
Toshiba America Medical Systems, Inc. 5 10(k) Premnarket Notification
AplioTM XG (v4.OROO I) SSA-790A Ultrasound System

510(k) Summary

Submitter's Name: Toshiba America Medical Systems, Inc. JUL 2 9 2009
Address: P0 Box 2068, 2441 Michelle Drive Tustin, CA 92781-2068
Contact: Paul Biggins, Director Regulatory Affairs
Telephone No.: (714) 730-5000

Device Proprietary Name: APLIO XG MODEL SSA-790A Version 4.OROO I
Common Name: Diagnostic Ultrasound System

Classification:
* Regulatory Class: II
* 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:

* Toshiba Ultrasound Diagnostic System Aplio XG MODEL SSA-790A V4.0 -5 10(k) K091295
* Siemens Medical Solutions Acuson .S2000 Diagnostic Ultrasound System - 5 10(k) K090334

Device Description:
The Aplio XG v4.OROO0I is a 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 v4.0R001I 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, IEC
6060 1-1 (applicable portions), IEC 60601 -1 -1 (applicable portion), IEC 60601-1-2 (applicable
portion), IEC 60601-1-4 (applicable portion), 1EC60601-2-37 (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 America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM XG (v4.OROOI) 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 UD2 Output Measurement Standard asapplied to Track 3 Ultrasound systems and the AIUM-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



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Toshiba America Medical Systems, Inc.
% Mr. Mark Job
Responsible Third Party Official JUL2 2 .) O[
Regulatory Technology Services LLC
1394 2 5th 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: II
Product Code: IYN, 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- 1202S 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 III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can be
found in the. Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish
further announcements concerning your device in the Federal Register.

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

This letter will allow you to 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. gov/cdrh/industry/support/index.html

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

Sincerely yours

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) Premarket Notification
Aplio Tm XG (v4.0R001) SSA-790AUltrasound System

510(k) Number (if known): K 0 ~ 77

Device Name: Elastography for SSA-790AAplho XG v4.OR001 Diagnostic Ultrasound
System

Indications for Use:

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

Prescription Use Only (Per 21 CRF801.109)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division tign-
Division of Reproductive, Abdominal,
and Radiological Deviese, s

510(k) Number- Y~Je2



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
A~pi jTMl XG (v4.OROOI) SSA-790A Ultrasound System

System: Aplio XG v4.OROOI SSA-790A
Transducer: ___________

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

Clinical Application IMode of Operation
Specific B NI M PWDICWDi Color lCombined i THI Dynamicj Power CHI 4 D Other(Tracks 3) 1Dopper (Specify) Flow 2D I[Notel

Ophthalmic 
.

------.--- -- - - .- -'-..fFetal PP P P17 P 2 P0.. .... .... P2 P IP P 5,8910..~~~~~~~~~~~~.-.---..--.. ~ ~ ~ ~ ~ ~ ~ ~ ~ ........ ..... ...... .... ... .....1Abdominal !P PP P P. 2,3 P P P P 5891
'jCtraoperative (Abdominal) P P P- 2 P P 1 P 4,5
~Intra-operative (Neuro)

'[~ediaPcP P P 1 P. 23 P P IP P P 5,7,8,9.1I0 1if lognNoe)P P PP _2- P P P 45679,1
Ne~onatal Cephalic P P P P P 3 P P P~p

P P Pp p P Y' -P IP-- -P PjP 1 P ~ ~~~~~~~ ~ ~~2 P P. P P JP 14,5,7,11
F~asvginal P PIP P 2 PIP I P PIP 4,57

iTrans-urethral -. 1
~iTrans-_esoph. (non-Card.) I - -- T7~-~--l -

i(uCuon skeletial ) ~ 2 P P P I P !4,5,6,7,9,1 i(Conventional)...- . 1 .~~~~~~~~~~~~~~~~~~~~~........ r........iMusculo-skeletal (Superficial) P P P P 2 P.P -2:4,5,6,7,9,1 1

