
Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTm TUS-A300/400/500 (v2.0)

510(k) Summary

Submitter's Name: Toshiba America Medical Systems, Inc.OC 4201
Address: P0 Box 2068, 2441 Michelle Drive Tustin, CA 92781-2068
Contact: Paul Biggins, Director Regulatory Affairs
Telephone No.: (714) 730-5000

Preparation Date: September 30, 2011

Device Proprietary Name: Diagnostic Ultrasound System
Aplo 500 Model TUS-A5CO Version 2.0
Aplio 400 Model TUS-A400 Version 2.0
Aplio 300 Model TUS-A300 Version 2.0

Common Name: Diagnostic Ultrasound System

Classification:
* Regulatory Class: If
* 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:

*K 103645 - Toshiba Diagnostic System Aplio XG SSA-790A v5.2
* K090158 - Toshiba Diagnostic Ultrasound system Aplio Artida SSH-880A v2.0
* K092271 - General Electric LOGIC E.9 Ultrasound System

Device Description:
The Aplio 500/400/300 system is a mobile ultrasound system. It is a Track 3 device that employs 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. The Aplio 500/400/300 is designed to support a wide range of
applications depending on which software is installed. The system can be a dedicated system or a general
purpose system.

Intended Use:
The system is intended to be used for the following type of studies; fetal, abdominal, intraoperative,
pediatric, small organs, neonatal cephalic, adult cephalic, cardiac, transrectal, transvaginal,
transesophageal, peripheral vascular and musculo-skeletal (both conventional and superficial).

Declaration of Conformity:
This device is designed and manufactured in conjunction with the Quality System Regulation, IEC
60601-1 (applicable portions), IEG 60601-1-1 (applicable portion), IEC 60601-1-2 (applicable portion),
IEC 60601-1-4 (applicable portion), 1EC6060 1-2-37 (applicable portions), IEC 62304 (applicable portion)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM TIJS-A300/400/500 (v2.0)

and the AIUM-NEMA UD2 Output Measurement Standard as applied to Track 3 Ultrasound systems and
the AIUM-NEMA UD3 Output Display Standard.

Testing has been conducted per the following standards:

* EC 60601-1-1
I IEC 60601 -1

* EC 60601-2-37
* EG 60601-1-4
* IEC 62304



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

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

Mr. Paul Biggins
Director, Regulatory Affairs
Toshiba America Medical Systems, Inc.
2441 tMichelle Drive oT-4 LI

TUSTIN CA 92780

Re: K 110870
Trade/Device Name: Aplic TUS-A500/A400/A3)00 (v2.0) Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging systemn
Regulatory Class: 11
Product Code: IYO. LYN, and ITX
Dated: August 10, 2Q11
Received: August 11, 2011

Dear Mr. Biggins:

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 thle enclosure) to legally marketed predicate devices marketed iii
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. Trhe 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 equivalenc e applies to the following transducers intended for
use with the Aplio TUS-A500/A400/A300O (v2.0) Diagnostic Ultrasound System, as described in
your premarket notification:

Transducer Model Number

IPLT- 1202S PST-25 BT PVT-674BT
PLT-1204B3T PST-3OB3T PVT-675MV
P LT- I204BX PvT-37513T PVT-6SI1MV
PL.T-1204MV PVT-375MV PLT-712B3T
PET-51I0MB PVT-382B3T PLT-745BTV

PC-20M PVT-382MV 1PLT-704BIT
PC-SOM IIVT-661 VT PLT-805AT



If your device is classified (see above) into either class If (Special Controls) or class III (PN4A),
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 Retzister.

Please be advised that FDA's issuance o fa 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 li mited 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 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premnarket
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 P~art 801), please
go to htti)://www.fda.gov/AbotFtlDA/CentersOffices/CDRH/CDRHOffies/ucim 15 809.htm for
the Center for Devices and Radiological Health's (CDRHF's) Office of Compliance. Also, please
note the regulation entitled, "M~isbranding by reference to prernarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803)), please go to
httL)://wwwvx.fdai.go\/Medica]Devices/Salttv/Re)oitailroblem/defatIlt.11tin for the CDRI-I's Office
of Surveillance and Biometrics/Division of Postmnarket Surveillance.

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

Sincerely Yours,

5 /Cq
Mary S. Pastel, Sc.D.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio h TUS-A500/300/200 (v2.0)

5 10(K) Number (if known): K 3 3 0
Device Name: Aplio TUS-ASOO/A400/A300 Nv2.0) Diagnostic Ultrasound System

Indications for Use:

The Aplio TUS-A500/A400/A300 (v2.O) Diagnostic Ultrasound System 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, pediatric, small organs, trans-vaginal,
neonatal cephalic, adult cephalic, cardiac, peripheral vascular, transesophageal, and musculo-skeletal (both
conventional and superficial).

Prescription Use_______ AND/OR Over-the Counter Use

(Part21 CERS801 Subpart D) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTH4ER PAGE IF NEEDED)

(Concurrence of CDR-, Omce of In Vitro Diagnostic Devices (OIVD)

office of in vitro Diagnostic Defice Evaluation and Safety

510K

B-I

COMPANY CONFIDENTIAL 510(k): Apilo TUS-ASOO/400/300 (V2.0)
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Toshiba America Medical Systems, Inc. 5 10(k) Preniarket Notification
AplioM TUS-A500/300/200 (v2.0)

System: Alio TUS-A500/A400/A300 v2.0
Transducer: ___________

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

Clinical Application Mode of Operation __________________________

Specific B M PWD CWDI Color Combined THi Dynamic Power CHII 4D IOther
(Tracks 3) 1 I Doppler (Specify) Flow 2D IIte

