(092129

Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™ XG {v4.0R001) SSA-T90A Ultrasound System

, 510(k) Summary
Submitter’s Name:  Toshiba America Medical Systems, Inc. JUL 2 92003
Address: ' PO Box 2068, 2441 Michelle Drive Tustin, CA 92781-2068
Contact: Paul Biggins, Director Regulatory Affairs
Telephone No.: {714) 730-5000 7
Device Proprietary Name: APLIO XG MODEL SSA-790A Version 4.0R00]
Common Name: - Diagnostic Ultrasound System
Classification:

* Regulatory Class: I
* Review Category: Tier Il

» Ultrasonic Pulsed Doppler Imaging System — Product Code: 90-IYN
[Fed. Reg.No.: 892.1550] ‘

* Ultrasonic Pulsed Echo Imaging Systeni — 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:

Toshiba Ultrasound Diagnostic System Aplio XG MODEL SSA-790A V4.0 - $10(k) K091295
e Siemens Medical Solutions Acuson $S2000 Diagnostic Ultrasound System — 510(k) K090334

Device Description:

The Aplio XG v4.0R001 is 2 mobile system. This system 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.

Intended Use:

The Aplio v4.0R001 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},

Safety Considerations:

This device is designed and manufactured in conjunction with the Quality System Regulation, [EC
60601-1 (applicable portions), IEC 60601-1-1 (applicable portion), IEC 60601-1-2 (applicable
portion), [EC 60601-1-4 (applicable portion), [EC60601-2-37 (applicable portions), IEC 62304
(applicable portion) and the AIUM-NEMA UD2 Output Measurement Standard as applied to Track 3
Ultrasound systems and the AIUM-NEMA UD3 Output Display Standard.



Toshiba Ametica Medica! Systems, Inc. 510(k) Premarket Notification
Aplio™ XG (v4.0R001) SSA-790A Ultrasound System

Declaration of Conformity:

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

Standards Forms:
The standards forms are the same as those submitted for the Aplio XG v4.0 K091295.

Clinical Trials Form
Please see the attached Clinical Trials Form FDA-3674
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DEPARTMENT OF HEALTH & HUMAN SERVICES | Public Health Service

G,

EALTS
ot Me,

ervasa Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Toshiba America Medical Systems, Inc.

% Mr. Mark Job )
Responsible Third Party Official JUL 8 92008
Regulatory Technology Services LLC

1394 25" Street NW

BUFFALO MN 55313

Re: K092179
Trade/Device Name: Elastography for SSA-790A Aplio XG v4.0R001 Diagnostic
Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasound pulsed doppler imaging system
Regulatory Class: 11 ‘
Product Code: TYN, IYO, and ITX
Dated: July 17, 2009
Received: July 21, 2009

Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against
misbranding and adulteration. ‘

This determination of substantial equivalence applies to the following transducers intended for use
with the Elastography for SSA-790A Aplio XG v4.0R001 Diagnostic Ultrasound System, as '

described in your premarket notification:

Transducer Model Number

PLT-604AT PLT-1204BT
PLT-704AT PLT-1204AX
PLT-704SBT PLT-1204BX
PLT-705BTH PLT-1204MV
PLT-705BTF ' PET-510MB
PLT-805AT : PC-20M
PLT-12028 PC-50M

PLT-1204AT PST-25BT



Page 2 — Mr. Job

PST-30BT PVT-575MV

PST-50AT PVT-674BT

PST-65AT- PVT-661VT
PVT-375BT PVT-681MV
PVT-375MV PVT-745BTV
PET-382BT PVT-770RT
PVT-382MV

If your device is classified (see above) into either class II (Special Controls) or class IIT (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 898. In addition, FDA may publish
further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CFR Part 801); good manufacturing practice requirements as st 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
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain other
general information on your responsibilities under the Act from the Division of Small Manufacturers,
" International and Consumer Assistance at its toll-free number (800) 638-2041 or (240) 276-3150 or
at its Internet address http://www.fda.pov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Sunder Rajan at
(240) 276-3666. S

Sincerely yours,

Jarline M. Morris
Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation -
Center for Devices and Radiological Health .

Enclosure(s)



Toshiba America Medical Systems, Inc. 510{k) Premarkst Notification
Aplio™ XG (v4.0R001) SSA-790A Ultrasound System

510(k) Number (if known): K -’ qﬂ/ 76

Device Name: Elagtography for SSA-790A Aplic XG v4.0R001 Diagnostic Ultrasound
System

Indieations for Use:

Elastography is indicated for determining the relative elasticity of a lesion.

Prescription Use Only (Per 21 CRFg01.109)

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

Concurrence of CDRY, Office of Device Evaluation (QDE}

(Division Sign-O:
Division of Reproductive, Abdominal, -
and Radiological Devi

510(K) Nurnber m@?ﬁa/ 74




Toshiba America Medical Systems, Inc. _ 310k} Premarket Nlotiﬁcation
Aplio™ XG (v4.0R001) SSA-790A Ultrasound System

System: _Aplio XG v4.0R00I SSA-790A
Transducer:

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

Ciiniqal App!iqatic;n Mode of O_per_atign

Specific B M pwo[cwn; Color |Combinedi THI Dynamic Power | CHI | 4D | Other ;
(Tracks 3) : ' Doppler | (Specify) | | Flow 1 20 1! [Note] !
P f oo

N

] H

(Ophthaimic "

:if\bdominal

B L S TR S PPN

TP 58500
P 15789101

i Hﬁtm—qumtive {Abdommai)
i llntra-operative (Neuro) i

HL.gp'amscogic ‘
Smalf Organ (Note 1) ™~
1[Neonatal Cephalic
:[Adult Cephalic

| [ S S L et - e e

;
i
!
i

wlwiwlw

P 578500
145679111

!|Trans-rectal

B S L N PSSP D S

!|Trans-vaginal

=
.
i

i

i

=

P

ko ittt k1

5 [Trans-a:ﬁph.

o

IMusculo-skeletat .
MConventional) G
Miseuo il Supericial) 1 b
' llim_ra\:fasct_llar_ ' ’ '
Qiher (Specify

Cardiac Adult

'Cardiac Pediatric
[lotravascular (Cardise)
ﬁ'hrad;su-easﬁ_(?:a@;c) . —P
:[_ c;rd;ac-_ e
'Oth;(ﬂ.ds;):m?v) S ‘ : _ ] ‘ j :
Pepheralvesssl PR B P P 3 R Ry
{Other (Specify) | |

iolw

Ca5ers0t

N = new indication; P = previously cleared by FDA; E = added under this appendix’
Previous 510{k) of the transducer: K091795

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode-includes B/M; B/FWD; BDF/PWD; BDE/MDF; BDF/MDF/PWD

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

MNote 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC . ' ‘
MNaote 9 3D color

Nate 10 STIC Color (Division Sign-Off) . ]
Note 11 Elastography (New) Division of Reproductive, Abdominal,

and Radiological Deyi )
Prescription Use Only (Per 21 CRF801.109) $100k) Number % 0927 7




Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
g Aplie™ XG (v4.0R001) SSA-790A Ultrasound System

System: Aplio XG v4.0R001 §SA-790A
Transducer:_ PLT-604AT

Intended Use: Diagnostic ultrasound imaging or Muid flow analysis of the haman body as foliows:

_‘ : Chmca]Apphcatlon Mode af Operauon :
Specific B I M ,PWD CWD Color 'Cnmbmed THI !Dynamlcl Power | CHI 1 3D 0ther l
(Tracks 3) .Daoppler (Speufy) Flow [Notei ;
* SR a ) | ; "
nOphtha!mlc N o ; o ' i 1
il ; ;
g Laparoscoplp _ ’— ' 7‘:' !
IPedlar.nc . B f . ) i .
?Smal! Organ ( Apecnfv}(l) PP P . P | 2
Mo Cophaic T n T
{Adult Cephalic """ o
Teansrectal R ’ ’
{Trans-vaginal Cod ;
Trans urethral N {
;| Trans- esoph {non- Card} - _ ‘ =
: Musculo skeletaE : . o : ’ - fg :
:{Conventmna[) P Pov - P : 2 P P i P : P : . 3 }
PP P S 2 P PP P s
1,Tra;s esoph [Card1ac) k } E
!Im_ra—carc_l!a_c_ ?
Pepheralwessel T etk P e a0 p Uy p 5
? Other (Specify). S