Other (Specify')
Ldardiac Adult P P P P P 3 P P P P 4
Cardiac Pediatric P P P... P_. P P P

* ~~~ntravascular (Cardiac) . I I -~~~~~~~~~~~~~. ..- ......
iTrans-esoph. (Cardiac) P P P P P P4

!Intra-cardiac

;Other (Specif~')
Peripheral vessel P P P P P 2 P P P P 456791
O;,ther (Specify)

N = new indication; P= previously cleared by FDA; E added under this appendix~
Previous 51 O(k) of the transducer: K09 1295

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; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 Mv!icroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note I0 STIC Color Of
Note II Elastography (New) Division of Reproductive, Abdominal,

Prescription Use Only (Per 21 CRF801.109) 510(k) /



Toshiba America Medical Systems, Inc. 51 0(k) Premarket Notification
A plioT M XG (v4.0R00l) SSA-790A Ultrasound System

System: Alilo XG v4.OROO I SSA-790A
Transducer: PLT-604AT

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

Clinical Application 'Mode of Operation
Specific B M IPWD'CWD Color 'Comibined" THI 'Dynamici Power CHI 3D Other

(Tracks 3) Doppler' (Specify) Flow 2D INotel
...... .......... .~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ .. . ...I-

Ophthalmic
- -. T-.. -- .- -~~~~~~~~~~~~~ --~ . .. ...... ..... .

* Lntra-operative (Abdominal) ~ f -

fiIntra-operative_(Neuro)I

.~~~~~~~~~~~~~~~~~~~~.-. .~~~~~~~~~~~~~~~~~~~~~~~~~~~~~........

[Peditc
Smll'rgn(Spcfj) P P P P 2 .P P T P 5

Neonatal Cephalic.
[Adult Cephalic .~~~~~~~~~~~~~~~~~~.. .. ......... .. . ....

Trans-resoh.(onCad

iMusculo-skeletal
(Conventional) ~~ ~~~ P P P 2 P P P P

Mucl-seea (Superficial) P ,P P . P 2 P P : P 5
lIntravascular : --

O0ther (Specify)
Cardiac Adult
ICardiac Pediatric
[intravascular (Cardiac)

!Trans-esoph. (Cardiac)
intra_-ca~rdi ac
O0ther (Specify)
Peripheral vessel P P P P 2 P P P P
Oth~.er (Specify)

N = new indication; P previously cleared by FDA; E added under this appendix
Previous 5 1 0(k) of the transducer: K091295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes BIM. B/PWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4TDI
Note 5 Apli~ure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note 10 STIC Color
Note I I Elastography (New)

* .. I ~Prescription Use Only (Per 21 CRF801.109) (Divisifn Sign-Oft)
Division of Reproductive, Abdominal,

and Radiological Devices i
510(k) Number 7



Toshiba America Medical Systems, Inc. 51 0(k) Premarket Notification
Apl ioTM XG (v4t.0R01I) SSA-790A Ultrasound System

System: Atolio XG v4.01R00 I SSA-790A
Transducer: PLT-704AT

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

Clinical Application ~Mode of Operation
Specific B M !PWDtCWVi Color lCombinedi THI !Dynamic: Power ;CHI 3D I Other

(Tracks 3) ~~~~~~~~~i'Doppler! (Specify) Flow 2D INotel

!Ophthalmic - ---

:'[ b oet al _.

lIntra-operative (Abdominal)

'lntaoprtie(Neuro) _

Laaocopic - ,

[Pediatric .-

Small Organ (Specify) (I) p P 2 P P P 1 5

Neonata Cephalic-

d Trans-vaginal

* [Trans-urethral

ITans-esoph. (non-Card.)
iMusculo-skeletal2P P
[I(Conventional)

'IMusculo-skeletal (Superficial) P P P P 2 P P P P I5
[ouier(Specify) .-.. - . - - ..... ~~~~~~~~~~~~~~~~~~~...... ........ T........

lCardiac Adult- --

iCardiac Pediatric I- -

[Intra-v:asc ula~r 1(_C1 a~rdia c)
iTrans~e's'op'h._ (Car~di ac,)
I [Intra-cardiac

O~ther (Specify)
:Peripheral vessel P P P P 2 P P P P

Otber (Specify)

N = new indication; P =previously cleared by FDA; E =added under this appendix
Previous 5 1 0(k) of the transducer: 1(091295

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; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 Microl'ure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note I0 STIC Color
Note I I Elastography (New)

Prescription Use Only (Per 21 CRF801.109)
(Division in&
Division of Reproductive, Abdominal,
and Radiological Dev~s ~ -

510(k) Number- evcy 7



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTm XG (v4.OROOI1) SSA-790A Ultrasound System

System: Aplio XG v4.0R001 SSA-790A
Transducer: PLT-704SBT

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

Clinical Application iMode of Operation
Specific B M ;PWDICWD' Color 'Combined!,THI jDynamic' Power CHII 3 Other

* (Tracks 3) Doppler (Specify) Flow 2D I Notel

Ophthalmic .: I
IFetal -I

'iAbdominal

jlntra-oiperative (Abdominal)
r~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~.....

Intra-operative (Neuro)

I~~~anarosconic.-.-...- . - -.--. f~~~~~~~~~~~~~~~~~~..... .

ASmall Organ (Specify) (1) PP PP 2 P I P P P 5
[N~eonatal Cehlc .
Adult Cephalic -

iTrans-rectal
iTrans-vaginal
[Tans urethral - - -

!Trans-esoph. (non-Card.)

IMusculo-skeletal
(Conventional) ~ ~ ~~P P P 2 Pt P P PI 5

iMusculo-skeletal (Superficial) P P P . P 2 P P P P 5
:!Itr-avascular -

fOther (Specify)

ICardiac Adult
a-c _at- ---

lintravascular (Cardiac)
:Lans:esph. Cardiac)
'Intra-cardiac

O0ther (Specify)
tPeripheral-vessel P P P P 2 P P P P
'Other (Specify)

N = new indication; P previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K09 1295

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 BIM; B/PWD; BDF/PWD;, BDF/MDF; BDF/MDFIPWD; 2D/CWD; BDF/CWD
Note 4 TDl
Note 5 ApliPure
Note 6 M-icroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note 10 STIC Color.

Note I I Elastography (New) ~ ~~Division of Reproductive, Abdomrnial,
Prescription Use Only (Per 21 CRF8O01.109) and Radiological Deys,

510(k) Number /7



Toshiba America Medical Systems, Inc. 5 10O(k) Premnarket Notification
AplioTmi XG (v4.OROOI) SSA-790A Ultrasound System

System: Aplio XG v4.OROOI SSA-790A
Transducer: PLT-705BTH

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

* -Clinical Application 'Mode of Operation
Specific B !4PWDiCWD' Color ~Comnbne THI Dynamic, Power :CHI 3D Other

* (T racks 3) Doppler (Specify) Flow j2D. [N ote]l

Ohthalmic r
OFetal -

'Abdominal P P P P 2 P I P P P5
ilntra-operative (Abdominal) P P P P 2 JP p P P 5
ilntra-operative (Neuro)
I Laparoscopic
'Pediatric P P P P 2 P 1 P P P 5

l~all Organ (Spe iy() P P PP 2 iP P P P5
i FNeonatal Cephalic

Adult Cephalic 
. - - -

ri~~~~~~
"Trans-vaginal
!Trans-urethral --

!Trans-esoph. (non-Card.)

IMusculo-skeletal
i(Conaventional)-

'Intravascular. - .:

Oth i e-r -(S p e-.c.i fy) :

'Cardiac Adult
:'Cardiac Pediatric . f-

'Intravascular (Cardiac).
i'Trans-esoph. (Cardiac)

Ilntra-cardiac.
O0ther (Specify)
tPeripheral vessel

jOther (Specify).

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

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 BIM; B/PWD;, BDF/PWD:. BDF/MDF; BDF/MDF/PWD: 2D/CWD; BDF/CWD
Note 4TDl
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note 10 STIC Color
Note I I Elastography (New) 