Ophthalmic ___I

Fetal ___ I N N N I 2 NjN N JN 5,7

Abdominal N NININ N 2,3 N N N JN 5,7,12
Intra-operative (Neuromi) J N 2 N N N4,

nt-operative (Abdomi)N 2N N __[ [____
Laparoscopic - 23N...{N{571
IPediatric, NJ N N 23 NAN N N. 1 r 5,732

ISmall Organ (Note 1)....L k 1 Nh N N N 2 N N 4,5,6,7,1
Neonatal Cephalic NININ NJ N N Nj~du- Cehai Nr N1 N I N N ~
Trans-rectal N N JN N 2 N N] N IN 45
Trans-vaginal N NjN N N N jN fN 4.517

Trn-urethral 1  N _ __ ____

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

(uCoetal N N N N J 2 N N N 4,5,6,7,11

Musculo-skeletal (Superficial) N 12N N 2 N N 4. 5.6.7.11
[Intravascular N

f[Cardiac Adult N NJN JN N 3 N[ N N ]N4
l[Cardiac Pediatric N N[N JN N 3 IN N N N ] 4~
jIntravascular (Cardiac)NN - N - ____ ,4

Tr-ns-esoph. (Cardiac) NN N N 3 N
[Intra- caric- -- -- - - - -

jOther (Specify) --

jPeripheral vese N .NN 2 N N N4J5,6,7,11
O ther (Specify)NN

N - new indication: P =previously cleared by FDA; E = added under this appendix
Previous 5 1 0(k) of the transducer: Kl 03645
Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes 8/M; B/PWD; BDP/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes R/M; B/PWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPume

Note 7 Precision Imaging -
Note 8 STIC (D sion Sign-Ott)
Note 9 3D Color (Volume Color) OivlsonRaioflogica l and Belo
Note 10 STIC Color office of in Vitro Diagnostic Device EvalainndSet

Note I11 Elastography 
i(Note 12 Fusion WK01

Note 13 2D WMT

Prescription Use Only (Per 21 CRF8OI.109)

B-2

COMPANY CONFIDENTIAL 510(k): Aplio TUS-ASOO/400/300 (V2.0)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioT M500(v2.0) TUS-A500 Ultrasound System

System: Ali~o TUS-A500/A400/A300 v2.0
Transducer: PLT-1 202S

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

Clinical Application Mode of Operation ____

specific B N IPWD CWD Color Combined TIl Dynamic Power CHII 4D Other
(Tracks 3) J j Doppler (Specify) Flow j2D [Notel

.phthalinic ___

A b d ia l I I
IIntra-operative (Abdominal) N N N N 2 N N 4.5,11

llntra-operative (Neuro) ____

Laparoscopic I_____ ____ ___

Pediatric
SmllOrgan (Speci)() N N N N 12 N N4J1

INeonatal Cephalic -I____ ___ ___

Adult Cephalic j
Trans-rectai l___ __

[Trans-esoph. (non-Card.)

Msuo-eetl ____ilusculo-skeletal (Conventional) N NJN N 2 N N 4,5,11

SIntravascular i I____Other (Specify) I- - - - iljljl
Cardiac Adult I I -
Cardiac Pediatric-In ___ If -- -
Intravascular (Cardiac) I___i1
I7rans-esoph. (Cardiac)a j ... I .... iI

Illntra-cardiacI - r _____ ____

ilohe (Secfy)- iZ ' fN ] N 4.5.117

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 E/M; B/PWD; DE/P WD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes E/M; B/PWD; DE/P WD; 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) - L - i'
Note 10 STIC Color (*inS~lOt

Note I I Elastography Diisl f Radolog e~ic es
Note 12 Fusion Office of in vitro Danstic Dvc vlainadSI t

Note13 2 WMT510K
Prescription Use Only (Per 21 CRF78OI.I09)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTm 500(v2.0) TUS-A5OC Ultrasound System

System: Aolio TUS-A500/A400/A300 v2.0
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 IM IPWDICWD Color Combined THi Dynamic Power CII 4 Other
(Tracks 3) Doppler (Speciy Flow 2D [Note]

ophtpalmic ________ ___

IFetal -_ _ _ _ _ _ _ _

Abdominal _______-

Intra-operative (Abdominal) ____

'ntra-operative (Neuro) ____

Small Organ (Specify) (1) N N N j _N 2 N N N (4.5.6,7,11
Neonatal Cephalic -,*-~--

LAdult Cephalic _____ ____

ITrans-rectal

jTrans-vaginal 1 h
Trans-esoph. (non-Card.)9.I -ITasueha I i____Musculo-skeletal N N N IIN45671
(Conventional) I ________

Musculo-skeletal (Superficial) N N N N 2 N NjN V.5.6.7,11I
IntravascularI i .1 I i t
Other (Specif ')J j _______ II
lCardiac Adult J I________

1Cardiac Pediatric F~ m  I I____I ~

I~as-esoph. (Cardiac)jj ___f ____I ___ I___I
Intra-cardiac ____I____ .4 11
Otrihera vSesslNNify)2 j f N ~ j 4,61

Otrihera Seify)l N N ___i

Otherp ci~ (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 fl/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDFIPWD
Note 3 Combined mode includes RIM; B/P WD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 20/C WD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color) (Divis n Sign-Otl
Note I0 STIC Color Division of etiological Dev'ces
Note I I Elastography tieoinVtoDansiDeieEluo ndSoy

Note 12 Fusion OfcofIn ---r Digosi DeieEvlaio n\ S t
Note 13 20 WMT 510K

Prescription Use Only (Per 21 C RFSOI. 109)

B-IS

COMPANY CONFIDENTIAL 510(k): Aplc TUS.-A5001400(300 (V2.0)
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Toshiba America Medical Systems, Inc. 5 1 0(k) Premarket Notification
I AplioTM500(v2.0) TUS-A500 Ultrasound System

System: Alio TUS-A500 v2.0
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 MI PWD CWD Color Combined THi Dynamic Power CHI 4D Other
(Tracks 3) Doppler (Specify) Flow I2D [Note]

phthalm ic 
. .

