
Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vI.0) SSA-780A Ultrasound System

510(k) Summary

OCT - 9' 2009Submitter's Name: Toshiba America Medical Systems, Inc.
Address: 2441 Michelle Drive Tustin, CA 92780'
Contact: Paul Biggins, Director Regulatory Affairs
Telephone No.: (714) 730-5000

Device Proprietary Name: DIAGNOSTIC ULTRASOUND SYSTEM APLIO MX
MODEL SSA-780A Version 1.0

Common Name: Diagnostic Ultrasound System

Classification:
* Regulatory Class: II
· Review Category: Tier II

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

* Ultrasonic Pulsed Echo Imaging System - Product Code: 90-IYO
[Fed. Reg. No.: 892.1560]

· Diagnostic Ultrasonic Transducer - Product Code: 90-ITX
[Fed.Reg. No.: 892.1570]

Identification of Predicate Devices:
Toshiba America Medical Systems believes that this device is substantially equivalent to:
1. Toshiba DIAGNOSTIC ULTRASOUND SYSTEM APLIO XG MODEL SSA-790A

v4.OROOI - 510(k) K092179
2. Toshiba DIAGNOSTIC ULTRASOUND SYSTEM APlLIO XG MODEL SSA-790A v4.0 -

5 10(k) K091295

Device Description:
The DIAGNOSTIC ULTRASOUND SYSTEM APLIO XG MODEL SSA-780A 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 DIAGNOSTIC ULTRASOUND SYSTEM APLIO MX MODEL SSA-780A is intended to
be used for the following type of studies; fetal, abdominal, intraoperative, pediatric, small organs,
neonatal cephalic, adult cephalic, cardiac, transrectal, transvaginal, transesophageal, peripheral
vascular and musculo-skeletal (both conventional and superficial).

Declaration of Conformity:
This device is designed and manufactured in conjunction with the Quality System Regulation,
IEC 60601-1 (applicable portions), 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.



DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - W066-G609
Silver Spring, MD 20993-0002

Toshiba America Medical Systems, Inc.
% Mr. Mark Job
Responsible Third Party Official OCT - 9 2009
Regulatory Technology Services LLC
1394 25 th Street NW
BUFFALO MN 55313

Re: K092948
Trade/Device Name: Aplio MX vl.0 SSA-780A
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: IYN, IYO, and ITX
Dated: September 23, 2009
Received: September 24, 2009

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Aplio MX vl.0 SSA-780A, as described in your premarket notification:

Transducer Model Number

PST-25BT PVT-375MV PVT-681MV
PST-30BT PVT-382BT PVT-745BTV
PST-50AT PVT-382MV PVT-770RT
PST-65AT PVT-575MV PLT-604AT
PST-20CT PVT-674BT PLT-704AT

PVT-375BT PVT--661VT PLT-704SBT



Page 2 - Mr. Job

PLT-705BTH 
PLT- 1204AT 

PET-508M.A

PLT-705BTF PPC-B0M

PLT-805AT 
PLT-1204MV 

M

PLT-12 0 2S PET-5 10MB

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

it m ay be subject t o 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

go to http://www.fda. /AboutFD A/ CentersOffices/ CDRI/C D R H O rffi c es/u cm for

the Center for Devices and Radiological Health's (CDRH'S) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go toft
htt i~edical~evices/Safet-,R ^rtaProblenm/default-lhtm for the CDRH's Office

http://www.fda. ov/MedicalDevices/Safety 
eprta~ o,

of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahram Vaezy at

(301) 796-6242.

Sincer ly yous

Janine 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) Premarket Notification
ApliorM MX (vI.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer:

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

Cliicl Aplcaton Mode of Operation____- -

Specific B M Color Combined THI Dynamic Power CHI 4D I Other
(Tracks 3) Doppler (Specify) Flow 2D [Note]

*~~~ IJ
[Ophthalm ic 7.1 I77 [ 7 f7 ... . ... ' .......... ... . ......... ....... ................-..........
Fetal N N N . NT N Nj N N N 1 5,7,8,9,10
[Abdominal N- N N .N 2,3 N N N 5,7,8,9,'1"0

'~~~~~~~~~~~~~~~~~~~~~~~~~~~~... .N-T N........... [........2,3..{Intra-[----ative (Abdominal) NJN-- j 'NI- N -I-N---'-2~ - ' -N N.N . . ,

[Intra-o erative INeuro
jLaparoscopi¢c - T -.~~.77I77I~I~N NrN Nf 2,3 N N117N1 5,7,8,9,1 0

Small Organ (Note1) .1 N f N N 2-N N N----~1 1456,7,9,111
.. ~~~~~~~~~ ~ ~ ~~. .......- _

I- . . . ____1 2~_t N, N ,N ~[eonatal Cephalic [N [N N N N N.-N[-N
Adult Cephalic ! N NIN N 3 N N ] VN- ..
[Trans-rectal . NINTN rN 2 NI N N I N1 4,5,7,11I
Trans-vaginal t IN N J N 2 JN N N N 4
Trans-urethral .
[Tra.:ns-eso~ph. (non-Card.)----1'---1

'-~N ~ ~ ~ . .N.. .~ ~ '] N?-'-""'___?_....