_______

(DiviSion in-Of0
Prescription Use Only (Per 21 CRF80I1.109) Divi ionl of Reproductive, Abdominal,

,and Radiological Devices,,
5310(k) Number - / U ~ -



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
A plioT M XG (v4.01R00I) SSA-790A Ultrasound System

System: Aplio XG v4.OROO I SSA-790A
Transducer: PLT-705BTF

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

Clinical Application :Mode of Operation

Specific B M PWD1CWD.1 Color ;Combined' THI Dynamnic; Power. CHI 3D Other
(Tracks 3) Doppler (Specify) Flow 2D (No tej

Ophthalmic --- - ...-.

'Abdominal P P PP 2 P P P P 5
-Intra-operative (Abdominal) P P P P 2 P P P P 5
ilntra-operative (Neuro) - ...--...

[La~paroscopic

Pediatric ~~~~~~ ~~P PP P 2 P P P P 5
jrall Organ (Specify) (I)_ P P P P 2 P P P P 5

Neonatal Cephalic ---

IlAdult Cephalic
-Trns-rectal

Trans-vaginal

Lrn s-urethral -

. :Trans-esoph. (non-Card.)
Musculo-skeletal

* i(Conventional)

[~~~~~ts u p erficiai ~ ~ ~ ~ ~ ....... -..--- ----- -
-ntravascular

-bthe (Specify)
jCardiac Adult
lCardiac Pediatric--
:Intravascular (Cardiac)
Tfrans-esoph. (Cardiac)
inrtra-cardiac

T eripheral vessel

iOther (Specify

N = n~ew indication; P =previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K091 295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; BIPWD;, BDF/PWD; BDF/MDF; BIDW/MDF/PWD
Note 3 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDFIPWD; 2DICWD; BDF/CWD
Note 4 TDI
Note 5 Apli Pure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note 10 STIC Color
Note I I Elastography (New) (ii in

Prescription Use Only (Per 21 CRF80I1.109) Division of Reproductive, Abdomninalp

and Radiologia ei

510(k) Nume - rh /I



Toshiba America Medical Systems, Inc. 510O(k) Premarket Notification
Apl io T

.1 XG (v4.OROOI) SSA-790A Ultrasound System

System: Aplio XG v4.OROOI SSA-790A
Transducer: PLT-805AT

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

Clinical Application :Mode of Operation
Specific B M iPWD CWDi Color !Combined tTHI- ;Dynamic! Power CHt 3D IOther

(Tracks 3) . Doppler~ (Specify) Flw2D [Notel
.. .. .. ... .. .... . .. .. .... .. ...* . .. ... ... .. ... T .. ....... . .....

Ophthalmic

FFe~al I
I-...- …~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~....... .Abdominal

[In-Cr raive(Abdominal)
i 1ntra-operative (Nur)
* aparoscopic
fiediatricT

ISma~llOrgan (Specify) (l) P P P P 2 P P P P1 5 6 7
Nr~eonatal Cephalic

Aut Cephalic
[Trans-rectal

ITrans-vaginal
lTrans-urethral 

--

!Trans-esoph. (non-Card.)
IMusculo-skeletal 56, i(Conventional) ~~~P P P P 2 P P P P 567

Muculo-skeletal (Superricial) P P P P 2 P P P P 5,6,7!
Ilntravascular

jOther (Specify)
iCardiac Adult

iCardiac Pediatric
lIntravascular. (Cardiac)
ITrans-esoph. (Cardiac)
Intra-cardiac

!Other (Specify)
PTeripheral vessel P P P P 2 P P P P 5,6,7
O0ther (Specify)

N new indication; P previously cleared by FDA; E added under this app endix
Previous 5 10(k) of the transducer: K09 1295

Note I Small organ includes thyroid, breast arnd testicle.
Note 2 Combined mode includes B/M: B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M. B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note 10 STIC Color
Note I I Elastography (New) (iio Sign-fft)

Prescripion Use nly (Pe 21 CRF8I .109)Division of Reproductive, Abdominal,
P rescr ption U se O ly (P e 21 C F801 .09) -and R adiological D evices r ,

sw0(k) Number I Cia



Toshiba America Medical Systems, Inc. 51 0(k) Premarket Notification
AplioTM XO (v4.01R001) SSA-790A Ultrasound System

System: Aplio XG v4.OROOI SSA-790A
Transducer: PLT- 1202S

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

Clinical Application 'Mode of Operation

Specific B IPW WD Coo Co iedTHI iDynarnic Poer CHI i3D iOther

(Tracks 3) : Doppler (Specify) Flow 2D [Notel

O~plthalmic~ ---- r. I

Fetal

Adominal -- r
flntra-operative (Abdominal) P P P P 2 P P P 4,511

I lntra-operative (Neuro)
ILaparoscopicI

jPediatric

ISmall Organ (Specify) (1) P P P P2 P P P 1 4,511
FI~eon~atal Cephalic .I

!Adult Cephalic- II

Trans-vaginal
Trans-urethral

ITrans-esoph. (non-Card.)

IMucubo-skeletal
,(Conventional) 2 P P P.451
Niusculo-skeletal (Superficial) P P P P 2 P P i P, 4,5,11
[1itravascular.

Other (Specify)

~iacAdl
''Cardiac Pediatric
-ntravascular (Cardiac)

'Trans-esoph. (Cardiac)
iintra-cardiac
!Other (Specify)
Peripheral vessel *P P P P 2 P P P 4,5,11

;Other (Specify)

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

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; 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 TDl
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note 10 STIC Color
Note 11I Elastography (New)

Prescripion UseOnly (Pe 21 CRFOI.109)(Divisio in O
Prescrption se Onl (Per 1 CRF81.109iDivision of Reproductive, Abdominal,

and Radiological DeVic

510(k) Number 7



Toshiba America Medical Systems, Inc. 510O(k) Premnarket Notification
AplioTM XG (v4.OROOI) SSA-790A Ultrasound System

System: Aplio XG v4.OROO0I SSA-790A
Transducer: PLT-1I204AT

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

Clinical Application !Mode of Operation
tr~~~~~- '"""'"~~~~~~~~~~~~~-'-'~~~~~~~~-'-'-T --- --lSpecific B M PWDCW D Clo omie TH Dynamici Power iCHI I 3D I Other

(Tracks 3) Doppler (Specify) Flow 2D Notel
. .. ..... .... ..... .... .. ...... ..... .. ...

'Ophthalmic 
I

IFetal-

Abdominal
Intra-operative (Abdominal)

Intr-prtive (Neuro)
~Laparoscopic
IPediatric.1

jSmall Organ (Specify) (I) PIP P P 2 P P P 45161 1

Adult Cephalic
[Trans-rectal..-

Trans-vaginal

'Trans-urethral 
.

jTrans-esoph. (non-Card.)

I~~usculo-skeletal P P P 2 P P P 4,56,11

I~usclo-skletal(Superficial) P P P P 2 P P .P..4,56,1 1
llntravascular
16her (Specify) I

Cadiac Ad~u-lt
~Cardiac Pediatric

Ilntravascula (Cardiac)
'Trans-esoph. (Cardiac)

[Intra-cardiac

O0ther (Specify)
Peripheral vessel P P P P 2. P P P 4,5,6,11
'Other (Specify)

N new indication; P previously cleared by FDA; E added under this appendix
Previous 5 1 0(k) of the transducer: K091295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes BIM; BIPWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2DICWD; BDF/CWD
Note 4 TDI
Note S ApliPdire
Note 6 MicroPure
Note-7 Precision Imaging
Note 8 STIC
Note.9 3D color
Note 10 STIC Color
Note I I Elastography (New) ( sion Sign-Off) ivAdmnl

Division of Reproducti~~Admnl
Prescription Use Only (Per 21 CRF80I1.109) an d Radiological Devices

510(k) Number__ ______



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM XG (v4.OROOI) SSA-790A Ultrasound System

System: Aplio XG v4.OROOI SSA-790A
Transducer: PLT- 1204BT

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

Clinical Application 'Mode of Operation