IFetal - _ _ _ - -- - - -

lb~dominal ____

jlntra-operative (Abdominal)

Iram-operative (Neuro) - -- -- ____

Laparoscopic _____ ____

Pediatric

SNenal ra Cephai (1 N~ N N N 2 N N 5,

Smoal rgalipci'(1 N N NN 2 N N N ,

~Adult Cephalic - - - - ____ ___

- Trans-rectal

[Trans-vaginal--

jTrans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal N N] N N 2 N N N 5.7
(Conventional) ____ -- - - -

Musculo-skeletal (Superficial) N N N N 2 N N N 5.7

intravascular -- - - - -

O0ther (Specify)I
Cardiac Adult I I____--i----
Cardiac Pediatric I _

Intravascular (Cardiac)-I
Trans-esoph. (Cardiac) I____
Intra-cardiac
Other (Specify) ~I____ N-

iPeripheral vessel NN .

O1ther (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; BIPWD; BDF/PWD; BDF/MDF; BDF/MDF[PWD
Note 3 Combined mode includes BIM; BIPWD; BDF/PWD; BDF/MDF; RDF/MDFIPWD; 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 (Div ion Sign-"jf

Note I I Elastography Division Railoialuao and afet

Note 12 Fusion ofice of in Vitro Djagoostic Device vlainadStt
Note 13 2D WMT 0K V \
Prescription Use Only (Per 21 CRF8OI. 109)

B- 19



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio Tm 500(v2.0) TUS-A500 Ultrasound System

System: Aolio TUS-A500/A400/A300 v2.O
Transducer: PLT-1I204MV

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

Clinical Application jMode of Operation _ ___

Specific B{ 1M PD CWDJ Color Combined~ THi DynamicI Power CHII 4D Other
(Tracks 3) -Doppler (Specify) Flow {2D j Notel

jOphthalmic ____--II- -I

'Fetal I Z 11- I I___ - I
jAbdominalI-I -__ -j-I -

jntra-operative (Abomial

Pediatric ~ -_

LSmall Organ (Specify)(1 NN NN N N N N 5,7,8.9,.10
Neonatal CephaliciiI I____11 ____

A dult CephalicZ1 7 ________ - ____

~Trans-rectal1_ _1 t _

Trn-vaginalF - .i.
I;frais-urethral I11. . . . __ ____

FTrans-esoph. (non-Card.) - ____I J ___ ____

IMusculo-skeletal NNIN 2 I j 57891
(ruCoketa(Srfcal) N jNN N 2 N NN N 5.7.8.910
Mj(Co eet al (Spriil N N __2N N___578,,1
Intravascular JI____

i~dther (Specify) I -II-

fCardiac Adult11 __I___ ____I -

CricPediatricI ____ -- -I

Intravascular (Cardiac) l- -II

[Trans-esoph. (Cardiac) I
Intra-cardiac T '-
O~ther (Specify) NFN - N 2 N N NN5791~Peripheral vessel NN N2j _~5R.i
O1ther (Specify) L i ILZ -_ZE

N = new indication; P = previously cleared by FDA; Ei = added under this appendix
Previous 5 1 0(k) of the transducer: K103645

Note I Small organi includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; BIPWD; BDFIPWD; BDFIMDF; BDFIMDF/PWD
Note 3 Combined mode includes DIM; D/PWD; BDFIPWVD; BDF/MDF; BDF/MDFIPWD; 2D/CWD; DDF/CWD
Note 4 TOI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC Vi~ 'o9Sg
Note 9 3D Color (Volume Color) o~s fRadjoog' at Devices
Note 10 STIC Color Office Of In Vitro Diagnostic Device Evaluaftion and Safety
Note I I Elastography It~I~l/
Note 12 Fusion 510OK lifaL.
Note 13 2D WMT

Prescription Use Only (Per 21 CRF8OI .109)

B-20
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM500(v2.0) TUS-A500 Ultrasound System

System: Aolio TIJS-A500/A400/A300 v2.0
Transducer: PET-5I0MB

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

Clinical Application IMode of Operation -- --

Specific -B IM 1PWD CW Color ICombined THi Dynamic Power CHII 4D Other
(Tracks 3) jDoppler j(Specify) Flow 2D [Note]

Ophthalmic-f

Fetal I 1.I-I____I
I[Abdominal- - l- -1-

n nrtoeaie(Abdominal). j F iir - I-
LaparoscopicIr

PediatarCpaicI _ ___ IjI
Small Organ (Specify) (1)

Adult Cephalic 1I I____I-__

[Trans-vaginal I__ ___III - -

I rn-urethral I I_____ ____

Trans-esoph. (non-Card.) ______

SMusculo-skeletal
(Conventional)I ________ ______________

[Musculo-skeletal (Superficial) _"Intravascular I____
l[Cardiac Adult-1 ____.1____

Cardiac Pediatric ____I I
Intravascular (Cardiac) .r- - ___

ltra-ardiac (Cardiac) N N N N NI 3 NI ___ ___ 4,13

Other (Specify) 1____
i Peripheral vessel II_ _ _ _F _

[Other (Specify) . . 2  
____ ____ ____I____1 1

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 RIM; fl/P WD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes RIM; B/PWD; BDF/PWD; BDFIMDP; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 1TDl
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color) .(Divis)6a Sign-Offt

Note 10 STIC Color Division of Padiological Devices

Note I I Elastography Office of in Vitro Diagnostic Device Evaluation and Safety

Note 12 Fusion - \0
Note 13 2D WMT 5iCK-

Prescription Use Only (Per 21 CRF8OI.109)
B-21
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio Tml500(v2.0) TUS-A500 Ultrasound System