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K091295

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

Nate 3 Combined mode includes BJ‘M B/PWD;, BDF/PWD; BDF/MDF; BDF/MDF/PWD: IDICWDy, BDFICWD
Maote 4 TDI

Nate 5 ApliPure

MNote 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D color

Note 10 STIC Color

Note 11 Elastography (New) -

Prescription Use Only (Per 21 CRF801.109) (DMSIFH Sign-Off)
Division of Reproductive, Abdominal,

and Radiological Devices K
510(k) Number s Fél! 7 4




Toshiba America Medical Systems, {nc. ‘ 510(k) Premarket Notification
Aplia™ XG (v4.0R001) SSA-790A Ultrasound System

System: Aplio XG v4.0R001 SSA-790A
Transducer:___PLT-T04AT

Intended Use: Diagrostic ultrasound imaging or fluid flow analysis of the human boady as follows:

Chmcalr\ppilcation ModeofOperatlon . Y o . o |
|

“Specific B M .Pwn CWD: Color {Combined| THI [Dynamic: Power | CHI | 3D | Other |
(Tracks 3) ! g anpler'(Spec:fy} D Flow 1) [Note| |

]Abdomma] o ek i

' Initra- operalwe (Abdommal) B ! '
; Intra-operative (Neur o _i
Laparoscopic LTy
[Pediatric ) T C ,

‘ Small Organ (Spccnfy) (]) i p R ; — ! - P . A P: l. :5-
Neunaia[ Ccphahc o : o ' o B . . '

: [Adult Cephahc

iTrans-recta] ) i ! ! .
Lo Lo

[Trans “urethral B o : T
I_aitans-esm:}\ (non Card)

Musculo—ske]etal ‘ ' : e

E(Cunventwnal] P . P P | . P 2 ' F P
iMuscu]o—skeletal(Superﬁcml) PP P Lop 2 b
|lntravascula.r h : B | S
| o EI}F[__(_S__P'-’-CTM e _ ,W__ &

‘[Cardiac Adull

PETS IUU O PUIFRRRN

Cardlac Pedlamc

']lnt vascular(Cardaac) f i
; i )
:lntra-cardlac - - e ine - , .......

AfPerlpheraI vessel P P P P 2 P - P P P

tother {Spec".y) B ,..,,,,,I.,., Trreemeemien e M e e e @ e e e T ’. Cr s e e e e e s e e

N = new indication; P = previausly cleared by FDA, E = added under this appendix
Previous 510(k) of the transducer: K091295

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

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

Mote 5 ApliPure

Nate & MicroPure

Note 7 Precision Imaging
MNote 8 STIC

Note ¢ 3D color

Note 10 STIC Color

Note t1 Elastography (New)

Prescription Use Only (Per 21 CRFB801.£09)

(Division Sign- 6ff)
Division of Reproductive, Abdominal,
and Radiological Devi

510(k} Numbr _ mK 67 a/ / 7




Toshiba America Medical Systems, {nc.

510(k} Premarket Notification

Aplio™ XG (v4.0R001) SSA-790A Ultrasound System

Systern: Aplio XG v4.GR001 SSA-TI0A
Transducer:___ PLT-7045BT

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

’_ _V_Apphcatmn .Mode of Operatmn A

" Specific B M PWD| CWD; Color [Combined! THI |Dynamic Power | CHI
{(Tracks 3) ! ; ,Doppler. {Specify) | Fiow ! i 2D
S e : P

Ophthaimlc

- SRR

ST RSP

i |Felal

‘|Abdommal

SR P

'|[ntra operalwc (Abdommal) o

|[ntra operal' (Neg.rgl}

Lapamscoplc

IPcdsatrrc

!Small"Orge-m (Specnfy) (1)
‘{Neonata] Ccphallc

r1Adult Cey alu:

i Trans-rectal

: Tmns vagtna].

: Trans urethrai

'Trans ESOph (nori“Card )

“In Muscuio—skcleta]
' (Conventlonai)

:|Musculo skeletal (Superf‘cml] >

: |[mravascular

TS,

(Eard:ac Pedlatnc__ . o

- llmra-cardmc ! . f : e

1 '

B e S LRI S
‘{Peripheral vessel P P P P2 5 op P PP

N = new indication; P = previousty ¢leared by FDA; E = added under this appendix
Previous 510(k} of the transducer: K091295

Note | Small organ includes thyroid, breast and testicle. ¢
MNote 2 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF; BDE/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF, BOF/MDFPWD; 2D/CWD; BDF/CWD
Mote 4 T

Note 5 ApliPure
MNate 6 MicroPure
Note 7 Precision [maging

Note 8 STIC :
Mote 9 3D color M_/
Note 0 STIC Cotor . ' L
Note 11 Elastography (New) (Division Sign-Off)
Division of Reproductive, Abdominal, -
Prescription Use Only (Per 21 CRF801.109) ‘ and Radiological D

510(k) Number ﬁoﬁ?-/’??




Teshiba America Medical Systemss, Inc. 510(k) Premarket Notification
Aplio™ XG (v4.0R001) SSA-790A Ultrasound System

System: Aplio XG v4.0RD0E SSA-790A
Transducer;__PLT-705BTH

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

....Cliwical Apication _Modeof Operation " ©
" Specific ‘M PWD!CWD Color [Combined| THI Dynamic| Power | cm' 3D . Other
{Tracks 3) o : ; ’Duppleri (Spec:fy) i . Flow | 2D ! [Note] i
L R : P i :

‘Op‘ tha]mlc ) !

iiFeta[

UAbdominal

11ntra operatwc (Abdomma[)
}lntra npera!we (Ncuro)

ELaparoscoch
}Ped:al:nc

ESmaII Organ (Spe 'fy)( )
| ﬁ\leoﬂatal Cephahc

iAduIt Cephal:c P !
S T S i - s S S - %

- -esoph (nun Card) R S U FER JURUS S e - e .. y
|ﬁ:5culn—skele'{a.l- oo S e e S SR A R N oy
I(Conventmnal) ‘ . <‘ : : : i ' ;
,XA'(;Edﬂio-skeletai(Superﬂcm) e oo
ilntravascular i o e ,,,.,;__ T S -
IOlhcr (Spec:fy) o : - : : - ) ! )
:rC r_'dlac Adult . ' o . k . ) X
'Cardlac Bogi o T e e e e ( . r — e
i]ntravascuiar (Cardlac] - . . . ‘ " P T :

‘Tmns esopf; (Cardlac] . R r

!]:_nra caraac R e i

i

'Other (Spemfy)
'Penphera] vessel
|Other (Spemfy] o

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510{k) of the transducer: K091295

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

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

Note 5 ApliPure

Mote § MicroPure

Note 7 Precision Imaging
Note 8 STIC

MNote 93D cofor

Note 10 STIC Colar

Naote 11 Elastography (New)

{Division ign- Off)
Prescription Use Only (Per 21 CRFE01.A09) Division of Reproductive, Abdorminal,
and Radlologlcal Devices,

510(k) Number__ )‘4) qu/ 7 7




Toshiba America Medical Systems, Inc. 510(k) Premarket Notification

Aplio™ XG (v, 0R001) SSA-790A Ultrasound System

System: __. Aplio XG v4.0R001 3SA-750A
Transducer:___PLT-705BTF

lntended Use: Diagnostic-ultraseund imaging or fluid flow analysis of the human body as fottows:

.Clinical Application 'Made of Operati e - ]

Specific : : Combmed THI 'Dynamlc Power CHH 3D | Other |

; (Tracks 3) ". 3} i : ,Duppler (Speufy) i Flow ‘ i) ! {Note] t

iOﬁlhthal"r-nIc s :

i Fetal R i
i'.iﬁgigén}ﬁﬁai“ e

[ntra-operatwe (Abdommal)
i [mra-operahve (Ngur{})

; Laparoscoprc

: [Pediatric

. Nconatal Cephahc &

HAdult Ccphahc T

RS AP

{Trans-rectal
lTrans vagma[

Trans-esoph (;On Card) — | B A e e s i

|

lMusculo skeletal ' i : ; : : : ;
ii(Conventional) B | S : S |
]

rMuscu]o—skf:lt:tal (Superﬁcm[)
Ilntravascular o ' :
iOthcr Spcc:Fy-) o - . S : . L
Card:ac Adu]t ' ‘

H . ¥

{Cardmc Ped;amc . | : C e ‘ e e e _

‘I.mravascular(Ca.rdlac) :

