _ P P5,

Other (Specify) *1____ ____

[Cardiac Adult ____ ____

ICardiac Pediatric

Intravascular (Cardiac) z-
jTrans-esoph. (Cardiac)- - - - _____ ____

linta-eardiac I-- j
jPeripheral vessel PP PP 2 P P P 5,7__

Other (Specify)1 L... ___ .* - - - -
N = new indication: P = previously cleared by FDA; E =added under this appendix
Previous 5 1 0(k) of the transducer: K 110870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; BIPWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDFIMDF/PWD; 2D/CWD; BDF/CWD
Notc 4 TDI
Note 5 ApliPiire
Note 6 Micro~ure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography .---

Note 12 Fusion
Note 13 2D WMT(

srpinuse 0 Iy (Per 1 0

* (visio ign-Oif)
o isioWn of RadiologlCal Devices A-21
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM500(v2. 1) TUS-A500 Ultrasound System

System: Aniljo 300. Arlin 400. Aolio 500 v2.1I
Transducer: PLT-705RTF

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

Clinical Application 'S~of Operation - _-_ - -_

Specific -B IM IPWDfCWD Color ICombinedl THI Dynamic~ Power Cull 411 Other
(Tracks 3) - j Doppler (Specify) Flow j 21INotel

Ophithalmic ___II I-.
jAbdominal Ei E E 2 E E___ E 5,7

Intra-operative (Abdominal) 1 E E 2 E E E5,

Iutra-operative (Neuro) i E FI ____

jPediatric I__z z j____ ____I

Neonatal Cephalic- -I ___

IAdult Cephal i ____

Trans-rectal ---

Trans-vaginal ___ ____

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

(Conventional)__ -

Musculo-skeletal (Superficial) -____

fIntravascuiar -

IOther (Specify)I- - -

TCardiac Adult I____ ___

Itravascular (Cardiac) 11 1 11 - ____

Tassopb. (Cardiac) - ___ ____ . I

[Other (Speci fy) -____

Prphera vessel 1____Ii
N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 1 0(k) of the transducer: K1 03645

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; BIPWD; BDF/PWD; BDF/MDF; BDFIMDF/PWD
Note 3 Combined mode includes B/M; BIPWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; RDF/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 I11 Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CE$1)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio' mSOO(v2. 1) TUS-A500 Ultrasound System

System: Anljo 300. Anljo 400. Aolio 500 v2.1I
Transducer: PVT-705BTH

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

Clinical Application IMode of Operation ______ __

Specific B MN jPWVDCWDj Color rCombined THi Dynamic Power CHII 4D Other
(Tracks 3) Doppler (Specify) }Flow 2D [Note]

:Oh thalmnic Z ~ Z~_ _t_
IOetal ____ ___ _ __

dAbdominal E E I E I F 2 E E E 5,7

Inr-prtv (Abdominal) ELE E J IE 2 E E EF,

intran-operative (Neuro) ____ 1____- ____j

fLaparoscopic ____ ____ ___ ___

[Pediatric If ____

4Smal Organ (specif) (1) ___Nentl--L...-

tAdult Cephalicy.. 1.. - ____________

ITrans-rectal ____ ___ _ ____

Tfrans-vaginal ______tt__

Trans-urethral ___I ___I

Trans-esoph. (non-Card.)j __ _ _____ 1____
Musculo-skeletal I ~-
(Conventional)I - ____ ____I

Musculo-skeletal (Superficial) _ __ -j____- -

Intravascularm-__ T__
jOther (Specify) ___ _____

'Cardiac Adult -- ____I_____1____I

,Cardiac Pediatric _ _ __ _

Iltravascular (Cardiac) x
I Trans-esoph. (Cardiac) I F I~___
Ilna-cardiacI____L
1Other (Specify) ___1 - -