System: Alio TUS-A500/A400/A300 v2.0
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 IPWDlCWDj Color Combined Till Dynamic Power CHII 4D Other
(Tracks 3)fDoppler (Specify) Flow 2D [Note]

Ophthalmic - __________ ____-

[Fetal I ~ . I II _ -_
Abdominal (boia)I____ - - n

Intra-operative (Neuro) I ____

Laparoscopic ___ c

[PediatricL

,Small Organ (Specify) (1) 1____ __ 1
Neonatal Cephalic II ___ ____I_______ I
Adult Cephalic J____ ____

[Trans-rectal-

Trans-vaginal I_____ _______

Tans-urethral I _____ - ___ -j-

Trans-esoph. (non-Card.)-

Musculo-skeletal --- ____ --

(Conventional) ___ _

Musculo-skeletal (Superficial)

Intravasculari JWj
Other (Specify) [_____ ___ i_____
Cardiac Adult jNj ______iI______

Intravascular (Cardiac) _____

Trans-esoph. (Cardiac) i_________I'
Intra-cardiac -j [____ ____ J I I____
Other (Specify) ____ j-
Peripheral vessel N _ _

Other (Specify) C l _ _ __

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer: K1 03645

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; fl/P WD; BDP/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes filM; 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) DvnSi-Of

Note~~~ ~~ 0STCClrDVsinRadiological Devices
Note I I Elastography Office of in Vitro Diagnostic Device Evaluation an Safety
Note 12 Fusion
Note 13 2D WMT 1K

Prescription Use Only (Per 21 CRFSOI.109)
B-22
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM500(v2.0) TUS-A500 Ultrasound System

System: Anlio TUS-A500/A400/A300 v2.0
Transducer: PC-50M

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

Clinical Application.IMode of Operation _____ ____ ___

F_ Specific B BW CWDJ Color Combinedi THi Dynamicj Power CHI1 4D Other
(Tracks 3) (Seiy Flow 2D [Note]

Abdominal t _________

1Intra-operative (Abdominal) }I I
lntra-operative (Neuro) _ ___ ____I

Fu;arscopic17 1 .. . j-1-1______ -
Pediatric 11_______
Small Organ (Specify) (1) }. . l ___

lNeonatal Cephalic .H I.. ________ ___ ___

iAdult Cephalic I ________H ____1K~
ITrans-rectal ~.. .. . ~ . .. . .71
:Trans-vaginal --

Trans-esoph. (non-Card.) I____ i~ _ _ _
Musculo-skeletal
(Conventional)_ __ _ _ _

Musculo-skeletal (Superfi-cial) ~ . . . .____

Ote(Specify) .... -. .. F Il 7 L t~~
Cardiac Adult I N 1 __

Cardiac Pediatric N ____

Intravascular (Cardiac) J...~ zz ____Ii ___

i Trans-esoph. (Cardiac) I __ _ .
'Intra-cardiac --- II____ ___ __ ___

1 Other (Specify) I II ____ _

IP 'peripheral ve~ssel N______j-s-

lot .h er(Sec) pi I eii _____ city)L.

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; BDF/MDF; BDFIMDF/PWO
Note 3 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MOF; BDF/MDFIPWD; 20/CWD; BDF/CWD
Note 4 TDt
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 30 Color (Volume Color) (ision Sign-Ott)
Note 10 STIC Color Diso of Rad~iooical Devices

Note 12I Fusonr h Office of in Vitro Diagnostic Device Evaluation and SafetYt

Note 13 2D WMT S1QK

Prescription Use Only (Per 21 CRF8OI.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premtarket Notification
Apliot h TLIS-A500/300/200 (v2.O)

System: Aplio TUS-A500/A400/A300 v2.0
Transducer: PST-25BT

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

Clinical Application jMode of Operation _____ ____

specific B M NIPWD CVID1 Color JCominedlTul Dynamic Power CHIII 4D IOther
(Tracks 3) jDoppler (Specify) Flow 2D INotel

Ophthalmic ___ ___ ___

Fretal.... .1 . . 1I____
r~dma Abdominal ) N N N N N 3 IN ININ j1

Laparoscopic I - -I I .
Pediatric jN N JN jN N N N j Nj
Small Organ (Specify) (1) N3 N~ t A j
Neonatal Cephalic N N N 3 N

Adult Cephalic NIN N NI N 3 N
Trans-rectal I_
Trans-vaginal -______

Trn-urethral I___I II___
Trans-esoph. (non-Card.) I_____
1Musculo-skeletal (Conventional)_

Musculo-skeletal (Conenioal)
[Intravascular1-

Other (Specify) __T
Cardiac Adult NjNfN N N 3__ NN N N41

[Intravascular (Cariac
Trn-sp.(Cardiac)_ _

[nTran-esop. arda)Ii--____
SOther (Specify) T -I

Peripheral vessel :1 1 j7I [
Other (Specify) L _ w_

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 ElM; BIPWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes ElM; BIPWD; BDF/PWD; EDIJFMDF; BDP/MDFIPWD; 2DICWD; BDF/CWD
Note 4 IDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color) 5 Z :V
Note 10 STIC Color (Di ion Sign-OMf
Note I I Elastography Divisio n(adiotogtcal Devices
Note 12 Fusion Office of in Vitro Diagnostic Device Evaluation and Safety
Note 13 2D WMT 510K c
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio h TUS-A500/300/200 (v'2.0)

System: Aplio TUS-A5001A400/A300 v2.0
Transducer: PST-30BT

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

Clinical Application Mode of Operation
Specific BJMR W CWD Color fCombined THi jDynamic]f PoweCr CII j4D Other