‘Intra cardlac - ' ' : o

. (Spec:fy) o . e - e e e
. 'Penpheral vessel '
JO[her (Spemfy)

N = new indication; P = previously cleared by FDA E = added under this appendix
Previcus 5 10¢k) of the transducer: K091295 -

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

Note 3 Combined made includes B/M; B/PWD, BDF/PWD; BDF/MDF; BDE/MDF/PWD: ZD.’CWD BDF!CWD
Note 4 TD|

Nate § ApliPure
Note 6 MicroPure

Note 7 Precision Imaging
MNote 8 STIC

Nate 9 3D color

Note 10 STIC Colar

Note 11 Elastography (Mew)

(Divisioh Sign- Abdominal
) . e 1 I
Prescription Use Only (Per 21 CRF801.109) . Division of Reproductive, AbdO '

and Radiological Devifz '
510(k) Number m c;l I 7 0’




Toshiba America Medical Systems, Inc. ‘ 510¢k} Premarket Notification
Aplio™ XG (v4.0RDO) SSA-790A Ultrasound System

System: Aplig XG v4.0R001 SSA-790A
Transducer:__ PLT-805AT

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

- C!l cal App]]catwn 'Mode oi‘Opcratton ‘ - _ _. . o ) ' - i
- .-S-[;Etlf-lt o B MM=PWD CWD Culnr iCumblﬁéd TH1 £Dynamici Power | CHI -35 i Other |
! (Tracks 3) : .: ‘ Duppler {Spcmfy) * Flow ! 1) g [Note] |
_,_ L _,...'{“,, _— ; -
;?s'ér?;nhrgan Specif ([P | oy
{ Neonatal Cephalic o ‘ : . i
[,&iuitqzéiz_ahc - / e _i_. e
|
e S T S A A A
':MIUS.CLIIEHSI"(&E-IEII(Supel‘ﬁcmi) -. o | = | g - 2 R |
i,lntravascular B : ;
ir()ther(Speclfy] o ' i ‘, : l B li ;
' ::,Cardla_c Adult _ ' ; ' ' ' ', ‘
‘Cardlla;“cwi;;ch'éac R : b .
: scuiar (Cardtac) o P ; - -:. . ; i :
1 oph (Cardlan')“ . = ‘. - S T B e S i e L
;!ntra—ca;a;;r:“ = A SEREEEE s R R
'Other(Speclfy] i o L R - g , |
‘ Fenpheral vessel ‘PP P B S 2 P PP P 56,7

iOth::r (Spemty

N = new indication; P = previousiy cleared by FDA: E = added under this appendix
Previous 510(k) of lhe transducer: K(91295 .

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

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

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Nate & STIC

Note ¢ 3D color

MNote 10 STIC Color

Nate 11 Elastography {New)

(Dm on Sign-Off),
Division of Reproductive, Abdominal,
and Radiological Device

510{k) Number )@J 28] 79

Prescription Use Only (Per 21 CRF8(1.109)




Toshiba America Medical Systems, Inc. , 510{k) Premarket Notification
Aplio™ XG (vd.QRO01) SSA-790A Ultrasound System

System: Aplio XG v4.0R001 SSA-790A
Transducer;  PET-12035

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

_ Clinical Application __ [Mode of Operation e e e
Specific B M nPWD CWDI Color lCombmei:l THI il}ynamlc Power CHI Other
{Tracks 3) : 1Doppler!(5pec|fy) 1 Flow ‘E | D l [Note} i

;O;h-[h-al;mc e in e e

i
: §
' i !
j

l

i
.

i

i

: lntra—operauve {Abdommal)

. ]ntra operatlve (Neuro} ) ! ! h
; {Laparoscoplc ) : !
{]Pechatnc :

T R
Neonatal Cephalic

Trans vagmal :

}T;ﬁ; u;f_:tf-rral o e e e S A

0 h (non Czﬁu‘md}h : : : ! :

: ; SRR ; e .= S !
i L R N
;iMuscula skcleta[ (Superf'cml) ‘ P 1 P ; P “ : P 2 o . P '!7 p l P i ; 45 ]I ,
}-[Inlravascular ........ S S e b . ! . _ . - R R ‘hnf
-{Other (Specify) S _ I S !
Cardiac Adult : 7 ) ‘ : C '
Cordiac Pedirc. : e e
*h\travascular (Cardlac) - o o T : h ) :
""I.'r;nvsr-hkoph (Ca:d:ac) e e b e e et i ‘
: ']ntra cara;_a_cm. i i ‘
10 pcrc:lrfv) ; ; :
iPer, pheéa} vessel ‘PP P Cop 2 p p P ast

Other (Specmfy}

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k}y of the transducer: K091295

Note t Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD;, BDF/MDF; BDF/MDF/PWD

-~ Note 3 Combined mode includes B/M: B/PWD; BDF/PWD, BDF!MDF BDEMDF/PWD, 2D/CWD;, BDF/ICWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

WNote 7 Precision Imaging
Note 8 STIC

Note ¢ 3D colar

Note 10 STIC Color

Note 1} Elastography (New)

Prescription Use Only (Per 21 CRF801.109) Division of Reproductive, Abdominal,

and Radiological Dewcc? -
510(k) Number _. ?9" 7 q




Toshiba America Medical Systems, Inc. 510(k) Premarket Notiftication
Aplic™ XG (v4.0R001) SSA-790A Ultrasound System

System: Aplio XG v4.0R001 SSA-790A
Transducer:__ PLT-1204AT

intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follaws:

... Clcicel Applicaion _Nfode of Operation __~ e
Specific "B { M PWD.CWD! Color |Combined| THI Dynamic| Pawer ; CHI | 3D | Other |
(Tracks 3) ; ; } :Doppler| {Spec:fy)} ! Flow | ' ZD ! : [Note| !
! | ! 1 i H
T ‘ ey e
‘Fetal A '
T R .
:-I-rthtF:o;él;(;aKEﬁumlnal)A I i oo

i Intra-operative (Neuro)
{[Lapawoscopic
[Pediatric _

1 Small Organ {Specif‘y}_‘(‘lm]“_: '
_i Neonatal Ccphallc

|Adult Cephalic

(Trans rectal ; | :
Trans vagma! T S

T e e

* i Trans- urr:lhra!

{{ Trans-esoph, (non- Card )

: [ Musculo-skeletal
; (Conventmnal)

- Musculo- skcletal (Superfclal) '7 P P P P

t{Intravascular : o - .
§|Other (Spectfy) - B i
(:;ardlé.c Adutt ) ' , :
,-(E ;rm_e;l‘n;tﬁé‘ e+ e e - -
|lr|travascular {Cardlac) B a ) o A P 1 v
i oy (Cardlac] R (R SR T s i e -

‘ {]mra.cardlac e e e e e i:,, o

:Penpherallvessel P P P P 2 P P PP - 4.,5‘,6,11A
kOi r( pcclfy : :

* N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K091293

Note | Small organ inclides thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/P WD, BDF/PWD; BDF/MDF; BDF/MDE/PWD

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

Note 5 ApliPiire

Note 6 MicroPure

Note 7 Precision Imaging
MNote 8 STIC

Note 9 3D color

Note 10 STIC Color
Note 11 Elastography (New)

sion Sign-Off) '
Division of chroductwe, Abdominal,

Prescription Use Only (Per 21 CRF801.109) and Radiological Devices 9\ !7 67

+ 510(k) Number



Toshiba America Medical Systems, Inc. 310(k) Premarket Notification
A Aplio™ XG (v4.0R001} SSA-790A Ultrasound System

System: Aplio XG v4.0R001 SSA-790A
Transducer:__ PLT-1204BT

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

' ClmlcalAppllcauon - Mode of Operat:(m

. Sperific ‘ B M ~PWDiCWD Color lCombmedx THU Dynamlc Power 4CHI 3D | |
; {Tracks 3} : : Duppler (Spectfy)’ ; Flow ID | [Mote] 5}

|Ophth R . T t
‘[fE"JoTnTﬁ'a—i """""""""""""" .
Intra-operative {‘.‘\bq?,m“ij“al.) e

i Intra-operative (Neuro) :

i,LaparoscopiS_‘ -
i|Pediatric
HSmall Organ {Specnfy} (I)

[Neonatal Ccphahc
: iAdull Cephalic

- Trans-rectal i
i Trans-vagmal i ,
; lTrans-urf:thraI 7 j : ;