I.. N.. N . I .N I .N - ,,?,1

Tnransvascular
Other (Specify) '

Cardiac Adult ININTN[Nr N 13]NT N N - N 4,
Cardiac Pediatric IN NININ N .3 IN N N NI. 4.

Itvscula ar(Cardiac) TIr [..V 7

ITrans-esoph. (Cardiac) r i ' 4
[Intra-cardiac ____1____ T____ __ ____

lOther Specif') - T 1 f1____i' ~ 1 7____
7N N Nvsl2 N N I 5,6,7,9,1 1

Iotherl (Specify) NN[--'-f '

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

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDFtPWD; BDFIMDF;- BDFIMDF/PWD
Note 3 Combined mode includes BIM; Bi'PWD; BDF/PWD; BDFIMIDF; BDFIMDFIPWD; 2DICWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color) (Division inO)
Note 10 STIC Color Division of Reproductive, Abdominal,

Note 11 Elastography ~~and Radiological Devices ',,
5I! . . . . . .. . . ... I .10(k) Number. I /

Prescription Use Only (Per 21 CR.F801.109)

B-I



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PST-25BT

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

I- - … : :- - - .-.--~~-- --. …- ----- ----.....-.- --. ---.....-.-....-...-..-....---.- … ..--..---..--.-.-.--.:~.;-" ~ ." ~ .~ -".L-;~ L -L; ~ ~ ~ ~ ~ : -;- ~ ~ 4.i~. ~ ~ L- ~ -Clinical Application Mode of Operation -

Specific BM PWDCWD Color Combined! I Dynamic' Power T-CHII 4D Other
(Tracks 3) I Doppler (Specify) Flow 2D [Note]

Ophthalmic - . - I* I__
TF-etal FI-
Abdominal K - ---- [ ....
Intra-operative (Abdominal) -. [---_. i -'-T
Intra-operative (Neuro) 1 T____-~~~~~~~ ~ ~ -- T--------------
ILaparoscopic
IPdiatric P__ _ _ _ _ I 1 -~~ P_ _ -~~~~~ - _ ~ I P [ -- 3[ ~ ~~~~~~~~~~~~~~~~~~~1.... ... -[.....................a..... Ora (Note. I) _ 1, - t ~I

eonatalCephalic -.- P P P1 - 1[ 3 P- ' P . . ..
ItraC-ectali . P T L 3I P P P 7.
Trans-vag.nal ..... V ] ______

Tas-urthral II___I__ ___................ _____ ______...

ITrans-esoph. (non-Card.) i ---- r..1 .__

IMuscul1o-skeletal (Convention al)1 I 1 1T V
usculo-skeletaln (SupeerciiaI [ ---------- ---

ITntravascular __ i1[~1[
Other (Specify) 1 1
jardiac Adult ___ iP PI P I P 3 PT P iP P 14__

Cephalic ............... ~~~~~~~~~~~~~~~~.... 1 .............. .....

ardiac Pediatric /PTPi I P 3 P l PIP 4
IIntravascular (Cardiac) __ ] I 1
rrrans-esoph. (Cardiac) I [ 1 1____1 ~ i~

Other (Specify) __] 1I

1 ~ -~ ---- ~~~--~--"--- --

Peripheral vessel..... .. . 1 "
Other (Specify) I T [ .

_ _ _ _n s -va _ _ n a l I_ _ T- T 1 - . ..........: - .... ....... - .... - - ' . ..i ....... ..

N = new indication; P =previously cleared by FDA; E =added under this appendix
Previous 510(k) of the transducer: K092179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; BIPWD; BDFIPWD; BDF/MDF; BDFIMDF/PWD
Note 3 Combined mode includes BIM; B/PWD; BDFIPWD; BDF/MDF; BDFIMDFIPWD; 2DICWD; BDF/CWD
Note 4TDl
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC -
Note 9 3D Color (Volume Color) (Divisi n Sign-Off)
Note 10 STIC Color Division of Reproductive, Abdominal,
Note 1 1 Elastography and Radiological Devic s

Prescription Use Only (Per 21 CRF8i,.109).

B-2



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio Tm MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PST-30BT

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

Clinical Apphcaton M ode of Operation
Specific B I MPWD CWD Color TCombined THI Dynamic! Power ICHI 4D Other

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

Ophthalmic . ...... ....

mi a .... . P ... P 3 _ . . P
fIntra-operative (bdominal) 1.71 .. I77V-
Intra-operative (Neuro)1 Tj --.--- K. i
Laparoscopic .~ _ . 7~V.