Peripheral vessel __ _ _____ I
Other (Specify)1. i

N = new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K103645

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; EDEIMDF; BDF/MIJF/PWD
Note 3 Combined mode includes B/M; B/PWD; RDF/PWO; BDFIMDF; BDF/MDFIPWD; 20/CWD; BDF/CWD
Note 4 TOT
Note 5 ApliPure:
Note 6 MicroPure
Note 7 Precision Imaging

Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMTr

Prescr ton Use Only (Per 21 CRF8OI.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTMSOO(v2.1) TUS-A500 Ultrasound System

System: Alio 300. ApiO0.Aulio 500v2.1I
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 IM IPWD CWD Color Combined THi IDynamic Power iCHII 4D Other
(Tracks 3) Doppler. (Spe cify) Flow 2D [Note]

!Ophthalmic _1

jiFetal _ _______ __ ________

IAbdominal

. lntra-operative (Abdominal) 1________
Intri-oprative _________

jLaparoscopic

Pediatric _________I

Small Organ (Specify) (1) P P PP 2 P P P ' 5,6,7,11
Neonatal Cephalic1 1 ________I ___ t - ____

Adult Cephalic ______________

ITrans-rectal -~ ~ ~ 1
ilfrans-vaginal
Tran-urethral

Trscsp h.(non-Card.) 2 P P5671

juscul-1kelal Conventional) P P P P2 P P5671

Msuoset Spriil P { 2 P P 5,6,7,11

iOther (Specify) I_____ - ____

Cardiac Adult ____

lCardiac Pediatric

Intravascular (Cardiac)- - _______ ___ -

*Trans-esoph. (Cardiac) - ___ ___

*Intra-cardiac --- ___

ti~ther (Specify)L.- ____

I 1Peripheral vessel P - P 2 P P 5,6,7,11

,Other (Specify') j 1 ____ ......
N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K 110870 -

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes RIM; BIPWD; BDFIPWvD; BDF/MDF; RDF/MDF/PWD
Note 3 Combined mode includes BIM; BIPWD; BDF/PWD; RDFIMDF; BDFIMDFIPWD; 2DICWD; SDFICWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPtire
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRFSO 1.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM500(v2. I) TUS-A500 Ultrasound System

system: Aolio 300. Aolio 400. Alio 500v2.1I
Transducer: PLT-1I202S

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

Clinical Application .Mode of Operation ___ ____

Specific B IU N PWICWD- Color Combined THi Dynamic Power CIj 411 Other
(Tracks 3) Doppler (Specify) Flow 2D1 INotel

1Ophthalmic ___

IFletal - - -- ___

Intrat-operative (Abdominal) P P P P 2 P P 4,5,11

Ilnti-a-operative (Neuro)-

JLaparoscopic - - - - ________ ___

~Small Organ (Specify) (1) P PfP P 2 P P j 4,5,11I

jNeonatal Cephalic _______ ______ - -

1Adult Cephalic ________ ___

~Trans-rectal
Trans-vaginal ~. -________

ITrans-urethral j- - - ____

frrans-esoph. (non-Card.) -

jMusculo-skeletal (Conventional) P P P P 2 P P 4,5,11

Musculo-skeletal (Superficial) P P PP 2 P P 4,5,11
IntravascularI

{Other (Specify)- J _ _ ______

jCardiac Adult I -I - ___

CricPediatric- I - . __ ___ ___ - - - ___

jIntravascular (Cardiac) -
jTrans-csoph. (Carjdiac)

Intra-cardiac - - - I- -____

i Other (Specify) ___ _____J

Peripheral vessel I N N N N 1  2N 45

1Other (Specify)1i N

N = new indication; P = previously cleared by FDA; E --added under-this appendix
Previous 5 10(k) of the transducer: KI11O870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes flM: fl/P WD: BDF/PWD; BDF/MDF; BDF/MDFIPWD
Note 3 Combined mode includes filM; B/PWD; IIDFIPWD; BDF/MDF; BDFIMDF/PWD; 2DICWD; SDF/CWD
Note 4 TDI
Note 5 ApliPiire
Note 6 Micropwre
Note 7 Precision Imaging
Note 8 ST IC
Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRFSOI.109)