(Tracks 3) Doppler (Specify) fFlow 2D 1 [Notej

jjAbdorninal N N N N N 13 IN N jTN 111 F11
jintra-opertive (Abdominal) ____ ____ ____1____ 1-- ___

Laparoscopic Nuo i 7____I-___
Pediatric NT t+ N.I.N.N.I ±13±4+- N
Small Organ (Specify) (1) ____

Nenaal Cephalic JN N NTj N ____3__T 111N7~
lAdult Cephalic N I N N NI N 3..N.N....Y N
Trans-rectal II I __I I_____I ____~~I
Trans-vaginal II I~____ l
Trans-urethral I I

Trants-esoph. (non-Card.) ____

usc::o:sk:l:::: (Conventional{. ___ ____ jI I] I
Intravascular l l f ____I111__ _I____

....er (Specify) it-~
Cardiac Adult N NIN YN 3 N N N N N,1
jmCriac Pediatric JN NININ 3 N N N N 4,13
fntravascular (Cardiac) I1I1ii11 ___ ____I I
Trans-esoph. (Cardiac) fl ___

Intra-cardiac ___ Ii1~ j
Other 1 If6

Periperal vesself- .j i i ____________ ____

Ohr(Specify)-I ____ ____

N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K1 03645

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; DE/P WD; BDF/MDF; DE/MDF/PWD
Note 3 Combined mode includes DIM; B/PWD; BDF/PWD; BDF/MDF; DDF/MDFIPWD; 2D/CWD; DDF/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 (0 sion Sign-Off)
Note I11 Elastography Division f Radiological Devices
Note 12 Fusion Office of in Vitro Diagnostic Device Evaluation and Safety
Note 13 2D WMT 51 K -1 C___ __

Prescription Use Only (Per 21 CRF8OI.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio~rh TUS-A500/300/200 (v2.0)

System: Anlio TUS-A500/A400/A300 v2.0
Transducer: PVT-375BT

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

Clinical Application fMode of Operation ____ ____

Specific B M PADCWD Color Combined' THi Dynamic Power CIf 4D Other
(Tracks 3) J Dopler (Specify) Flow 2D INotel

OphthalmicI _ _ 1
F~etal IN N N N I 2 N N N 7
Abdominal IN N N N ! 2 jN N N ___ 5, 7,1 1,12
Intra-operative (Abdominal) jli
Intra-operative (Neuro) -

Laparoscopic j
Small Organ (Specify) (1)

Neoaa Cephalic II___I1
AutCephalic I I __ . . * 7

ITrans-urethral .~

Trans-esoph. (non-Card.)I

Musculo-skeletal (Conventional) I____j
Musculo-skeletal (Superficial)
lntrayascularI- -

Other (Specify)J I-_____
Cardiac AdultIV '[____ ____

Cardiac Pediatric I II____ ____ __ ____II____

Intravascular (Cardiac) J -L..II-

Trans-esoph. (Cardiac) II________
Inra-cardiac ___ ___ ___ I
O1ther (Specify)J

N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: KI 03645

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes filM; B/PWD; BDF/PWD; BDP/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; fl/P WD; BDFIPWD; BDF/MDF; BDF/MDFIPWD; 2DICWD; BDF/CWD
Note 4 TII
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color (Dton Sgn-OftO

Note 1 ElstogaphyDivision qfRadiological Devices
Note I Elatograhy uice of In Vitro Diagnostic Device Evaluation and Safety

Note 12 Fusion
Note 13 2D WMT 510K -1
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio" TUS-A500/300/200 (v2.O)

System: Alio TUS-A500/A400/A300 v2.0
T'ransducer: PVT-375MV

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

Clinical Application jMode of Operation ____

Specific BjM PWD CWD Color {Combined THi Dynamic Power jCIIII 4D Other
(Tracks 3) Doppler (Speci4,) Flow 2D fNotej

Ophthalmic - - --. I.-*.i t-

Intra-operative (Abdominal) FI T f [ j. i Z s _ _

Intra-operative (Neuro) j - I ________

Laparoscopic Ii
Pediatric NJN N N I N 2 N N N ] N 5.7.8.9.10
Small Organ (Specif (1)~- 1___
jNeonatal Cephalic I ____1.. - ... i__ - ____

Trans-rectal v i
Trans-vaginal -I I 1
Trans-urethralI I
Trans-esoph. (non-Curd.) I11
Musculo-skeletal IY
(Conventional) jj____ ___

lMtrsculsear (Superficial) j_
Other (Specify) ____i iI
Cardiac Adult ______1-- ____

Cardiac Pediatric II-I I ____

Intravascular (Cardiac) _ r z
Truns-esoph. (Cardiac) ____I____ ___ i ___

Other (Specify)- - _

Peripheral vessel I ____ ____

~Other (Specify) _ _ iz iKL
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; lIOF/MOF; BDF/MDFIPW/D
Note 3 Combined mode includes RIM; B/P WD; 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 (Di ion Sign-Oft)
Note I I Elastography Division ofRad~iogical Devices
Note 12 Fusion office of in Vitro Diagnostic Device Evaluation and Safety
Note 13 2D WMT 5 KC

Prescription Use Only (Per 21 CRF8O 1.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio"' TUS-A500/300/200 (v2.0)

System: Alio TIJS-A500/A400/A300 v2.0
Transducer: PVT-382BT

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

Clinical Application Mode of Operation _______ ________

Specific fB I MPDCWD Color Combinedf THi fDynamic {Power CHII 4D Other
(Tracks 3) { Doppler (Specify) Flow 2D [Note]

.Ophthalmic- I- -I I- ~ ___

Fetal- JN N N NJ 2 NjN N j 5, 7
Abdominal JN N N I NJ 2 IN N IN I, 7
Intrat-operative (Abdominal) ____ - - - i
Intra-operative (Neuro) { I - 1____ ____

Pediatric N N[N N 2 N N 5,7

Small Organ (Specify) (1) ~- - - -
Neonatal CephalicI _ ___ I-I I

AutCephalic 11
Tras-rectal I I_
Trans-vaginal 1 _

Trn-urethralI1 I ____I ______ _ ____

Trans-esoph. (non-Card.) JII
Mucl-kltl(Conventional)*~ II I____ 1.