'ﬁtTrans-e_suph (noﬁ Card) b R cim ettt vt et bt e

liMusculo-skeletal
‘[(Conventional)

flMusculu-skeIeta!{Superi'clal) P P - o 2

,45611

Pl faséan
;

iintravascular o T - ; E
BL_h—er ZHS?emfyS‘AA e e e e e epe e e 2 e e e e i g E I
i< .. SR B
l i : i ! :
ﬁoph (Ca:d:ac) : ) . | ” ‘
lntra carélac e R e s T Sl
: Other (Spec1fy) R R IR E I SR AR

"N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K091295

Note | Smal! organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BOF/PWD; BDF/MDF; BDE/MDFE/PWD

Note 3 Combined mode includes B/M; B/PWD, BDF/PWD: BDF/MDF, BDF/MDF/PWD: 2D/CWD:, BDF/CWD .
Note 4 TDI1 . :

Note 5 ApliPure

Mote & MicroPure

Note 7 Precision Imaging
Nete 8 STIC

Note 9 3D color

Note 10 STIC Caler

Note 11 Elastography (New)

Prescription Use Only (Per 2§ CRF801.109)

- Division of Reproductive, Abdominal,
and Radiological Devi

310(k) Number __ C?O ﬁal?j_




Toshiba America Medical Systems, Inc.

System:
Transducer:

Aplio X v4. 0RO01 SSA-790A
PLT-1204AX

310(k) Premarket Natification
- Aplio™ XG (v4.0R001) SSA-790A Ultrasound System

Intended Use: Diégnoslic uitrasound imagirg or fluid flow analysis of the human body as follows:

. Crnical Applicaion. " Niode of Opsrion

,,,,,, e im et

Specific B M iPWD (CWDH Colur !Combmed THI Dynamic. Power ;CHli 3D | Other l

{Tracks 3) i iDoppler| (Spenfy) ' Flow | 2D E [Note] |
O*phthalmlc N Ak = S VN RO _ E

|Fctai

: Abdorrimal o

1

lntra opcratwe (Abdommal)
. [ntra operatwe (Neuro)

Laparoscoplc

Fedaric R
|Smalt Organ (Specify) (1)
: Neonala! Cephahcr

: Adult Ccphahc
. Trans-recta[ |

[Musculo-skeletal i S R
(Couvennonat) i '

Musculo—skcietai (Superﬁcxal] -

'Tmns esgph (non Ca:d) T - : I —

‘ Intravascular
{Other (Spe:
,jCardlac Agglt
Cardlach‘edlamc '

; lnr.ravascular {Carrhac)

Trans—esoph (Card:a_c}

}Penpheral veséel
{Other {Spechy)

N =new mdlcauon P previously cleared by FDA; E = added under this appendix
Prevrous 510(k) of the transducer: K091295

Note 1 Small organ includes thyroid, breast and testicle.

~

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

Note 4 TDI

Note 5 ApliPure

Note & MicraPure .

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D color

Note 10 STIC Color
Note 11 Elastography (New)

Prescription Use Only {Per 21 CRF801.109)

145611

(Division g‘:ién-O'ff)

Division of Reproductive, Abdominal,

and Radiological Devi
510(k) Number

%0;9./7‘?




Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™ XG (v4.0R001} SSA-790A Ultrasound System

System: Anlio XG v4.0R001 SSA-790A
Transducer:_ PLT-1204BX

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

Cllmcal App]lcatlon ' 'IModc afOperaucm L N S . |
T T speaine TR M PWD: CWD “Color {Combined THI [Dynamic| Power ' CHI | 3D | Other |
{Tracks 3) ; ! iDoppier (Spectfy) ‘| Flow ’ D | " [Note} 1
'_O-Eéthalmlc
fFeat o
tAbdominal

S

ﬁntra aperatwc (Abdommal) I
Ilnlra-opcrauve (Neuro) :
!|Laparoscnp:c o :

mrans esoph (nv;m Card )

Musculo-skeletal
; (Conventmnal)

456?1!

Musculu-skeietal (Superf’cul)

: Intravascula_r ' '

Other {Spemf‘v) ' - S o | _ 3 !
:Cardlac Aduh , L L E

‘.Inlravascular (Cardlac} R ' S - S [

Penp'herai vessel P P P ol 1 p o p P 4,567,11!
Other {Spectfy] '

N = new indication; P = previously cleared by FDA: E = = added under this appendix
Previous 510(k) of the transducer K0912935

Note 1 Smalt organ includes thyroid, breast and testicle «
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDE/MDE/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF: BDE/MDF/PWD, 2DICWD; BDF/ICWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D color

Note 10 STIC Color

Note 11 Elastography (New)

Divisioh Slgn-Off) _
%)msnon of Reproductive, Abdominal,

and Radiological Dev:m /701
510(k) Number

Prescription Use Only (Per 21 CRF801.109)




Toshiba America Medical Systems, Inc.

510(k) Premarket Notification

Aplio™ XG {v4.0R001) SSA-790A Ultrasound System

System: Aplio XG v4.0R001 SSA- 790A
Transducer:__ PLT- l204MV

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

Chmcal Apphcgnon rMo off_gperatlen_. i s - N !
) Spec_lf'c R B fﬂi’imﬂ;\ﬁ.g\VD' Color :Cumbmed THI Dynamw]‘ Power '(';‘HI —31D_ " Other ;
(Tracks 3) S DcppierI(Speclfy) ' Flow i D | [Note}
o . . ) { !
Opll[galm((;u “ - i - " S
lfFata] o A )
fAbdominal P
Hintra-operative ( (Abdominalj [
; Imra-operatlve (Ney::g) ‘ T

Laparosccptc

I;Neonatal Cephahc . )

JAdult Cephahc

;iTrans-L;rethmI e
‘ Trans-csoph (non Card) N
Musculo-skeletal
‘ (Conventmn‘al)

§| eletal (Superﬁclal)
lntravascular . Lo

. Musculo-

!C‘ardmc Adu]t

I(_‘ar(hac Pcd‘amc NN 7. R SR SRR CIRE IR

IOthea‘-_(“S_p.—e—c_:i.g]k - [T - : S e e

.Pcrtpheral vessel
'Other (Spectf‘y)

* N =new indication; P = previously c]eared by FDA,E =

= added under this appendix
Previous 510k} of the transducer: K09|295

Note | Small argan includes thyroid; breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Nete 3 Combined mode includes B/M; B/PWD: BDF/PWD, BDF/MDF; BDF'MDE/PWD-
Nate 4 TD}

Note 5 ApliPure

Note & MicroPure

Note 7 Precision Imaging
Nate B STIC

Note 9 3D color

Note 10 STIC Color

Note 11 Elastography (New}

Prescription Use Oniy {Per 21 CRF801. 109)

1
J
| 1
1

; 2DICWD, BDFICWD

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

and Radiological Devices
Ko 98479

510(k) Number



Toshiba America Medical Systems, [nc. 510(k} Premarket Notification
' ' Aplio™ XG (v4.0R001) SSA-790A Uttrasound System

System: Aplio XG v4.0R001 SSA-790A
Transducer:__ PET-310MB

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

Clinical Application V.ModeOfOperallonl S o ) )

Specific B~ M PWDICWD| Color [Combined: THI Inynamm_"P&i;Jér" cril
’ (Tracks 3) ) : ’Duppler (Speclfy). Flow ;1D }

3D i Other

| ! [No(el i
; i :
Ophthaimic ~ ~ R B A
T . 1 ﬁ -__ e ; B ir
;Abdcmmal e e e s SRR | :
: ]nlrahc:_pe;el_t.x-\_r.e (Abdornmal) 7 i ‘ ' i !
i{Intra-operative (Neura) 1 E |
ULaparoscopic ot
iPediatic T N _ N x E ‘
: gm;!l Organ (Spectf‘y) (I) X 1 ) ! . !
Neonatal Cephallc o 7 — , ‘ i ﬁ: i
!ﬂémc_eﬁa 5 e e . e R e "f . L
‘Transrcct—al— e e } o ; ;
Trans-vagmal . o - _ ; ) .
|Tr;n5-|.|_re.ﬁ_1;z;I o e “1 - . Ir . L M
| : : :
'{MLLséulo keleta[(Super!'clal) ' ' : ; . o ’ I .
i ; !
. !
Mans-esoph, (Cardias) " PP P P p 3T Uy ooty
:l[nl—r;é-:;l:&xé;:" B e whe e