(Division Sign-OffLA2
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM1500(v2. 1) TUS-A500 Ultrasound System

System: Aolio 300, Anlio 400, Aniljo 500 v2.1I
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 M1 IP CWD Color Combined THi Dynamic power CIII 4D Other
(Tracks 3) IDoppler (Specify) IFlow 2D[Note]

jIntra-operative (Neuro) {
Pediatric II- ___

Small Organ (Specify) (1) P PP 2 p P P 4,5,6,7,11

~Adult Cephalic IIj ___

lTrans-rectaI l____- ____

jTrans-urethral- --

jTrans-esoph. (non-Card.)j - _________ -- -

Musculo-skeletal P P 2 P P f 4,5,6,7,11
(Conventional) I I I_________ ________

iMusculo-skeletal (Superficial) P P P P 2 p p P 45,6,7,1It

jCardiac Adult I - -_______

[Cardiac Pediatric - -
1intravascuiar (Cardiac) - - I_________
ITrans-esoph. (Cardiac) ___ ___ ___ - . - -

1 O0ther (Specify)-1-----I--- 2 - ___ -

N = new indication; P =previously chinned by FDA; B , added under this appendix
Previous 5 1 0(k) of the transducer: K1 10870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes HIM; B/PWD; BDFIPWD; BDFIMDF; BDFIMDFIPWTD
Note 3 Combined mode includes RIM; B/PWD; BDFIPWD; BDF/MDF; RDFIMDFIPWD; 20/CWD; BDFICWD
Note 4 TDt
Note 5 ApliPtire
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRFSOI.109)

Division of RadologaDgIM A-26
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM 500(v2.l1) TUS-ASCO Ultrasound System

System: ADlio 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 IM IPW*D CWD I Color Combined I l Dynamic Power CHII 4D) Other
(Tracks 3) Doppler (Specify) j Flow 211 [Note]

!Ophthalmic ____ .j .I____
dFetal _____ - ____

1Abdominal ___1___1

Intra-operative (Abdominal) I - ____-

Ira-operative (Neuro) - - - -____

Laparosenpie ____

Pediatric _________ ____I____

Small Organ (Specify) (1) ~P P P 2 P P5,
Neonatal Cephalic ____ ____

ITrans-vaginai l~.. __ __- - __

~Tr::se:ophnon-Card) ' z z {I____
(Con .etal P PjP P 2 Pj P P 5,7

tiMusculo-skeletal (Superficial) P P jP IP 2 P P 5,7

flntrav ascular
Il0ther (Specify) ________

lCardiac Adult

lCardiac Pediatric

Itravascular (Cardiac)-. ____ ____ ________

Transeso h- (Cardiac) j.
lintra-cardiac ____ ____ ____-I____

flother(peciW) - - I________ l____ I
O1ther (Specify) P PP 2 p

N = new indication: P = previously cleared by FDA: E =added under this appendix
Previous 5 10(k) of the transducer: K 110870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes R/M; B/P WD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes R/M; R/PWD; BDF/PWID; I3DF/MDF; BDFIMDPIPWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPtie
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

PrecrinonUseCot(Per 21 CRF8O I.
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioT.M500(v2. I) TUS-A5CO Ultrasound System

System: Anlio 300. Aolio 400. Aclio500 v2. I
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 IM PWD1CVDj Color Combined THi Dynamic Power CHII 4D Other
(Tracks 3) 1Doppler (Specify) Flow [DNote]

!Ophthalmic ______ __

A b d m ia lf

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

ILaparoscopic- ____

IPediatric

JAdult Cephalic-- .1

Small rgcan Seiyl 1 ,,,4
Neons-aalphtc---- 1 -
!Trans-urethral - -______

I Trans-esoph. (non-Card.) I________ ___

Musculo-skeletal I P P57891
(Conventional) P P pp 2 P P PP57891

hMusculo-skeletal (Superficial) P P p p 2 P P P P 5,7,8,9,10

ICardiac Adult

Cardiac Pediatric1
Intravascular (Cardiac)