Specific B M PWDICWD; Color mCombinedi T'HI' Dynamic. Power CHI 3D Other
(Tracks3) I Doppler (Specify) Flow 2D ! [Notel

i ............... ............. .. .......... ......... 
' '

... ....:......"''...."'"="............
iOphthalmic

a .. .. .. .. .. .. .. .. .. ................................................................................................. .................... ..............

i... ....... .. ..........................................

iFetal : :. ,' I1

Abdominal : i '
lntra-operative (Abdominal) -: ! -· - _' I..... . ....... .......
Intra-operative (Neuro)

...... ....... ..... ......... ..aparoscopic . --- -.. *

!tSmallOrgan(Specify)(l) P P P P 2 P P P 4,5,6,11
Neonatal Cephalic .:

A;Adult Cephalic
.r ..... .... ................. ........ ............ ......... ..............Trans-rectal : ,

Tasvaginal - I........ .…......... ........

[Trans- urethral·: ::·I
ITrans-esoph. (non-Card.)

i~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ .Msui-keea
'.uscu...s.. etlP P P P 2 P P P 4,5,6, 1
,(Conventional) ,

Musculo-skeletal_(Superficial) P P P P 2 P P P 4,5,6,11
F" ~~~~~~~~~~~~~~~~~~~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~.... ...... ... ..." ....... ........ .... ........p~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

Intravascular " ........ i...... ~~~~~~~~~~~~~~~ .. ...- .. ...... .. ....... . ........ . ..... ... I
'Other (Specify) ' '
jCardiac AdultI; i&a;c~'ui-.......- -....i . .....
'Cardiac Pediatric

[Intravascular (Cardiac)
jTranszesoph. (Cardiac)

.t~.,~.~.~.,.,.~..~..~ .... ~ ........... ....; ................~. . . . . . ...- ......... ~~~~~~~~~~~~~~..... ...

;Ilntra-cardiac

Other (Specify)
~ ~ ~ ~ ~ ~ ~~~~~~~~~~~~~i...... .... .. ......... ... ...' ........ .......... ..........

!Peripheral vessel P P P P 2 P P P 4,5,6,11
l10ther (Specify)

N = new indication; P previously cleared by FDA; E = added under this appendix
Previous 51 0(k)'of the transducer: K091295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MD.F; 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 TD1
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note I0 STIC Color
Note I I Elastography (New)

Prescription Use Only (Per 21 CRF801.109)

Division of Reproductive, Abdominal,
and Radiological Devic~s,

510(k) Number V /7 O I .



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
ApIlio TM XG (v4.OROOI) SSA-790A Ultrasound System

System: ADlia XG v4.01R001 SSA-790A
Transducer: PLT-1I204AX

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

Clinical Application Mode of Operation
Specific B M PWDCWD4' Color iCombfired' THi yaiPwr C~II3~ te

(Tracks 3) Dper (Specify)! Flow I2D [Notel

;Ophthalmic- - _ -F - : -*..
_____ ~ ~ ~ ~ ---- -- . ...

[Fetal

jAbdominal-

L nra-op~ertive_(Abdominal)
*Intra-operative (Neuro)I --- --

Small Organ (Specify)(l) P P P P P 4,5,6,1 1
INeonatal Cephalic -. .

Trans-rectal.
Trns-vaginal

-Trans-urethral
'Trans-esoph. (non-Card.)
IMusculo-skeletal

(Conventional) ~~~~P P P P 2 P P P 4,5,611
IMusculo-skeletal (Superficial) P P P P 2 P P P 14,56.11
FIntravascular
Other (Specify)
;Cardiac Adult
!Cardiac Pediatric

ilntravascular (Cardiac)
ITrans-esoph. (Cardiac)
lIntra-cardiac

Oher (Specify)
Peripheral vessel P P P P 2 P P P 4,5.6,1 1
:Other (Specify)

N = new indication; P previously cleared by FDA~ E added under this appendix
Previous 5 10(k) of the transducer: K091 295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; 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 S ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note I0 STIC Color
Note I I Elastography (New)

Prescription Use Only (Per 21 CRF801.109) (iiin inOfDivision of Reproductive, Abdominal,
and Radiological Dev Ie

510(k) Number 79



Toshiba America M~edical Systems, Inc. 510(k) Premarket Notification
A plioTM XG (v4.OROOI) SSA-790A Ultrasound System

System: Anijo XG v4.OR60I SSA-790A
Transducer: PLT-1 204BX

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

Clinical Application Mode of Operation… ---~~~~~..... . .. . …--… - --- -- - - - - . - -

Specific B M ;PWD:CWD! Color !Combined THIl Dynamnic1 Power C-I I 3D Other
(Tracks 3) Doppler (Specify) Flow [D Note

Ophthalmic.

IFetal - - .... .......... -A~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~
Abdominal T I

ntr-opratve(Abdominal) -- I I
!lntra-operative (Neuro) FI

Small Organ (Specify) (1) P P PP 2 P P I P 4_5-6-7-i -I.
INeonatal Cephalic- I

.i~du t ~ephal T
ITrans-rectal

Trans-vaginal
!Trans-urethral -- ----- I

Trn-sph. (non-Card.)
Mrusculo-skeletalP P PP 2 P PI

P P P P 2 P P ;~~~~~~~~~~~~~~~4,5,6,7,1 1

IdMusculo-skeletal (Superficial) P P P P 2 P P P 14,5,6,7,1_lj
[Intravascular. -- - .--- _

~Other (Spiecilfy). . I
;Cardiac Adult
:Cardiac Pediatric - -

lIntravascular (Cardiac)
* Transesoph. (Cardiac)
i~ntra-cardiac

~Other (Specify)
Peripheral vessel P P P - P 2 p P P :4,5,6,7,1 I'!

Ohr(Specify

N= new indication; P previously cleared by FDA; E= added under this appendix
Previous 5 1 0(k) of the transducer: K09 1295

Note I Small organ includes thyroid, breast and testicle;,
Note 2 Combined mode includes B/M;1 BIPWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD, BDFIPWD; BDF/MDF;, BDF/MDFlPWD; 2D/CWD; BDF/CWD
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 I I Elastography (New)

Prescription Use Only (Per 21 CRF80I.109) (Dgn Off)Sign-Off)
Division of Reproductive, Abd inl
an d Radiologia

510(k) Nume



Toshiba America Medical Systems, [no. 5 1 0(k) Premarket Notification
AplioT.M XG (v4.0R00l) SSA-790A Ultrasound System

System: Aplio XG v4.OROOI SSA-790A
Transducer: PLT-1 204MV

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

.~~~~~~~~~~~~~~. ......Clinical Application ;Mode of Operation
Specific B NI PWDCWD C~~~~~~~~~~~~~~~~~~~~~Olor iCombinied; THI Dynamici Power :CHI 3D Other(Tracks 3' D(oe

:Ophthalmic 
-.. . . .. .-...- -.. .i Fetal

jAbdominal.

lintra-operative (Abdominal)
lIntra-coperative (Neuro)-

Pediatric 
-- -

[Small Organ (Specify) (1) 2 P i579....__ ..... P 2 P PP IP 5 ,NoaaCephalic -
. .

fAdult Cephalic

I f~~~~~~~~~~rans-rectal r- -~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~. ...... .. - --- -
Trns-vaginal

.Trans-urethral -,-.-.-.. .-

Trans-esoph. (non-Card.)
MusculI keletalPPP 2 P P

ivusculo-skeletal (Superficial) P P P pPj.2 P ,P 5t7,9i
I~ntr-avascula-r

'!Other (Specify) 
.

ICardiac Adult
'Cardiac Pediatric
lhItravascular (Cardiac)

Taseoh(Cardiac)
I Intra-cardiac
O0ther (Specify)
Peripheral vessel P P P P 2 P P P P 5.7.9.
-Other (Specify)

N new indication; P= previously cleared by FDA; E added under this appendix
Previous 5 1 0(k) of the transducer: K09 1295