'.Other(Spemf“y) B o T ‘ ‘ B
lPenpheral vegsel ' . i
lOther {Spemfy) _

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K091295

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined made includes B/M; B/PWD; BDF/PWD; BDF/MDF BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; ZDICWD BOFACWD
Note 4 TDI

Note 5 ApliPure

Nete 6 MicroPure

Note 7 Precision [maging
Note 8 STIC

Note 9 3D color

Note 10 STIC Color

Note 11 Elastography {New}

(Division Sign-Dff)
Division of Reproductive, Abdominal,

and Radiological Devig .
510(k) Number %@2 (79

Prescription Use Only (Per 21 CRF801.109)




Toshiba America Medical Systems, Inc. - 510(k) Premarket Notification
Aplio™ XG (v4.0R001) SSA-790A Ultrasound System

System: Aplig XG v4.0R001 SSA-790A
Transducer:  PC-20M

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

mcal Api:)hcatzon ’Mod of Operatmn

Specific T8I M PWDICWD' Color [Combined! THI Dynamic| Power §CH1 3D | Other
¢ [Note]

(Tracks 3) Do ' Doppier i (Speclfy) ! ; Flow

'0phtha]m:c

hnlra opcratlve {Abdommal) P
i~ e

]lntrﬂ -operative (Neuro}

tLaparascopic o
‘|P_ed_:atr1cr 7 -,
Smalf Organ (Specify) (I)HV T
}Neonata[ Ccphalic ‘
‘:'Adu Cephahc o

;Trans cso;:lh (non Card]

E Musculo skeletal
i (Conventmnal) A

4 e R e S L3

N = new indication; P = previously cleared by FDA; E = added under this appendxx
Previous 510(k} of the transducer; K091 295

Note | Small organ includes thyrmd breast and testicle,
Note 2 Combined mode inciudes B/M; B/PWD; BDF/PWD:; BDF/MDF, BDFIMDE/PWD

Note 3 Combined mode inctudes B/M; BIPWD; BDF/PWD; BDF/MDF, BDF/MDF/PWD; 2DICWD, BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Nate 7 Precision Imaging
MNote 8 STIC

Note 9 3D color

Note 10 STIC Color ‘ (Division 'Slgn Off)
. 1 =
Note 11 Elastography (New) ' Division of Reproductive, Abdominal,

Prescription Use Only (Per 21 CRF801.109) _ w and Radiological Devi

;C\ﬁ
510(k) Number , Oﬂ 9\([‘7 q



Toshibz America Medicat Systems. Inc. : 51k} Premarket Notification

Aplia™ X G (v4.0R001) SSA-790A Ultrasound System

System: Aplio XG v4.0R001 SSA-7904

Transducer;  PC-50M

Jpewt ™
JAbdominal

e Tt Skt s

Elntra operallvc (Abdommal) e

13ma Organ (Specif
: Neanatal Cephalic

}'Tr;nds-uret‘hlral e
‘ Trans-esoph. (non Card) '

:
: . : | L
{Conventional) : : ' ; 1 { : g
? Muscu[o skelela! (Superﬁc:al) i L : : I

fCard:ac.Adult ‘ 3y
Cardaac Pcdlatnc
: Intravascular (Cardxacj o y

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

Chmca[ App[:canon Modc opoeratlon

Specific B I EM ;PWD ‘CWb| Color ICumbmed THL Dynamlc ‘Power ECHI 30 Other

!

{Tracks 3) |Doppler {Speufy) Flow 2D I ! [Note]

Oph[ha[rmc VAV U OV SPUPOY SO

i L S

|
|
i

i
'
4

i

[atra-operative (Neuro)

A
i
il
i
'
H
I
i eaed MHE:W'Afm" — -g- —
: ! !
1
E
i
|
P
i
f
i
:

Laparoscopic
Pediatric

....... feard b2

[Adul[ Cephahc

I P

|Trans-recta! N

Musculo skeleta[

TR o et s

[ntravascular ! ! i i i

1—
I
i
i
P

Trans-esoph (Card:ac) _

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 3 10(k) of the transducer: K091295

Note 1 Smal! organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/FWD; 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
Mote 4 TD]

Note 5 ApliPure
Mote & MicroPure
Note 7 Precision Imaging

‘Note § STIC

Note 9 3D color _ _
Ndte 10 STIC Color e

Note 11 Elastagraphy {New) ' : (Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number ng /‘7 q

Prescription Use Only (Per 21 CRF801 0%




Toshiba America Medical Systems, Inc.

System:
TFransducer:

Aplio XG v4,0R001 SSA-790A
PST-25BT

_ 5310(k) Premarket Notification
Aplio™ XG0 (v4.0R000) SSA-790A Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fuid fow énalysis of the humar body as follows:

(:'Vlrf_:;i‘cal Ap_?llcatmn ~ |M0de uf Operauon
Specific B M lpwnccwn,
. (Tracks 3) :

Abdominal

_Intl:a-gpf:ljatiyg (Abdominal) _

[ntra-operative (Neurp)
Lapamscoplc

EPedlamc —
Small Organ (Note [)
Nconatal Cephaiu:

Adu!t Cephallc

{ (Coaventionat) oo
‘}Mmcu[o-skclctat (Su pe rﬁclal) : N
: [ntravascular ' ;

s ek bt i,

! Olhcr(Spemfy) i h
:Cardmc Aduit L plp P
i Card1a Ped : P P

'|Intravascular (C d1ac}
: Trans csoph (Ca{dlac)

lmra-card:ac

N = new indication; P = previously cleared by FDA. E
Previous 510(k) of the transducer: K091295

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

Color [Combined; TH1 i

Dynamlci Pawer CHII 46-\ bther
| Doppler (Speclfy) Flow | ¢ 2D i i [Note]
e ' i
S
I

= added under this appendix

Note 2 Comhmed mode includes B/M; B/AWD; BDE/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD; 2DICWD; BDFJ’CWD

Note 4 TDI

Note § ApliPure

Note & MicroPure

Nate 7 Precision Imaging
Note & STIC

Note 9 3D color

MNote 10 STIC Color

Nate |1 Elastography (New)

Preseription bise Only,(Per 21 CRF80G1.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number K 09 9\/7 9



Toshiba America Medical Systems, Inc, 510{k) Premarket Notification

Aplio™ XG (v4.0R001) SSA-790A Ultrasound System

System: __Aplio XG v4.0R001 SSA-790A
Transducer;__ PST-30BT

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

a - ChmcalApphcatron Ique of Operatmn

Specific BiM !PWD cw1)| Color {Combined; THI {Dynamic| Power | CHI| 3D | Other |
) (Tracks 3} . t Doppler! {Speufy) ' Flow | i [Note] i
SN RN S N I
i;\_t;ahom_m;i —— ,ﬁ o 5 T | 7 i A
% sopeiod (Abdommal_) RS I A, ’- ?
i Intra-operative (Neuro} ; F i
g|Lgp;rr;s:opic b Eu o
IBEE;R—— ] {
i Small OrganvESB;mf'y) (l) ;r ) - ]}— L P
!;Neonata cphalic J } - 1 P 1 P !~
{[Adult Cephatic : CPoir T
%[Trans — - ! :J :
| Trans-vaginal N A
Tmn;‘:r:ﬂ—-lral e e = | | - T u _, :
E[T ngggi{non Card) e i ; i ‘} i
| |Muscu]o-skeletal ‘ ,
|(C0nveutwnai} ! : ' ; : ' :
~Musculo-skeletal (Superficlal) i b i i ‘ | | ; i
,,Inlravascular | e o i S SRR T R e S S & ;
Hb?l:::?é&éfw R i e - ,1 - _.
(Cardinc Adult " BLp ' ; I
:!lntravascu B B B
i5_'[‘['&1113.-es'aph (Cardlac) o \ ) ‘ _Lr o
dotcardiae e ] |
.;_ O‘l"l:xcr {Spemfy) ) i o . ' i

P phera! vessel

Othcr(Spemf;y) - | R R SRR

N = new indication; P = previously cleared by FDA, E = added under this appendix
Previous 510(k) of the ransducer; 091295

Note 1 Small orgar includes thyroid, breast and tcstlcle
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode inctudes B/M; B/PWD; BDF/PWD; BDFMDE: BDF/MDE/PWD; 2D/CWD; BDF/ICWD
Note 4 TD]