ITrans-esoph. (Cardiac) ~I____I
Int-a-cardiac Ii ____ ____ ___ I____
Other (Specify) P P{2 PPP57891
jPeripheral vessel J P P 2 P PP57891

10ther (Specify)1.. ____I____ _______

N=- new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer K 110870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; BIPWD; BDF[PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes filM; BIPWD; BDFIPW;D; BOF/MDF; BDFIMDF/PWD; 2DICWD; 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 I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRF091.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio TM 500(v2.1) TUS-A5CO Ultrasound System

System: Anlio 300 A~lio 400. Anljo500 v2I
Transducer: PET-508MA

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

ClincalAppIcto Mode of Operation ____ ____

Specific B M PWDICWD Color Combinedl Il Dynamic Power CII4D Other
(Tracks 3) j Doppler (Specify) Flow }2D1 [Note]

:Ophthalmic __ _ __

iFetal __ - - -
'Abdominal ] -I__ ___

fI ntra-operative (Abdominal)

jSmall Organ (Specify) (1) }j ________ ___

11r-ats-vaginai l----- ______ __

Trans-esoph. (non-Card.)I -

Musculo-skeletal
4(Conventional) I
jMusculo-skeletal (Superficial) It________

4tntravascuiar . F___ ___

Other (Specify') ___

Cardiac Adult

jIntra-acar Cardiac-) -

lOther (Specify) _ __ _ __ __

N = new indication: P = previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer: None

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; BIPWD; BDF/PWD; BDFIMDF; BDFIMDF1PWD
Note 3 Combined mode includes B/M; BIPWD; BDF/PWD; RDF/MDF; BDF/MDFIPWD; 2DICWD; BDF/CWD
Note 4 TDI
Note 5 ApliPmre
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRFSOI.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM500(v2. 1) TUS-ASOO Ultrasound System

System: Aplio 300, Apljo 400, Anljo 500 v2.1I
Transducer: PET-510OMB

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

Clinical Application Mode of Operation ____ ____ ___

SpciicB M% PWDICWVD Color Combined I ljDynamic Power CI' 4D~ Other
rrc3) Doppler (Specify) Fo DIoe

h~almic - - - - __ i iL
(boi a bdmll __ 7 zz~ zu __

[Intra-operative (Neuro) l _______ ___

IPediatric f- T
r- - -

Small Orga (Specifyu) (1)- ___

Neonatal Cephalic -____

Adlt Ceplic~

[Trans-vaginal I
Trs-urethal ____

jTrans-esoph. (non-Card.)

IMusculo-skeletal (Superficial)
[Intravascular-u

Cardiac Adult
Cardiac Pediatric1 _I __ _

iTrans-esoph. (Cardiac) P P P 3 P-,1
Intravacul(ardiac ) ___ ____ ____

1 eihrlvessel ~ 1 :F I
[O0ther (Specif') ____ z ___ti ___

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer K 110870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; BIPWD; RDFIPWD; BDFfMDP; BDF/MDFIPWI)
Note 3 Combined mode includes BIM; B/PWD; RDF/PWD; BDFIMDF; BDFIMDF/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 I I Elastography
Note 12 Fusion
Note 13 2D WMT

Presrition Use Only (Per 21 CRFSOI.109)
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Toshiba America Medical Systems, Inc. 5 1 0(k) Premarket Notification
AplioTm5OO(v2. 1) TUS-A500 Ultrasound System