Note I Small organ includes thyroid; breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDFIMDFIPWD
Note 3 Combined mode includes B/M; B/PWD: BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TD I
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note I10 STIC Color
Note I I Elastography (New)

Prescription Use Only (Per 2 1 CRF8O01.109) (Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number-'



Toshiba America Medical Systems, Inc. 5 I 0(k) Premarket Notification
AplioTM XG (v4.0R00l) SSA-790A Ultrasound System

System: Aplio XG v4.OROOI SSA-790A
Transducer: PET-5 10MB1

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

Clinical Application 'Mode of Operation
Specific B M 1W C D Color Combined; THI iDynamic Power CHI 31D Other

(Tracks 3) ~Dopplerj1 (Specify) i Flow .2D ~ lNotel

Ophthalmic - t. - ~__

Abdominal

'I ntra-operative (Neuro) --

'!Pediatric
iSmnall Organ (Specify) (I)

'Neonatal Cephalic .-

A-d-ult Ceph~afi~c ------------
I Trans-rectal

!Trans-vaginal-

:Trans-urethral

iTrans-esoph. (non-Card.)

:Musculo-skeletal (Superficial)

10her (Specify)
!Cardiac Adult
,Cardiac Pediatric
Intravascular (Cardiac)
!Trans-esoph. (Cardiac) P P iP P . P 3 P 4

.'Intra-cardiac
!Other (Specify)
~Peripheral vessel
'Other (Specify)

N =new indication; P =previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K09 1295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; BfPWD; 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
Note 10 STIC Color
Note I I Elastography (New)

(Division Sign-tift)
Prescription Use Only (Per 21 CRF801I.109) Division of Reproductive, Abdominal,

and Radiological D vs

510(k) Number 9 2Q 12 9



Toshiba America Medical Systems, Inc. 5 1 0(k) Premarket Notification
A plio TM

1 XG (v4.01R00I) SSA-790A Ultrasound System

System: Aplio XG v4.OROOI SSA-790A
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 !PWI)CWD. Color !Combined;, TI-I iDynamicrPower CHI 3D Ote

(Tracks 3) ~~~~~~~~~~~~~~~~~~~~~~~~~~~Doppe :(Specify) I Flow 2D [Notel

Ophthalmic T

Fetal- --
Abdominal
Intra-operative (Abdominal)

:Intra-operative_(Neuro) - .......

iLaparoscopic
Pediatric __ ..-. , -

ISmall Organ (Specify) (I) -. I-

Neonatal Cephalic II
jAdult Cephalic 1
Trans-rectal
!Trans-vaginal

ITrans-urethral
'Trans-esoph. (non-Card.) - --

.. ... ... ..- . -..... - --- --- --- -- - ---

,Musculo-skeletal (Superficial) q

lIntravascular -- -- r
,Other (Specify)

-ICardiac Adult 'P

Cardia Pediatric. P
jIntravascular (Cardiac)
ITrans-esoph. (Cardiac)

-inftra-cardiac

O0ther (Specify)
Peripheral vessel

;Other (Specify)

N new indication; P previously cleared by FDA; E= added under this appendix
Previous 5 10(k) of the transducer: K09 1295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDOF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/P WD; BDF/PWD; BDF/MDOF; BDFIMDF/PWD; 2D/CWD;, BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note. 7 Precision Imfaging
Note 8 STIC
Note 93D color ~f
Note 10 STIC Color ___________________

Note I I Elastography (New) (Division g
Division of Reproductive, Abdominal,

-Prescription Use Only (Per 21 CRF801.1 09) and Radiological Dev~ce

510(k) Number 9(Ar



Toshiba America Medical Systems. Inc. S 1 0(k) Premarket Notification
AplIo XG (v4.01ROOI) SSA-790A Ultrasound System

System: Avlio XG v4.OROO1 SSA-790A
Transducer: PC-50M

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

Clinical Application 1Mode of Operation
-~ NI PWD'CWD' Color 'Combinedi THI Dynamic: Power CHI I 3D Other

(Tracks 3) Doppler (Specify) 11 Flow I2D I [Notel

iOphthalmic . --. ;-..---.

F~etal
jAbdomina

lintra-operative (Abdominal)
1litra-operative (N euro)

L~apaoscopic
iPediatrici

malOgn(Specify) (I)- ...

JNeonatal Cepli .I

T:r-ans-rec&tal I.'-

Trans-vaginal

ITrans-esoph. (non-Card.)
IMusculo-skeletal
(Conventional)

(Musculo-keIetal (Superficial) .

Inravascular
Orther (Specify)

(Cardiac Pediatric P
Inrvscular (Cardiac)

iTrans-esoph. (Cardiac)

~F6_he~r(S~pec'i~fy_)
Peripheral vessel P
,Other (Specify.)

N = new indication; P previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K09 1295

Note I Small organ includes thvroid, breast and testicle.
Note 2 Combined mode includes BIM; BIPWD; BDF/PWD; BDFIMDF; BDFIMDFiPWD
Note 3 Combined mode includes BIM; BIPWD; BDF/PWD; BDFIMDF; BDF/MDFIPWD; 2DICWD: BDFICWD
Note 4 TDI
Note 5 Apli Pure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note I0 STIC Color 4 f
Note I I Elastography (New) (Division i-f

Division of Reproductive, Abdominal,Prescription Use Only (Per 21 CRF8OI1.109) and Radiological Devices

510(k) Number__ _____-



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTrM XG (v4.0R00l) SSA-790A Ultrasound System

System: ADijo XG v4.OROOI SSA-790A
Transducer: PST-25BT

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

ClinicalApplication jMode of Operation
Specific B M IPWDiCWD1 Color Cornbined:~ TH'I IMynamnic Power ;CHI 4D Other(Tracks 3) Doppler (Specify) Flow 2D ( Notel

. .. .. . . .. .. .. . . ... ....... .. .. ...... ..~* . . .. .... i.. . ..
!:Ophthalmic-

,AbdominalP P F P 3 P P P P
Inta-prative (Abdominal)

Intraperaive (Neuro). 
I

;Pediatic.- -. P P P P P .P1

jSmall Organ (Note I)
lNeonatal Cephali~c P P P P P 3 P P' P
fAdui & ai~c - P ;VF-t P 3P P P

I~as-vaginal

jTrans-esoph. (non-Card.)

(Conventional)
Mvu~sc ul'o~--skce~le~tal(Su'perficial)I

lIntravascular.-
....... .... -...... ..- ------.

-Cardiac Adult P P p p P 3 p P P P 4
!Cardiac Pediatric P P P P P 3 P P P P 4
lIntravascular (Cardiac)
ITrans-esoph. (Cardiac)

~Intra-cardiac -

Other (Secify)

IPeripheral vessel
iOther (Specify)

N = new indication;, P previously cleared by FDA; E added under this appendix
Previous 5 1 0(k) of the transducer: K091295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; BIPWD; BDF/PWD; BDF/MDF, BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note. I0 STIC Color
Note I I Elastography (New)

(Division Sqn-Oft)'Prescription Use Only..(Per 21 CRF80L1.I09) Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number 2%t



Toshiba America Medical Systems, Inc. 5 10(k) Premnarket Notification
AplioTM XG (v4.OROOI) SSA-790A UltrasoundSystem

System: Aplio XG v4.0R00l SSA-790A
Transducer: PST-30BT

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

Clinical Application IMode of Operation
Specific BM iPWDCWDI Color iCombined; THI Dynamnic Power CH 3DiOhr'

(Tracks 3) Doppler! (Specify) Flow I 2D [Notel!

... .~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~~ ~~ ~~ ~~ ~~ ~ ~~~~~~~~~~~~~~~~~~~~~~~~.... . ....Ophthalmic

{Fetal I
AFbdominal P.P p P1 P 3 1 P p PIP

iItraoeratv (Abdominal) -

Iltra-operative (Neuro)I 1
fLaparoscopic

,lPediatric P P P P~ p 3 P P P I.