Note § ApliPure

Note 6 MicroPure .
Note 7 Precision [maging
Note 8 STIC

Note 9 3D color

Nate 10 STIC Color

Note 11 Elastography (New)

Prescription Use Only (Per 21 CRFE01.109) Divistoh of Reproductive, Abdominal
ctive, ominal,

and Radiological Device
stot) e V12 19




Toshiba America Medjcal Systems, Inc. 510¢k) Premarket Notification

Aplio™ XG {v4.0R001) SSA-790A Ultrasound System

System: Aplio XG v4.0R001 SSA-790A
Transducer: __ PST-S0AT

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

CIinica{AppIiEation Modc ofOpf:ratLon ' | o o '
~ Specific ‘B i'M lpwn iCWD: Color |Combined: THI {Dynamic] Power | CHI | 3D '; Other
(Tracks3) Coh 'Doppler (Speclfy) ;7 Flow 5 i 2D : - [Note]
: . P . : = ! L. ‘
Ophrhalmlc a bl PR &
‘Fetal o ST i, !
{AB}EEEA! """""""""""""""""" B i

{]ntra-operanve (Abdommal) N

‘lintra operatlve (Neuro)
: Lapmscoprc ‘

e SR S

Pediatric

S CR TN WP

; Smail Organ (Natc l] o
i Neonata] Cephahc

! Adult Cephailc

: Tranq rectal

'Intravascular

[ TN

iOlhcrt_Sp_e_mfw.f e e
|Ca.rdlac Adukt i P : N P

ular (Cardlac)
-Tmns esoph (Cardlac)

‘Other [Spgc:fy) " o i 7 7 .
;Pcrlpheral vessel ] ! _ i

lO(her(Speclfgf} -. - 4,: C e e . e,

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K091295

Note | Small organ includes thyroid, breast and testicle,
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF, BDFMDF/PWD

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

Note 5 ApliPure

Note & MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 93D color

Note 10 STIC Color

Note I Elastography (New)

Prescription Use Only (Per 21 CRF801.109)

ign-Off)
Division of Reproductive, - Abdominal,
and Radiological Devices

510(k) Number ] 7 /7?




Toshiba America Medical Systems, Inc. 510(k} Premarket Notification
Aplio™ XG (v4.0R001) 55A-790A Ultrasound System

System: Aplio XG v4.0R00] SSA-790A
Transducer: PST-63AT

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

Clinical Apﬁliéétion Mode ofOperatIDn . 7 v - . ) ) i
Specific ‘ B ' M PWD1CWD| Color Combmed! THE ‘Dynamlc ‘Power | CHI i D 'L; "Other |
{Tracks 3} : i : i

H Doppler (Spec;fy) |

sOphthaImlc

‘ lntra-operatwe {Abdommal) )
; lntra-operatwe (Neuro)

i [Laparoscomc
Ped:amc
j Sma]l Organ (Note l)

iNna«tmatal Cephallc

‘TI‘Z!I‘IS 'JfE(hral 7. e

Trans esoph (non Card)

=Muscul0—skeletal
[(Convcntlonal)

‘IMusculo-sk etal[Superl'cral]
7 J[Imravascular

F— ..,..,!».._4.5 JERSU A S

]

:Cardiac Ad t _
Cardiar Pediatric
lﬁtravascular (Card:ac) o : :
[Trans-esoph. (Cardiac) L L S o
ﬁ@ra—c;dlac meiel S | . B i St SEPEE SRS et

nphera] vessel

iO{hcr(Spemfy) e SRR S e e | e

- N = new indication; P = previously clearad by FDA E = added under this appendix
Previous 510(k) of the ransducer: K09}295

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

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI1 ’

Note 5 ApliPure
Note & MicroPure
Nate 7 Precision Imaging
Nate &8 STIC
Note 9 3D color
Note 10 STIC Color
_Note 11 Elastography (New}

Prescription Use Only (Per 21 CRE801.100) - (Division Sign-Off)
o T By e ) Division of Reproductive, Abdominal,

and Radiological Devices K o q QJ 7 q

510(k) Number




Toshiba America Medical Systems, Inc.

System: Aplio XG v4.0R001 SSA-7S0A
Transducer:__ PVT-373BT

310¢k) Premarket Natification

Aplio™ NG (v4.0R001) SSA-790A Ultrasound System

-lntended Use: Diagﬁostic ultrasound imaging or fluid flow analysis of the human body as follows:

Chmcai Appl:cauon

Spectf ic
{Tracks 3)

Mode of Operatlon
B w {PWDICWD,

Color
Doppler

" Combined

Power | CHI |

Dymamicf

I THI yma

{Specify) i
L

Oppiinic

|Fetal
: Abdommal

- lmra opcranve (Abdommal)

l
T

f Laparoscoplc

R VR S

[Pediatric

fNeonatai Cephahc
4 Adult Cephaiic

Trans vagma]
|Trai1§"{1}§&a'r"éi' )
Trans-esoph, (non-Card) R oL L
IMusculo-skeletal N ‘ ’ ! ' o : ST B i
(Conventmnal) ;o ; : :

]Musculo—skeletal (Superﬁcm[)

iTrans esoph {C_ardlac) o J ‘ : o ' P : 7 ) ; - '
| slntra—cardzac : i . : ; ;
O er {Spectfy) i ) ‘ ' : C . '

Perlpheral vessel ’ ‘ ' : ‘ C

'_ (Other (Spec:fy)

N = new indication; P = previously cleared by FDA  E=

= added under this appendix
Previous 510(k) of the transducer: K091295

Nate | Small ergan includes thyroid, breast and testicle.
Mote 2 Camnbined mede includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Nate 3 Combined made includes B/M; B/PWD:; BDF/PWD; EDF/MDF; BDE/MDF/PWD; 2DICWD:; BDF/ICWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Nate 7 Precision Imaging
Mote 8 STIC

Nate 9 3D color

Note 10 STIC Color

Note 11 Elastography (New)

(Divishen Sign-Off)
Division of Reproductive, Abdominal,

and Radiological Devices
Roqa474

Prescription Use Only (Per 21 CRF801.109)

510(k) Number



Toshiba America Medical Systems, Inc. _ - 310k) Premarket Notification

{

{

Aplio™ XG (v4.0R001) SSA-790A Ultrasound System

System: Aplio. XG v4.0R001 SSA-7904A
Transducer;__ PVT-375MV

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

Clinical A}gélui-tl:‘ation . Mode of Operatlon !
" Specific ‘B M rpwnrcwn ‘Color ;Combined: THI |Dynam1c Power lcm 3D | Other |
(Tracks 3 ‘ ; ‘ Doppler (Speclfy} i Flow {1 } ¢ [Note|
o L | L |
Ophthz_ilrmc S | . “t
'gi‘ét;—ﬂwm e i .
gAbdommaE ) o i

i |[ntra-operatwc (Neura)
| |Laparoscop|c
| rP:’.dlatn(:

‘ Intra-operatwc (Abdommal}-t

¥
fp h

! 2
; Nconatal Cephalic

{

i

mall Or ﬁ(_Spccnfy}{l) h

i Cepha[zc s L
Trans rectal

i Trans vagma!

ilTrans urer.hrai
-‘:ﬁ;t;;-esoph (no Card]
Musculo-skclctal ‘

{Conventmnal) ' ) . ‘ : .
M keletal (Superficial) " I ) B ' S
;i Intravascular _ .

f‘Other(Spemfy) e

,Ca;d1ac,|\du][ . S . . | . . ‘ SR T

i

‘Card:ac Ped[atnc

|Int 3¢ Aal'(Cardlac} LT e I ‘ o
_Tra s~esoph (Cardlac]
!lmra -cardiac

Olhcr (Specify)
Peﬂphera! vessel B

jOth er {Spemfy

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: KG91295

Note | Small organ includes ihyrmd breast and testicle. )
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF, BDF/MDF/PWD

Note 3 Combined mode 1nciudes B/M: BIPWD BDF/PWD; BDF/MDF; BDF/MDF/PWD: 2D/CWD; BDF/ICWD
Note 4 TDI '

Naote 5 ApliPure

Nate 6 MicroPure

Note 7 Precision Imaging
Nate 8 STIC

Note 9 3D color

Note 10 STIC Color

Note 11 Elastography (New)