System: Anlio 300. Aplo 400. Alio500 v2. I
Transducer: PET-S5I2MC

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

Clinical Application Mode of Operation ___ ____ ________

Specific H IM JPWDICWD IColor ICombined I ilDynamic Power CHII 411D Other
(Tracks 3) jjDoppler (Specify) j Flow 2D1 j Notel

lOthalmic -. I ,___
(Abdominal

tllur-operative (Neuroal____ _____ ____

Laparoscopic

Pediatric _ __

Small Organ (Specify) (1) ________ ___

IlNeonatal Cephalic - --

jIAdult Cephalic ________ I ____

ITrans-rectalI - -

hTrans-urethral ___ f_ _ __

Tr5ans-esoph. (non-Card.) ___ ___1-~~ - ____

(conventional) - - - -j -

Ii uscu lo -s k el etal (S u p e r fi c ia l)_ ___ ___ __

Cardiac Adult
Cardiac Pediatric

fl~traasclar(Cardiac)

Trans-esoph. (ardiac) E E E E____ E 3 E 4,13

1Other (Speci&y),I_______

iPreripheral vse

[jother (Specify) L....I____I____ - ___I____

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer: Kl03629

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; BIPWD; BDF/PWD; BDFIMDF; BDF/MDF/PWI
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDFIMDF/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 I I Elastography
Note 12 Fusion
Note 13 2D WMT

r
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Toshiba America Medical Systems, Inc. 510(k) Prernarket Notification
AplioTM500(v2. 1) TUS-A500 Ultrasound System

System: Aylio 300. Aplo 400, Aplio 500 v2.l
Transducer: PC-20M

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

Clinical Application Mode of Operation - ____- ________

Specific B M PW&WIWD Color Combined THil nai Power CHII 4D) Other
(Tracks 3) Doppler (Specify) Flow 2D [Note]

Ophithalmic{ -- . ___

IFetal - .z z --- ___ __ __

Abdominal I-
jIntra-operative (Abdromi) I-I

Pediatric

Small Organ (Specify) (1) __ ___ -II
Neonatal Cephalic j -

Adult Cephalic I - - ________ .-

~Trans-rectal F - ________

~Trans-vaginal ____ ____ ___ t____
Trans-urethralj I - ____ ____ ___ -____

Trn-sp.(non-Card.) -- I--____ ____ ____

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)
Intravascular91 Z _ __ __

TCardiac AdultP ________ J____
~Cardiac Pediatric P ________ II ____

jlntravascular (Cardiac) I____ II ___ ___

FTas-soph.(Cardiac) I fI
Intra-cardiac

Oter (Specify) ____

Peripheral vessel I ! I~ -F ____ -____

N = new indication: P = previously cleared by FDA; F = added under this appendix
Previous 5 10(k) of the transducer: KI 10870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes RIM; B/P WI; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes RIM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D3/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 I I Elastography
Note 12 Fusion
Note 13 2D WMT
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM1500(v2. 1) TUS-A500 Ultrasound System

System: Aylio 300. Anljo 400, Anljo 500 v2.1I
Transducer: PC-50M

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

Clinical Application Mode of Operation ____ ____

Specific B NI PWD CWIvi Color Combined TI Dynamic Power CHII 4D IOther
(Tracks 3) - Doppler (S~iecify) JFlow 2D [Note]

Ophthalmic1 - ___ ____ ___ I-
IFetal ______ ~ 1 --
Abdominal I - I -

1intra-operative (Abdominal)I
lIntra-operative (Neuro) - I____
I Laparoscopic -I____ ____ ____

Pediatric

dSmall Organ (Specify)(1)

ldul ZneCephalic I____
T4-rans-urethral z z z f _ _ _ ~ _ -

JTrans-esoph. (non-Card.)
Musculo-skeletal
(Conventional)

IMusculo-skeletal (Superficial)

IntravascularI
Other (Specify)

Cardiac Adult -P____

Cardiac Pediatric j T _ _- -

Trn-esoph. (Cardiac)j

1
1Other (Specify)I ___ ____- ___-____

I Peripheral vessel - -
TO-ther (specify) ___I

N = newv indication: P = previously cleared by FDA: E = added under this appendix
Previous 5 10(k) of the transducer: KI 10870

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF1MDF; BDF/MDF/PWD
Note 3 Combined mode includes BIM; BIPWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDFICWD
Note 4 TDl
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2D WMT
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