I[Wmall Organ (Specify) (I)

iNeonatal Cephalic . . P1 P 3
ildult Cephalic. P P 3

fras-vaginalA

JTrans-esoph. (non-Card.)
iMusculo-skeletal
l(Conventional)I
Musculo-skeletal (Superficial) I
;Intravascular I
;RI [Ohe (Speci fy) -. **

I~~~~~ardiac~~~~~~~~~~~~dult P ~~~~~~~~~~PP P P 3 P P P P4
'Cardiac Pediatric P P P P P 3 P - P ~ P P 4
Intaascular (Cardiac)
Trans-sp. Criac) -- -- -

intra -cadc

'Other (Specify) I

Peripheral vessel
!Other (Specify)

N = new indication; P =previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K09 1295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWVD; 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 8STIC
Note 9 3D color
Note 10 STIC Color
Note I I Elastography (New)

Prescription Use Only (Per 21 CRF80I.109) ~~~~~~~~~~~~~~~(Div n Sign-Off)Prescripion Use nly (Pe 21 CRF81.1 09)Di vis' of Reproductive, Abdominal,

and Radiological Devic~es/

510(k) Number_.-,. , J 47



Toshiba America Medical Systems, In c. 5 10(k) Premarket Notification
AplioTrm XG (v4.OROOI) SSA-790A Ultrasound System

System: Alijo XG v4.OROOlI SSA-790A
Transducer: PST-50AT

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

Clinical Application 'Mode of Operation
Specific B NiM P DC : Color Conied: THI Dynamic1j Power CHI 3 OtherI(Tracks 3) 'Doppler: (Specify) Flw2D INotel

:Ophthalmic___ 

___..

J~~~~~etal - - -~~~~~~~~~~~~~~~~~~ . ...4........~~~~~~~~~~~~~~~~~~~~~~~... ........-----------Intra-oprtive_(Abdominal)
Intraoperative (Neuro)- 

-
L11aparoscopic

-. -~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ ....iPediatric
..C. .~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~.......

- Irtal Oga (ote I) 
..

I Neonatal Cephalic p P P . 3 p Iq[Ault Cephalic-

ITrans-rectal

1Trans-vag~~~~~~~~~~ai -- -- ~~~~ ~-1Trans-urethiral

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

,Intravascular
O0ther (Specify)

ICardiac Adult P P P P~ P 3 P 4,Cardiac Pediatric . p P P P P 3 P4
jIntravascular (Cardiac)
'Tran!- esp..(Cardiac)
.Intra-cardiac
iQther (Specify.

Peripheral vessel

N =new indication-, P= pre'viously cleared by FDA; E added under this appendixPrevious 5 10(k) of the transducer: K091295

Note I Small organ includes thyroid, breast and testicle.Note 2 Combined mode includes BIM; B/PWD; BDFIPWD; BDF/MDF; BDFIMDFIPWDNote 3 Combined mode includes BIM;- B/PWD; BDF/PwD; BDF/MDF; -BDF/MDF/PWD; 2D/CWD DBDFICWDNote 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 '3D color
Note IO STIC Color
Note I I Elastography (New)

Prescription Use Only (Per 21 CRF80 I.l09 
. (iii g-f

Division of Reproductive, Abdominal,
and Radiological Devjcs,
510(k) Number Vi '. '2 '



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

M XG (v4.OROOI) SSA-790A Ultrasound System

System: Aplio XG v4.OR0Ol SSA-790A
Transducer: PST-65A.T

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

Clinical Application ;Mode of Operation
Specific B iM PWDiCWD Color oCombinedi THI 'lDynamic 'Power CHI 3D I"Other

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

............ ;' ""':" . . . . .... ! .................. ....[ .... } ............: . . . , I~~~~~~.. . ..... .. . ...........JOphthalmic

jFetal -~I-~ ~~~~~~~~~~~~~~~ : : .... ...................... r............... ..... . . ......... .. ...........
! .... . . . . . .. ..................................... ........, ........... .........................i . fInJAbdominal (Abdo.minal

-~ . .............. ..........- .. ........

llntra-operative (Neuro) . I

[Laparoscopic ... . . ......... .
·rlediatric I

Smal Organ (Note 1) i ".
INeonatal Cephalic P.P P. P 3 P. p P

!Adult Cephalc -. ............ . .. ..... ... ............ ....... .......... ... .............~~~~~- ....... ..... .
r~ans-rectal

v~~~~~~~~~ '
Trans-aginal
:Trans-urethral -: -

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

.Musculo-skeletal
I(Conventional)
'Musculo-skeletal (Superficial)

1Other (Specify) .. - -.. . . ......

Cardiac Adult P P P P P 3 P P P . 4
!Cardiac Pediatric P P P P P 3 P P P 4
Ilntravascular (Cardiac)

Mrans-esoph. (Cardiac)
Intra-cardiac

,... ........, ... ...... .........iOther (Specify) . ~~~~~~~~~~~~~~ ~~ ~~~~~ ~ ......... . . ...... ... .......
:Peripheral vessel

'Ot h e~r, (S_ pecify) ....

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

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; 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
Note 10 STIC Color
Note I I Elastographv (New)

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

and Radiological Devices "On
510(k) Number_ . / (



Toshiba America Medical Systems. Inc. 5 10(k) Premarket Not ificati on
ApIlioT M XG (v4.0R00l) SSA-790A Ultrasound System

System: Aplio XG v4.OROOl SSA-790A
Transducer: P-VT-375BT

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

Clinical Application ;Mode of Operation
Specific B Mv iPWD CWDI Coo obned' THI ~Dynamnicl Power CHI i3D Other

(Tracks 3) IDoppler (Specify) Flow 2D [Notel
.. . . . . . ... ... . .'Ophthalmic

Fetal P . P P 2 P P P P 5, 7Aboinal P PP P r2P P P P.5,
Iintra-operative (Abdominal) II

lIntra-operative (Neuro) - - -I

~Laparoscopic
Pediatrc P P- P I 2 P i P P.5,

m~rall Organ (Specify) (I) 
..t.Neonatal Cephalic I.1

jAdult Cephalic. 
. --.

j~rns-rectal 
- I r -

'Trans-vaginal- 
-

ITrans-urethral

iTrans-esoph. (non-Card.)
Musculo-skeletal 

I

I(Conventionai)

iMusculo-skeletal (Superficial)

Other (Specify) . .--.- - - - - - 1~ --

.Cardiac Adult
!Cardiac Pediatric
lIntravascular (Cardiac)
Trans!-esoph. (Cardiac)
lintra-cardiac-

O0ther (Specify)

N new indication; P previously cleared by FDA:, E= added under this appendix
Previous 5 10(k) of the transducer: K09 1295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWDNote 3 Combined mode includes B/M, 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
Note 1.0 STIC Color
Note I I Elastography (New)

Use Only (Per 21 CRF8O 1.109) (Divisk nSign-Off)Prescription UeOl Pr2 R8119 Division of Reproductive, Abdominal,

and Radiological Device's

5 10(k) Number qo-)/"1 z47I



Toshiba America Medical Systems, Inc. 5 l O~k) Premarket Notification
ApIlioT M XG (v4.OROOI) SSA-790A Ultrasound System

System: Aolio XG v4 OR00I SSA-'790A
Transducer: P-VT-375MV

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

Clinical Application "Mode of Operation

Specific M W !CWW Color Combined! THI IDynamici Power CHI i 3D Other* (Tracks 3) Doppler (Specify) Flow 2D INotel

Ophthalmic . . .. ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~.. . ... ---I---I Fetal P P P P 2 P~ P P P P '5,7,8,9, 1 0... ~~ ~ ~ ~ ~ ..-.......
minal ~ P P P P 2 P~ P P P1 P i5,7,8~9,101

Ilntra-operative (Abdominal) '-.

Intra-operati ve (Neuro) 
-- -- .-