Prescription Use Only (Per 21 CRF801.109) Division Sign-Off)
| ' g)msxon of Reproductive, Abdominal,

and Radiological Devt;?o 6}., 9‘/ 7 oi

510(k) Number



Toshiba America Medical Systems. Inc. 310k} Premarker Notification
Aplio™ XG (vd.0R001) SSA-790A Ultrasaund System

System: Aplio XG v4.0R001 SSA-7904
Transducer:__ PET-382BT ’

Intended Use: Diagnostic ultrasound tmaging or fluid Row anatysis of the human body as follows:
Clinicat .f‘;pﬁlication Mode d'f;.'t)pcrétioﬁ N ; o o '

Spe.ciﬁc B M tPWDCWD Color lCo.mbine-d.} THI iDynamuc “Power'i'(-:.!:[-l i 3D ; Other ;
ATracks 3) . . ‘ Doppler ! (Specify) | ! Flow ;2D l i [Note] .
! i i H T * ,‘, ’ i l i |

‘Ophthalrmc . S B :u ‘ . R L

]
]
..‘._..i“.‘,,._

T
E!Abdominﬂﬁ 7777777 P i ; 5

dominal)
lﬂifﬂ'ﬂ_ﬂ@f?li\'é {N;U—;(-))Wﬁ l : B ! o : :
IR R

Inira-operative (Ab

Small Organ (Specifyy ()T

Neanatal Cephalic . o

e
{| Trans-vaginal P : : '
« Trans-esoph. (non-Card.) i

_|Muscato-skeletal o , ' i
“(Conventional) ' T

;!MLsculé-ékéieiél (Superficial} . . . . I f
,Imravascu[ar bbb | Ce ,- L ! i L
‘ahe;(_s_p?;;fyj T s e - __
IC:;;;ilacAdult . o e e . L .
'EE&;EE?@E&%E o ) T
‘mtravascular (Cardiac)

‘ 3'l'r:lns-zsoph ( Crar(.i.i;ac) .-;
intra-cardiae _ : Ty ;

(Spesify)

Peripheral vessel ‘ : o

{Other{épem}y) : B S P S

N = new indication; P = previously cieared by FDA; E = added under this appendix
Previous $10(k) of the transducer: K091 295

Note | Smalt ergan includes thyroid, breast and testicle.
Nate 2 Combined mode includes B/M; B/PWD; BDE/PWD: BDF/MDF; BDF/MDF/PWD

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

Note 5 ApliPure

Nate & MicroPure

Note 7 Precision Imaging -
Nate 8 STIC

Mote 9 3D color

Note 10 STIC Color

Nate t1 Elastography (New)

. ivisioh Sign-Off) .
Prescripti on Use Only (Per 21 CRFB01.109) : gi;vlg’:m of }g{eproductiVB, Abdominal,

510(k) Number

and Radiological Devic% ﬁa_/[ 7 é]



Toshiba America Medical Systems, [nc. 310k} Premarket Notification

Aplio™ XG (v4.0R001) SSA-790A Ulirasound System

System: Aplio XG v4.0R001 SSA-TO0A
Transducer:_ PVT-382MV

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

Clinical Application iMode of Operation T e
Specific . B I M [PWDICWD; Color [Combined| THI Dynamic| Power | CHI | 3D | Other |
{Tracks 3) f ‘ i Doppler | (Specify) | Flow L 2D [Note}

' - Lo L

:Op{:]tha[mzc R | R

: [Intra-operative (Neuro)

Laparoscopic
Ppediaric T e
Small Organ (Specify} (1) .
INeonatal Cephalic - i
(,’Rﬁ;ﬂ aﬁﬂﬁc S St S

Trans-esoph, {non-Card )~
’ !Musculﬂ-skelctal

oer (Specily) 0 T e

N H
: | i s
! i 1 : i
. . ' { H
. i e J ot

: : i

. o - i - i

. . i i }
| )

': B i " . B
: ; ! ; ! : ; :
o " b - A - -

fOther (S;_J.c}:;fy)“g e s e ‘ _ e

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k} of the ransducer: K091295

Note | Small organ includes thyrotd, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDE/MDF/PWD

Note 3 Combined made includes B/M; B/PWD; BDF/PWD; BDE/MDF; BDF/MDE/RWD; 2D/CWD; BDF/CWD
" Note 4 TDI ‘

Note 5 ApliPure

Note § MicroPure

Nate 7 Precision Imaging
Nate 8 STIC

Note 9 3D color

Note 10 STIC Color

Note | 1'Elastography (New)

Prescription Use Only {Per 21 CRF801.109) - : (Division Sign-Off)

Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number iV 692479




Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
: Aplio™ XG (v4.0R001) SSA-790A Ultrasound System

System: Aplio XG vd.0R0O0L SSA-T7904A
Transducer: _ PVT-575MV

Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human bedy as foltows:

Clinical Application __‘Mode of Operstion ™~

T Tspesifie B M PWDICWD] Color [Combined! THI [Dynamic, Power : CHI | 3D
 (Tracks 3) o !Doppler|(5pe::ify)g Flow | L2

!

bg%tha-l-mic B

o It O S R SN

{Intra-operative (Abdorninai)

Intra-operative (Neura)

|Laparoscopic

Pediai_:_‘:ic

[Small Organ (Specify) (1) 7
: Neonatal Cephalic
siAdult Cephalic o

PR SUEN I—

Trans-rectal

i{Trans-vaginal

Tl ~C "
: iTl{ans—csoph.- (non-Ca.rd.)
HiMusculo-skeletal
‘|{Conventional)

‘Musculo skeletal (Superficial) 1
‘ !Lntravascuiar

[Cardiac Adult
: |_Cardiac Pediatric

_{I_ntrava_s__cqlar{ ardiac) ‘ ! . i : ! : : i

E:T‘ré;sjésgpﬂ(card c) e ) , e SRR R

[Inl_rzi_-t:ardiqc T ;

{Peripherat vesse! _ .
{Other (Specify) e e,

N = new indication; P = previously cleared by FDA, E = added under this appendix
Previous 510(k) of the transducer: K091295 .

Note I Simall organ includes thyroid, breast and testicle, ‘ .
Nate 2 Combined mode includes B/M; B/PWD; BDF/PWD;, BDF/MDF; BDF/MDF/PWD :

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

Neote 5 ApliFure
Note 6 MicroPure
Note 7 Precision Imaging
Nete 8 STIC
. Note 9 3D color
Nate [0 STIC Color
Note |} Elastography (New)

(Division Sign-Ofr) o
Division of Reproductive, Abdominal,
aad Radiological Devig

510(k) Number - ?Coﬁoz/ﬁ?ﬂ

Prescription Use Only (Per 21 CRF801.109)

iy



Toshiba America Medical Systems, Inc. 310(k) Premarket Notification
: Aplio™ XG (v4.0R00T") SSA-790A Ultrasound System

System: Aplio XG v4.0R001 SSA-750A
Transducer:__ PVT-6T4RT

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

__Clinical Application _ Mode of Operation

Specific ‘B M PWD cwn Color :Combined; THI Dynamic’ Power  CHl | 3D Gther
! {Tracks 3) o l _ Doppler (Speclfy) Flow E ‘ 2D ! ¢ {Note] |

i
i
|
i
i H - i .
| :

6];h-thal_n1]c __ N
IFela! -

;Abdommai T
;lntra operal:vc {Abdommal)

i Pedlamc

all Organ (Spec:fy)w( ]
Neonala[ Ccphallc

Adult Cepha[[c _ o

i Trans—rcctal
iTrans vagma]

| ;Trans urethral

A A EH A S

;Trans—csoph (nan- Card) R

{Musculo-skeletal : ; . ; :
E(Conventwnal) B ‘ : ) o i

T T P A S

:|Musculo-skeletal (Superfcnal)
f[ntravascu]ar

1 Other (Spemfy)
Car 1ac Adult

A

| Cardlac Pedmmc . . e e e e P -t

. 1

fTrans—esoph { Cardlac)

'Intra cardlac

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the ransducer: K091295 )

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

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

Note 5 ApliPure
Note 6 MicroPure

Nate 7 Precision Imaging
MNote 8 STIC
Note ¢ 3D cotor
. Note 10 STIC Color
Mote 11 Elastography (New)

(DlVlSl(WSlgn-Off)
Prescription Use Only (Per 21 CRF801.}09) Division of Reproductive, Abdominal,

and Radiological Device:
310¢k) Number‘m



Toshiba America Medical Systems, Inc.