Musculo-skeletal (Superficial) __ _ I- -l ___ ____

Intravascular I
Other (Specify) II_
Cardiac Adult

Cardiac Pediatric ____ _____ I
Intravascular (Cardiac) 1 I- .~-

Trans-esoph. (Cardiac) I I____
Intra-cardiac 1 I____I____
Other (Specify') J -- ___ _____

11Other (Specify) 1  1 __ __

N -new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K1 03645

Note I 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 BIM; R/PWD; DDF/PWD; RDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging 5ANote 8 STIC % o
Note 9 3D Color (Volume Color) (DvinSign-am)
Note 10 STIC Color 5100si Radiological De~ces

Note I I Elastography Office of In Vito Diagnostic Device Evaluation and Safet
Note 12 Fusion
Note 13 2D WMT 510K-

Prescription Use Only (Per 21 CRF8OI.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio h TUS-A500/300/200 (v2.O)

System: Alio TUS-A500/A400/A300 v2.0
Transducer: PVT-382MV

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

Clinical Application [Mode of Operation ________

Specific BI M jPWD1CWD Color Combined THI Dynamic Power CHII 4D Other
(Tracks 3) - -Doppler (Specify) Flow 2D1 (Notel

[Ophthalmic ----__ _ _ _~ I_ _ * i
Fetal N____ _ NJNJN N J2 N 1 N N N 5__7.

Abdominal NIN N N 2 NJ N IN ]N 15. 7
Intra-operative (Abdominal) I- - t
(Laparoscopicj T -- I
~Pediatric (pcf)N fN N 2~ N N N FN 5,7,9

[Neonatal Cephalic iI ___ ____

ZAult Cephalic - - I____
Trans-vaginal : z j i ~ __

Trans-urethral I j .. 1
Trans-esoph. (non-Card.) J I____ __

Musculo-skeletal (Conventional) 1 ____1~I

Mu sculo-skeletal (Superficial) IL ~I- -

Intravascular JI____
Other (Specify) I I TK-
Cardiac Adult 1 I
PCardiac Pediatric J j J~ ____ ___

Intravascular (Cardiac) I I....... ....
Trans-esoph. (Cardiac)I _I ____I ____

Intra-cardiac . I~m ___

O0 th er (S p ecify ) _ _ _ _ _ _

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 1 0(k) of the transducer: K103645

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/P WD; BDFIPWD; 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 3D3 Color (Volume Color)

Note 10 STIC Color5
Note 11 Elastography (0i9 ionSign-0$f
Note 12 Fusion Division Xadio009cal Devices

Note 3 2D MTuofice of In Vitro Diagnostic Device Evaluation and Sft

Prescription Use Only (Per 21 CRF8OI.109) 510K q 0\cc1 ~
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Apilio' TUS-A500/300/200 (v2.0)

System: Alio TUS-ASOO/A400/A300 v2.0
Transducer PVT-661VT

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

Clinical Application jMode of Operation ____

Specific B M jPWD CWDI Color jCombinedf THi Dynamicl Power ICHI 4D Other
(Tracks .3) Doppler (Specify') Flow 2D Notel

~Ophthalmic -: I r - - I
Fetal i____ I___ __ ___ I___
Abdominal I I -j1... j
Intrat-operative (Abdominal) - 11 .~ ___ ___

Intra-operative (Neuro) I ___ ___

Laparoscopic .. 1 -- -
Pediatric 1... __

Small Organ (Specify) (1) ___ I-
Neonatal Cephalic - I L...4I

Adult Cephalic I I
'frans-rectal N N JN {N j 2 N N1 4.5.7,11
~Trans-vaginal N- Nj 2 N N N N 4.5,7.11

Trans-esoph. (non-Card.) - z r r z r'
Musculo-skeletal (Conventional) T ~ ____

Musculo-skeletal (Superficial)J j J ___ I____I i____
[Intravascular I I
Other (Specify) 1 1____ I
Cardiac Adult j~~----..-- ___ __

~Intravascular (Cardiac) I _ _ _ _

Trans-esoph. (Cardiac) --. -I

'Other (Specify) I__
4 Peripheral vessel _______ ___ ____

O1ther (Specify) - ___

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 fl/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDP/MDF; BDF/MDF/PWD; 2D/CWD; BDP/CWD
Note 4 TUI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging ___________________

Note 8 STIC
Note 9 3D Color (Volume Color) (iso
Note 10 STIC Color DivisionIRdogiaDecs
Note 11 Elastography Office of In Vitro Diagnostic Device Evaluation and Safety
Note 12 Fusion
Note 13 2D WMT 510K____________

Prescription Use Only (Per 21 CRFSOI.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio h TUS-A500/300/200 (v2.O)

System: ADpjo TUS-A500/A400/A300 v2.0
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 (PWD CWD Color ICombinedi THi Dynamic[ Power CHIII 4D Other
(Tracks 3) Doppler j(Spcit6') j Flow 2D INotel

Ophthalmic-H1i-
Fetal JN N N N I 2 [NI N IN 5.7
Abdominal IN N NIN 2 IN N N K7a
Intra-operative (Abdominal) }I !-____
In-tra-operative (Neuro)I
Laparoscopic c
Pediatric N N N N I2I N N N j5,7
Small Organ (Specify) (1) -I I_____ -