i Laparoscopic
'f~~~~~ediatric ~~~~~~~~~P P P - 1P 57,8,9, lOr

Small Organ (Specify) (1) .- 
-~

'F *--.--- . - .--..... ~~~~~~~~~~~.......- ........iAdult Cephalic 
-

Trans-rectal

ITrans-vaginal' 
- -

:,Trans-urethral
.Trans-esoph. (non-Card.)

Musculo-skeletal
'(Conventional)
IMusculo-sketetal (Superficial)

Iintravascular - .

Other (Specify) --

!Cardiac Adult
iCardiac Pediatric
Intravascular (Cardiac)
;Trans-esoph. (Cardiac)

O9ther (Specify)
iPeriperal .v-essel

Previous 5 10(k) of, the transducer: K09 1295

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 BIM; BIPWD; BDFIPWD; 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
Note I0 STIC Color
Note I I Elastography (New)

Prescription Use Only (Per 21 CR F801.1 09) (Division Sign-Off)

Division of Reproductive, Abdmnl

and Radiological Devices

510(k) Number ±~'



Toshiba America Medical Systems, Inc. -5l10(k) Premarket Notification
AplioTM XG (v4.01ROOI) SSA-790A Ultrasound System

System: Anlio XG v4.OROO SS qA-790A

Transducer: P-ET-382BT

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

Clinical Application ;Mode of Operation
Specific B M iPWD~CWD. Color !Combinedl~ THI I Dynamic~ Power 1 CHI 3D iOther.(Tracks 3) Doppler, (Specify) Flow 2D [Note[

..... ... .. ...~~~~~~~~~~~~~~~
:Ophthalmic

[Feta.P 
2 P5Abdominal P P PP P [P 7 i sIntra-operative (Abdominal)

nt aopertive (Neuro)

Laprosopic
[Pediatric P P P P 2 P P P . P
[Small Organ (Spcify) (l)
lNeonatal Cephalic

-W~~~~~~~~~~~~~

ITrans-vaginal 
I p

iTrans-urethral

ir-a~ns,-es-opnh.-(n~on-'Ca-rd.)

IMusculo-skeletal
:(Conventional)
ilMusculo-skeletal (Superficial)
ilntravascular

&~te r (Speci fy
!Cardiac Adult
RCar-d i'a'cV Pediatri-c

.Itravascular (Cardiac)
iTrans-esoph. (Cardiac)
fIntra-cardiac

.;Other (Specify)

Peripheral vessel

.iOther (Specify)

N = new indication; P previously cleared by FDA; .E added under this appendix
Previous 5 1 0(k) of the transducer: K091295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWDNote 3 Combined mode includes B/M; B/PWD; BDFIPWD; BDF/MDF; BDF/MDFIPWD, 2D/CWD; BDFICWDNote 4TDI
Note .5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note 10 STIC Color
Note I I Elastography (New)

.2Prescription Use Only (Per 2 1 CRF801.1 09) (Dvsi SgnOt Abdominal,
Division of Reproductive

and Radiological DevicIf,,a.
510(k) Number g



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
A plioTM XO (v4.0RO01) SSA-790A Ultrasound System

System: Alijo XG v4.OROO I SSA-790A
Transducer: PVT-3821MV

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

Clinical Application iMode of Operation
Specific B M PW &C Di Color !obnd THI jiDyna ic Power CH-I i3 terin N3D Other(Tracks 3) Doppler 1 (Specify) Flow 2D [oe

... . .. ....... ........ .. 1 .... i
:OphthalmicI

Tetal ~~P P P P 2 P . .L PIP 5F!Abdominal PP PP 2 p T pFT p P P 15,7
* Intra oerative (Abdominal) - i1

:!Ilntra-operative (Neuro)
…....-.,- I. -.~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ .. ..........

!Pediatric P P P P 2 PI I P PP 5
'Small Organ (Specify) (l)F
Neonatal Cephalic.

ep .......... ........~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~~~~~~~~~~~~~~~..~Adl ehalic 
- -

!Trans-rectal
,Trans-vaginal 

- -I

'Trans-esoph. (non-Card.)
IMusculo-skeletal

:~(Conventional)f
':ucl-seea (Superficial) 

.

lintravascui~r - .

!Other (Specify)

ICardiac Adult
:Cardiac Pediatric

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

jIntra-cardiac
Other (Specify)
Peripheral vessel
tOther (Specify)

N new indication; P= previously cleared by FDA; E= added under this appendix
Previous 5 10O(k) of the transducer: K09 1295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD;, 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 3D color
Note I0 STIC Color
Note 11I Elastography (New)

Prescription Use Only (Per 21 CRF801.109) (Division Sign-Olft)

Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number -'/7



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM XG (v4.OROOI) SSA-790A Ultrasound System

System: Aplio XG v4.0R001 SSA-790A
Transducer: PVT-575MV

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

Clinical Application *Mode of Operation~~~~~~~~~~~~~~~~'.-..---.................. ... ~Specific B :M PWDiCWDi Color Combined: THI [Dynamic: Power : CHI 3D Other(Tracks) Doppler (Specify) Flow 2D [Notel
......... ....... ......... . ......... ..... ... .. ..... ....... .. ........ :. ...... ..:. ............. ........ ......:............... . ..!Ophthalmic p … . [ p 

- . ..
T. ~~~~~~~~~~~~~~~~~~~T- ~-'"--z..~........:. .... ' ..... ............lFetai P P l

Aboinal 
-- . 1

t-.-._ (Abdominal) . ... . . . . .t. .. .. . . P, ~ ~~~~ ~~~ ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~... .. ... .... .....

Ilntra-operative (Neuro) m ina 1~~ ~ ~~~~~~~~~~ ....

Pedip a tros ic. . I

F Small Og (Specify) (1) T .

I FNeonatal Cephalic 
.- F

.. ....... ............. .... .A
jAdult ephalic 

FF

,Trans-rectal 
F

Trans-vaginal

]............

mTrans-esoph. (non-Card.) .

~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ .... ... .................

iMusculo-skeletal 
F FI(Conventional)

~:Musculo-skeletal (Superficial) 
.l ntr av asc ular - - --- -- -- ....... - ---- ..-- .-- --- .- ......

IOther (Specify)
!Cardiac Adult

~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-......................

i'Intravascular (Car~diac).
[Trans-esophl (Cardiac)
lintra cardac
,Other (Specify)
Peripheral vessel
;Other (Specify)

!i.... ... ......

N new indication; P= previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K091 295

Note I Small. organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWDNote 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWDNote 4 TDI
Note r ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note IO STIC Color
Note II Elastography (New)

Prescription Use Only (Per 21 CRF801.1 09)(Dvso D[(iviio of Reproductive, Abdominal,
!scd Radiological Devicesa).

$10(k) Number 7 V O v/

; ...... i. . . . . i.....



Toshiba America Medical Systems. Inc. 51 0(k) Premarket Notification
ApIijoT

1' XG (v4.OROOI') SSA-790A Ultrasound System

System: A~lio XG v4.01R00I SSA-790A
Transducer: PVT-674BT

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

Clinical Application !Mode of Operation
Specific B M PWDiCWD ~ Coo Comnbined' TH Dynamic' Power CHII 3D Other(Tracks 3) Doppler i(Specify) I Flow 2D [Notel

Ophthalmic 
-

Fetal. - .-. P~~~ ~ ~~P P P 2 P P P P 5Abdominal P PEP . P 2 P P p P5
Intra-operative (Abdominal) 

--

taoraie(Neuro)
[aparoscopic

Pediatric ~~~~~~P P P P 2 P P~ -
.-- ........ 

. ....... ....Small Organ (Specify) (I) .---

[Neonatal Cephalic ....-....... 
- -Adult Cephalic . - ~ ~ *