510(k) Premarket Notification

Aplio™ XG (v4.0R00E) SSA-T790A Ultrasound System

System: Aplio XG v4.0RG01 SSA- 790A
Transducer:__ PVT-66IVT

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

Chmcal Apphcahon - fMode ofOperanon o
, Speeific B | M [PWDICWD! Color Combined: THI [Dynamic! Power : CHI | 3D | Other i
(Tracks 3 : Doppler (SpEle}) | Flow I ‘ 2D ; ' [Note} :
. ; ; | | ! : |
H H 1
. “LapamsmP_lf . ﬁ .
a]Pedlamc ) o i
i|Srn:;1l[ d;gan (Spcmfy) o o i j | .
liNea_natal Cephalxc : g L 7 ( "_ i
:[Aduit Cephali 1 _ ' | i Lo
!{'1:};;15 s | S ) Sy e i i ”
ransovagial 20 SR U A S T R o S __
Frr;g;rethr—a] — i S b . - o
Trans-esoph (non Card} S ‘ : _ N A . f_
g Musculo-skeletal A L : : i - : : :
‘ (Conventwnal) ‘ ' 4 ' ;
5 . ; A Kl
e L : | : R o o
hCarH;lcPed;mc o e T _ . e

Perlpherai vessal

'Other (Spemfy) )

N = new indication; P = previcusly ¢leared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K091295

Note | Sma[l organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD, BOF/MDF, BDFIMDF/PWD

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

Maote 5 ApliPure

MNate 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC .

Mote 9 3D color

Note 10 STIC Color

Note 11 Elastography (New)

Prescription Use Only {Per 21 CRF801.109)

(Division gn—Oﬂ) .

Division of Reproductive, Abdominal,

and Radiological Device
310(ky Number

Kr2.99




Tashiba America Medical Systems. Inc. ' 510{k) Premarke! Notification
Aplio™ XG (v4.0R001} SSA-790A Ultrasound System

System: - Aplio XG v4.0R001 SSA-7904
Transducer: _._PVT-681MV

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

A“ Chmcal Apphcauun B Mode ofOperatmn B o - _&
Specific B M iI"WD CWD “Color COmbmed THI | Dynam:c Power CHI ; “ip” " "Other
(Tracks 3) ; | -Doppler (Speclfy) Flow | D 2D | [Note] |

4
]

Ophthalmm P

T

|Fetal
1Abdomma|
lntra-operatwe (Abdommal}

ive (Neuro)

Ljaparo gpic
; Ped:atnc

Neonatal Céphallc )

i G\dult Cephahc

Trans vagmal o P
'|Trans urethrai

;Trans esoph (n(m Card)

i Muscu!o-skeletai
(Conventional) K ' o !

Musculo-skeletal {Superficial) S T S

][ntravascular T T TR o
fD er(Spemfy) ) ; : N i

1Cardlac Adult

clntra cardnac

=Othcr {Specxfy)
Penpheral vessel
,Other (S, c:f’y)

N = new indication; P = prewously cleared by FDA; E = added under this appendix
Previous 510(k} ufthe transducer: K{%$1295

Noate | Small organ includes thyraid, breast and testicle.
Nate 2 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF;, BDF/MDF/PWD

Nate 3 Combined mode includes B/M; B/PWD; BDF/FWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Nate 4 TDH

Nate 5 ApliPure
Note 6 MicraPure
Note 7 Precision Imaging

Note 8 STIC

Note 9 3D coior

Note 10 STIC Color ~

Note 11 Elastography (New} {Divisiorf $ign-Off)

Prescription Use Only (Per 21 CRF801.109) Tivision of Reproductive, Abdomma]

=« Radiological Devic

"510{1{) Number % Cig'/ 7@




Toshiba America Medical Systems, Inc. 510(k) Premarket Notification

Aplio™ XG (v4.0R001) SSA-790A Ultrasound System

System: Aplio XG v4.0R00] SSA-T90A
Transducer:_ PVT-745RTV

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

e £ et e

O __. .....f,.“‘_i A,.._q',... e A ___.;__-_,Er._ !

Clinical Application Mo . fr_Operat]on ]
Specifie s M \PWD CWD Cnlor ‘Cﬂmblﬂed| THI Dynam;ci Power *CHI ip | Other [

(Tracks 3) ' ! ! Doppter. (Spec:fy) Flow { lD I ' [Notej i

R ‘ ' ! ' 5

Ophthalmic " _ I S IR P R N
[Fetal | * . L ]
;Ahdommal )

}
i
i
{

1n1ra-cperauve (Abdommal}

toio!
: :
it
.

‘ ediatric
‘iSmalI Organ (

ﬁ‘\lecmatal Cephahc o '7

ETrans rectalh e - - f
{Trans vagmal ' : - '
"ffél;s—-irethml L
'{Trﬁﬁs:-;;qph. (non- . : ’ K ! ! : ;
'Musculosﬁ:letal a S e . e e . ..........
| (Conven_tluna[) o ot :
Muséu-io-skeleta! (Superfcna]) " - T _ 7 ! ; . :
l!nlravascular S e __q_‘ . SR SO :,. ; : %
;[Other{SpeCLfy) _ ‘ - o o I " , i ' i ,
; . X ’ ! P i
{afa]‘;wﬁédlalr|c PRI . et - B T L IT ,. V - .‘ e s :,, o emd ek v S . - _l
: ; : ; |
|Trans -e5 ph {Card ac);" a . i
[nl;a-cara:;c bl : S _ R R |

IOthcr(Spectfy] L ‘ e S
‘ 'Perxpheral vessel ;

M = new indication; P = previously clearcd by I-DA E = added under this appendix .
Previous 310(k) of the transducer: K09!295

Note | Smal organ includes thyroid, breast and testicle.
Note 2 Combined made: includes B/M; B/PWD; BDE/PWD, BDF/MDF; BOF/MDF/PWD

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

Nole 5 ApliPure
Note 6 MicroPure

. Note 7 Precision Imaging
Note 8 STIC

" Note 9 3D colar

Note 10 STIC Color

Note 11 Elastography (New)

ign-Off)
Prescription Use Only (Per 21 CRF80I.109) Division of Reproductive, Abdominal,
and Radiological Devices

.:310(1{) VNumber M%/ ?7



Toshiba America Medical Systems, Inc.

Aplio XG v4.JR001 SSA-7904
PVT-770RT .

Systern:
Transducer:

51%(k) Premarket Notification
Aplio™ XG (v4.0R001) SSA-790A Ultrasound System

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

. Clinical Appiication

Specifie
(Tracks 3) !

1
1
i
!

Mode of Operation

| Doppler | {Specify) |
: [ * ;

Flow

G
Fewl

! ‘Rbdo;‘ninal.

T PP "

([ Trans-vaginal

|
A(Trans-urcthral
btk el
1
i
1
i

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

Musculo-skeletal
i (Conveptiq;_zal) o -
: {Musculo-skeletat {Superficial)

; A

Intravascular
Other (Specity)
UCardiac Adult

4 e A

‘|Cardiac Pediatric o N

nirsvaseular (Cardinc)
i[Trans-esoph. (Cardiac) o

:i_Ir]tra-cardiac
1O ¥}

Periphgra_l vgssel )
(Other (Specify)

N = new indication; P = previously cleared by FDA; E

Previous 510(k) of the transducer: K09{295

Note | Smali organ includes thyroid, breast and testicle.

[Intra-operative (Abdominal) -

| tive (Neuro) o

Pj‘ecf_iatic_m e M:, e
|1Smat] Grgan (Specity) ()~ T
{{Neonatal Cephalic I

i Adult.Cephalic .
naduitepnatie S

- a‘
! .

added under this appendix

Note 2 Combined maode includes B/M; B/PWD; BDF/PWD; BDF/M DF; BDFAMDF/PWD

Note 3 Combined made includes B/M; B/PWD: BDF/PWD:

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note § STIC

Note 9 3D color

Note 10 STIC Color

Note 11 Elastography (New)

Prescription Use Only (Per 21 CRF801.109)

BDF/MDF; BDF/MDF/PWD: 2D/CWD; BDFICWD

(Division Sign-Off)

"B M PWDCWD/ Color Combined| THI [Dynamic Power | CHI | 3D

L 20 |

i
' F
: ;
: i
; i
! i
T i
' i
SRR
i

o

Division of Reproductive, Abdominal,

and Radiological Devi

CES

510(k) Number

2179