Neonatal Cephalic ___ ___ -____

Adul Cephalic I -____
ITrans-rectal

Trans-urethral-
irans-esoph. (non-Card.) I
Musculo-skeletal 1II
(Conventional)
Musculo-skeletal (Superficial)

Intravascular

~Other (Specify)
icadic Adult
~Cardiac Pediatric _

jintravascular (Cardiac) _____

Trans-esoph. (Cardiac) _____I____

jlnfta-cardiac fJ
Other (Specify)

Peripheral vessel _

IOther (Specify) -_______I____

N = new indication; P = previously cleared by FDA; E added unader 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 B/M; B/PWD; BDF/PWD; EDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDFIPWD; BDF/MDF; BDFIMDFIPWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STICL
Note 9 3D Color (Volume Color) Divi5 Sign-Oft)
Note 10 STIC Color 'N:$&iot diological Devfcos
Note I I Elastography in D~r- ja900osc Device Evaluation and Suty
Note 12 Fusion
Note 13 2D WMT U

Prescription Use Only (Per 21 CRF8OI.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification

System: Alio TUS-A500/A400/A300 v2.0Apo"TU-500/00(2)
Transducer: PVT-675MV

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

Clinical Application Moeof Operation - ____-

SpcfcB M PWD CWD Color jCombined THIl Dnamici Power CHII 4D Other

(Tracks 3) 'Doppler (Specify) Flow 2D INotel

Fetal N N N N 2 Nj N N N N 5 78,910

Abmntaoeativ NNeuro N j2 N NIN N 5,7,8,9.101
Intra-operative (Abdominal) 1 -1 r_ _ _ ___ 

_ __ _ _ _

In -Pe ati N ,,ro

[Laparoscopic... .%
[Small Organ (Specify) (1) ____ I ___

Neonatal Cephalic I 111 ____________

Adult Cephalic

Trans-urethral I
Trans-esoph. (non-Card.)I i ij ii i
Musculo-skeletal
(Conventional) _____I _________

Fus:::-sletal (Superficial) ~ ~~r r r F+ _ _ _
[Other (Specify,) I ____ __ ___ ____

Cardiac Adult z z iz r i _ - _ [ --
[Cardiac PediatricIL....i 1 ____

[Intravascular Ijardi1iac)
O0ther (Specify ...; ____

Other (Specify) - -~ z_ -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 RIM; B/P WD; BDF/PWD; BDF/MDF; EDF/MDF/PWD
Note 3 Combined mode includes RIM; B/P WD; BDFIPWD; BDF/MDF; BDF/MDFIPWD; 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 (Di on Sign-Of
Note I I Elastography Division 91Radiological Devices

Note12 Fsionoffice of in Vitro eDi rcsic Device Evaluation and Safety
Note 13 2D WMT mmKh k061
Prescription Use Only (Per 21 CRESO 1.109) 50
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM"500(v2.0)TUS-A5O0 Ultrasound System

System: Aolio TUS-A500/A400/A300 v2.0
Transducer: PVT-681MV

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

-- Clinical Application iMode of Operation - ____

Specific IB {M 1PWDCWD Color jCombined ITI jDynamic~ Power CI 4D Other
(Tracks 3) Doppler (Specify) Flow 2D [Note]

Ophthalmic___________ tItti_____
Fetal _ _ __

nAbdiomeinl (Abdominal) ff___ - ______ ____

Itaoeaie(Neuro) ___I____II ___

Pediatric II _
Small Organ (Specify) (1)r -

INeonatalCaic H ____t " ' t
ZutCephalic . . .1 LF.

Trans-rectal N N NJ 2 N N N jN4.5,79,ll

Trans-vaginal N N N i N t 2 N N jN N 45791
Tirns-urethral ___ ___ I_ _ _1___

Trans-esoph. (non-Card.) __I iI
MuscuoIskleta

(Conventional)I _ II _ ___

iMusculo-skeletal (Superficial)I I
Intravascular . 1 ~ ___ _

Other (Specify) z rz n f _
Cardiac Adult I____ ____ ___

Cardiac Pediatric ~ ~ z z zzI____ ___

Intravascular (Cardiac) I_____ i____
[rans-esoph. (Cardiac) 11 ____ I ___ ___

jintra-cardiac1 - I i_____ 1  i_______ ____

jOther (Specify) . -II I____
Peripheral vessel I - I II
Other Seiyl~l7 7 V 1 F I____L~ ___

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 BIM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDFIPWD
Note 3 Combined mode includes DIM; B/P WD; BD/P WD; BDFIMDF; BDF/MDFIPWD; 2D/CWD; DDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color) (Dlvin nSgn-otff
Note 10 STIC Color Division of adiologicei Devces
Note I1I Elastography Office of In Vitro Diagnostic Device Evaluation and Saety
Note 12 Fusion Arv-r
Note 13 2D WMT 510K I 1tQ~iiL7

Prescription Use Only (Per 21 CRESO 1.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM500(v2.0)TUS-A500 Ultrasound System

System: Aplio TUS-A500/A400/A300 v2.0
Transducer: PLT-712BT

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

Clinical Application Mode of'Operation

Specific B M IPWD jCWD j Color Combined THi Dynamic Power CHI 4D Other

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

Fetal 1 ____

Aominal N N N __ N I2IN Ni N 15,7
intra-operative (Abdominal) - I - - I --
Intra-operative (Neuro) __________ ___________