I Trsretl-
'Trans-vaginal

Trans-urethral 
-

ITrans-esoph. (non-Card.)

elon ential)

IMusculo-skeletal (Superficial)

Il~ntravascular

ij~ter(Seiy

.'Cardiac Pediati

lintravascular (Cardiac)
ITrans-esoph. (Cardiac)
fntr~a_-c ardic'

,Other (Specify)
1Peripheral vessel
:Other (Specify)

N = new indication; P= previously cleared by FDA; E= added under this appendix
Previous 5 10(k) of the transducer: K091 295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes BfM; 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
Note 10 STIC Color
Note I1I Elastography (New)(Dis SgnOf
Prescription Use Only (Per 21 CRF80I1.109) Division of Reproductive, Abdominal,

and Radiological Devicep
510(k) Number_________



Toshiba America Medical Systems, Inc. 510(k) P remarket Notificati on
Aplio TM XG (v4.OROO0I) SSA-790A Ultrasound System

System: Apij~o XG v4.R001 SSA-790A
Transducer: PEVT-66 I V~T

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

Clinical Application !Mode of Operation
Specfic M :PWDICWD Color 'Combined: TIDynamic!Pwr 3 te

(Tracks 3) Doppler (Specify,) Flow :2D [Notel
........ ......... ~ ~~~~~~~~~~~~~~~~ ~~~~~~~~~~~~~~~~~~ .. ...I.---

:Ophthalmic

IFetal
dAbdominal- 

- - -- -- 7-
Intra-operative (Abdominal) - - -

Ifntra-operative (Neuro)
….--..~~~~----....-...~~T

1 Laparoscopic-
I Pediatric

…..".~~~~~~~~~~~--. . -r -~~~~~~~~~~~~~. . .......

SmallOrgan_(Specify) (I)
lNeonatal Cephalic

.j~utehlic-
......-.. 

-- …~~..............iMrans-rectal PP PP P P ~4,5,1 I.___~~~~~~~~~~~~~~~~~~~~-'iTrans-vaginal P P P P 2 P P P P 4,5
---- -~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~...... ---

Trans-esoph. (non-Card.)
;Musculo-skeletal

!Musculo-skeletal (Superficial)

!Other (Specify)
.ICardiac Adult

CricPediatrik

'Intravascular (Cardiac)
!Trans-esoph. (Cardiac)
[1in-tra-cardi-ac-

O0ther (Specify)
,.Peripheral vessel
iOther (Specify)

N new indication; P previously cleared by FDA: E added under this appendix
Previous 5 10(k) of the transducer: K09 1295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWDNote 3 Combined mode includes B/M; B/PWD, BDF/PWD; BDF/MDF; BDF/MDF/PWD;, 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D color
Note 10 STIC Color
Note I I Elastography (New)

Prescription Use Only (Per 2 1 CRF801.109)
(ivision gn-of

Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number_________



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioT M XG (v4.01ROOI) SSA-790A Ultrasound System

System: Aplio XG v4.0R001 SSA-790A
Transducer: PVT-681 MV

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

Clinical Application Mode of Operation
Specific B M IPWD'CWD! Color Combined1 THI ~Dynamnic. Power CHI i 3D Other

(Tracks 3) .Doppler ':(Specify) Flow i2D [Note!

'Ophthalmic__. .___F _

Abdominal-

llntra-operative (Abdominal)

[Intra-operative (Neuro)

Laaroscopic

!Pediatric
' Small Organ (Specify) (I)
F~eonatal Cephalic ---

I Adult Cephalic
tTrans-rectal P P P P 2 P P P P P 45,1

,1Tran-vaginal P P P P 2 P P P P P 4 5,7
~Trans-urethral F -F

:Trans-esoph. (non-Card.)

~Musculo-skeletal

IMusculo-skeletal (Superficial) --- -- -- -

Intravascular
!Other (Specify)

jCardiac Adult
lCardiac Pediatric

jIntravascular (Cardiac)
-Trans-esoph. (Cardiac)
Flntra-cardiac

~Other (Specify)

Peripheral vessel
-Other (Specify)

N =new indication; P =previously cleared by FDA; E =added under this appendix
Previous 5 1 0(k) of the transducer: K09 1295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; 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
Note 10 STIC Color
Note I I Elastography (New) ~.miif ign f

JPrescription Use Only (Per 21 CRF801.109) Oi ;-;On of Reproductive, Abdominal,
j}Rdoiogical .,

~0(k) Number_____________



Toshiba America Medical Systems. Inc. SI10(k) Premarket Notification
AplioT.M1 XG (v4.OROOI) SSA-790A Ultrasound System

System: -ADlio XG v4.0R001 SSA-7QOA
Transducer:-- PVT-745BT.V

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

Clinical Application ;Mode of Operation
.... ..-..... 

-- - -. - - -- . - * . -- . * * . - .- ~ -Specific B I PWD ~ 6'CWD' Color lCombinedi THI JDynarnici Power it CH-I 3D Other(Trucks 3) iI Doppler! (Specify) fFlow I2D jNotel

;Ophthalmic 
.. t.-..

f~~Žc~minaI .~~~-- PP PP 2 P1 P P 5(bdominal) P P P P 2 (P PP5
jintra-operative (Neuro)
!Laparoscopic
IPediatric P IP P P 2 IP 1 P I P 5... ... ..... .. 1.....mrail Organ (Specify) (1) P P P P 2 P P -
Neonatal Cephalic 

. .
….- .~~~~~~~~~~~~~~~~~~~~~~~~~ ~~. 

.. ... .... . .jAdult Cephalic-
ITrans-rectal

ITra~ns"v a-ginal
:;Trans-urethral
iTrans-esoph. (non-Card.
IMusculo-skeletal
I(Conventional)___

iMusculo-skeletal (Superficial)
[Intravasculrar 

- - ~
O0ther (Specify)

ICardiac Adult
C~ar-diac Pediatric
Intravascular (Cardiac)

IFrans-esoph. (Cardiac)
itntra-cardiac
!Other (Specify)
Peripheral vessel
~Other (Specify)

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

Note I Small organ includes thyroid. breast and testicle.
Note 2 Combined mode includes BIM; B/PWD;- BDF/PWD; BDFIMDF; BDF/MDF/PWDNote 3Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD;2D/CWD; ,BDF/CWDNote 4 TDI
Note 5 ApI iPure
Note 6 MicroPure
Note 7 Precision-Imaging
Note 8 STIC
Note 9 3D color
Note IO STIC Color
Note I I Elastography (New)
Prescription Use Only (Per 2 1 CRF8O01.109) Division of Reproductive, Abdominal,

and Radiologia e i e~~

510(k) Numbr________



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplI oTM XG (v4.OROOI) SSA-790A Ultrasound System

System: Arilio XG v4.0R001 SSA-790A
Transducer: PVT-770RT

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

Clinical Application 'Mode of Operation
Specific B I 'PWD;CWDI Color 'Combined THIl Dynamic: Power CHII 3D Other(Tracks 3) Doppler (Specify) Flow 2D INotel

!Ophthalmic

I~~~~~~~~~etal - -. ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~.........
IAbdominal.

lIntra-operative (Neuro) -- - - -

ei~aparosic

. -.... ~ ~ ~ ~ ...... . ..................... - ...

iNeonatal Cephalic
jAdult Cephalic 

. T-
i~frzans_-re:ctal . - P-P P 2 P P P

Trans-vaginal

i~Trans-esoph. non-Card.)

iMusculo-skeletal Spriil

Intravascular

O0ther (Specify)
Cardiac Adult

'Cardiac Pediatric
lintravascular (Cardiac)

ITrans-esoph. (Cardiac)
Ilntra-cardiac
Other (Specify)
Peripheral vessel
!Other (Specify)

N = new indication; P previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K09 1295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes BIM; 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
Note 10 STIC Color
Note I I Elastography (New) (Division Sign-Off)

Division of Reproductive, Abdominal,
Prescription Use Only (Per 21 CRF80I1 109) and Radiological Devices

510(k) Number. 1 /?