R;a~aroscopic Z L i__
Pediatric NN N N 2 N N jN 5,7

Small Organ (Specify') (1)II I
Neonatal Cephalic N NIN N 2 N NjN 5,7

Adut2Cepalic - f _W

Trans-vaginal F t -- ____ ~r
[rn-urethral I Y ____ I ___

[Trans-esoph. (non-Card.) I
(Conventional)_______ _________________

(Sfiil) ____l___l (Superficial)_

Intravascular I____ ___

Other (Specify)I Iii.- I____ ___ _______

Cardiac Adult i z i z r ___ ___ ___

Cardiac Pediatric
Intravascular (Cardiac)j ] __ _ ___ ___ -

Trans-esoph. (Cardiac) .1I.u jjzz u z
1Other (Specify)I _ _______

Peihrlvessel 1 T 7 I - - ___ ___

.iOther (Specify) I I l ___ ___ ___

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 B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC 

z _Note 93D Color (Volume Color)
Note 10 STIC Color (Divlsloj Sign-Oft)
Note I I Elastography Diviio ofRiologicaJ De~4ces
Note 12 Fusion Office of in Vitro Diagnostic Device Evaluation and Safet
Note 13 2D WMT 
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM1500(v2.0) TUS-A500 Ultrasound System

System: Aplio TUS-ASOO/A400/A300 v2.0
Transducer: PLT-745B3TV

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 Dynamic Power CHII 4D Other
(Tracks 3) Doppler (Specify) Flow 2D [Note]

Abdominal N IN N IN 2 IN N Nl 5,7

Intra-operative (Abdominal) N N N N 2 jN N N5,
Intrat-operative (Neuro)I-
Laparoscopic I ~ 17 ___________I

Pediatric- _ __-1

Small Organ (Specify) (1) 1
Neonatal Cephalic ____ ____ ____I___ ____

FAdult Cephalic
Trans-rectat 1_____
Trans-vaginal - -__
[Trans-urethral 

--Card.)

TranS-esoph. (Suefcaon ___ j ___

Msulo-skeletal
(Conventional) ____

M usculo-skeletal (Superficial)_ _____

IntravascularJ j _______

Other (Specify) -~ I- - ___

{Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac) II____ ____

Intra-Iar ia
Other (Specify)I I ___

Peripheral vessel 1 ]____
IOther (Specify) ~I _________ ___

N = new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K1 03645
Note I 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 ElM; B/P WD; 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 I0 STIC Color

(Di sion Sign-OWfNote I I Elastography Divsion iRadiological Dev~oes
Note 12 Fusion Office of In Vitro Diagnostic Device Evaluation and Safety
Note I3 2D WMT i , -
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM500(v2.0) TUS-A500 Ultrasound System

System: Alio TUS-A5001A400/A300 v2.0
Transducer: PLT-7O4SBT

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

Clinical Application Mode of Operation ____

Specific B M PWD CWND Color Combined THi Dynamic Pwe CHII 4D Other

(Tracks 3) Doppler (Specify) {Flow M2D [Notcj

,Ophthalmic I __ ___ r
~Fetal I 1I __

~Abdominal9- - -

Intra-operative (Abdominal) - II
oper2~ative (Neuro) - I __ ___

Laaroscopic
Pediatric I 2- - ~

tSmall Organ (Specify) (1) N NjN - 2- N N N 5.7
conatal Cephalic-- -

[Adult Cephalic - J -
[Trans-rectal ___ _

Trans-urethra! lI____ l
Trans-esoph. (non-Card.) I - _______

(Conventional) N2 N N N5.

-Musculo-skeletal (Superficial) N NJNj NI 2 Nj N N 5.7

Itravascular _______

Other (Specify)_ _ __

Cardiac Adult I_ _I

Cardiac Pediatric

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

[Itacardiac I I II_____ - ____

Other (Specify) _
Peripheral vessel N N N N I 2 N N N5.
Other (Specify)
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 RIM; B/P WD; EDFIPWD; BDFIMDF; BDF/MDFIPWD
Note 3 Combined mode includes RIM; B/PWD; EDFIPWD; 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 (Divion Sign-Off)
Note I I Flastography Division oX a® 09 a]a Devica
Note 12 Fusion Office of In Vitro Diagnostic Device Evaluation and Safety
Note 13 2D WMT 
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTMSOO(v2.O) TUS-A500 Ultrasound System

System: ADlico TUS-A500/A400/A300 v2.0
Transducer: PLT-805AT

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

Clinical Application M ode of Operation ____--

Specific B MNIPWD CWDI Color Combined THi Dynamic Power CHII 4D Other
(Tracks 3) Doppler (Specify) Flow 2D (Notcl

~Ophthalmic -- { ___

Abdominal (boia)j

Pediatric I_ _ W
Small Organ (Specify') (1) N - N 1 5.6,7,11
Neconatal Cephalic I 1 1 ____II I ___

Adult CephalicI 1.I____ ___

Trans-rectal I I_
~Trans-vaginal - - --- __

Trans-urethral_ __

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional) N N NN 2 N fN N 15,6,7,11
Musculo-skeletal (Superficial) N N N __ jN 2 N N N 15A67.11
Intravascular [- [If
Other (Specify) j- 1- - -I_____

Cardiac Adultj _____-; - -I i
jCardiac PediatricII.----I-- __ _____

frrans-esoph. (Cardiac)I --

Intra-cardiac . ...... . ... ___ _____ _I___I
Other (Specify) II___ ___

Peripheral vessel N 2 N 56,7,11
jOther (Specify) i.1________ ___

N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K1 03645

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; lIP WD; BDF/PWD; EDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes filM; 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

NoteI IElasogrphy(0 ion StgnOiflNoteII EastoraphoDivsion f RactologiCad Devices
Note 12 Fusion Office of In Vitro Diagnostic Device Evatuation aid Safety
Note 13 2D WMT s
Prescription Use Only (Per 21 CRF8OI.109) 510K

B- 16

COMPANY CONFIDENTIAL 510(k): Aplie TUS-AS00/400/300 (V2.0)
MAR 2011 Page 179 of 3030