I~ ~~~~~~ i 971
1 ~ediatric _____ P P

'mall Organ (ify) .i_ -- _-_' ...
Il.eonatal Cephalic PJP] P ..P 3 P P P

rAdult Cephalic P [ P P P [
~ns-rectal
F~as-vaginal I~Ii __

Trans-urethral_____ II
Trans-esoph. (no.n-Card.)

I~suoskeletal_(Conventional)
Iusuo-skeletal (Supefca)If__ F I717771

1]ntravascular ____j f V 7K 7V I I
10~ther (Specify') - FT 1 - I__
Cardiac Adult IPTP 1rTP r 3 - I P 1 4__

' ~ ~ _ _ _ ..... .. . ... ....... 1 7 7 .F I t __. _ /

Cardiac Pediatric TP P IP TP I_ _ __ __ _ __ __ _ _ _ __ 4
~Trans..esoph (Cardiac) [ 3 [P F ' K~7;.".1_ .......

L~~~~~~~~..?---" f*.....W T..r...-i'_?[.I....'

jtyer'(Specify) J 1 ___ ~iiiV~
Nferipheral vessel F P [ .... P ] 3

II)ther(S.ecif..) -. .. -T--[

N = new indication; P =previously cleared by FDA; E =added under this appendix
Previous 510(k) of the transducer: K092 179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDFIPWD
Note 3 Combined mode includes BJM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDFIPWD; 2DICWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging _____________________ ___I...._
Note 8 STIC (Division -igCd.O[
Note 9 3D Color (Volume Color) Division of Reproductive, Abdominal,
Note 10 STIC Color and Radiological Devices ..',
Note 11I Elastography 51()Nme \1c?411~i
Prescription Use Only (Per 21 CRF8. 1.109)

B-3



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PST-50AT

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

Clinical Aplcto ode of Operation
Specific B PWD CD Color CombineTHI Dynamic I 4D Other

(Tracks 3) I Doppler (Specify) Flow 2D
(Tracks 3) 7 V~~~~~~~~~~~~~~~ ~ 2 [N ote]

IOphthalmic I '

Fetal ~___

lo~~~~~~ F... ...J... -.......... I. I ¥ 1 i
'Abdor..........l

Iediatric 7 7
ISmall Organ (Note I) I __ 7 ~ ___a____

enatal Cephalic TFPi P P1 P7 3 I____I_

.Tr~~~~~~~~~~~~~' I ~ 7..7..........

Adult Cephalic j7 I

~~ 7 TF7 a ~~~~~~~~~'] F I I a~~;.. .~......

Trans-vaginal I .. . . . . T _, . 1 1 . . ...

Trans-esoph. (non-Card.) I i ~ __ _______

IMusculo-skeletal (Conventional)T-F-I 1- 1 7F 1
IMusculo-skeletal (Superficial) IA I1111 F11177 i I Y l
Intravascular I F '

I I I F ~ ~ - -~---'~---- I~ .~~i I ___

bOther(Specif .1J T
Cardiac Adult -V-t-ii--tt __3__4

A~~~~~~~~~

[Cardiac Pediatrc P [ 3 J 4__t _____

Intravascular(Cardiac) IFe' euro)1 . . ....

[---~4 ........! .......~ I~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ ...._________________~ a I I

STransNesoph. ( Ca .. Iac) 1

eripheral vesselicther (Specify) iFi=1i.7117 ..... "

N = new indication; P =previously cleared by FDA; E =added under this appendix
Previous SI10(k) of the transducer~ K092 179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDFJPWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDFIPWD; BDFI/MDF; BD DF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (iiinSnOf
Note 8 STIC (iiinS -

Note 9 D Color(VolumeColor)Division of Reproductive, Abdominal,
Note 10 STIC Color . ~and Radiological Devices. ~g4~

Note 10~ ~~~~~~~-' STIC-olr---T GI....... ......

Note 1 1 Elastography 510(k) Number T\Li ( ll

Prescription Use Only (iPer 21 CRF80Ol. 109)

B-4



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vI.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PST-65AT

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

Clinical Application Mode of Operation

Specific B j m PWD CWD Color jCombined THI Dynarnic Power CHI 4D Other
(Tracks 3) Doppler (Specify) Flow I J 2D [Note]

~~~~~~~~~~~~~~! I , K. iJ

Ophthalmic ......Fetal ......
bdominal ...... 1' . .- .. .. . ...

lntra-operative (Abdominal) T.- " - ;:- .. . ..... (: I
-lntra-operafive (Neuro)

Laparoscopic ['
Pediatric .T r IiI

Small Organ (Note 1)-'r
Noatal Cephalic ___ Pf P P 1 P 37 P P f 7 T1___
I~ut Cephalic .r r__

T irans-rectail 
____

Tas-vaginal II T-.I
Trans-urethral I ,

i 1~~~~~~ ~ ~ ~~~~~ .1 I __ . ... I:
____d____1 .......... __ _ _

Tns-esoph. (non-Card.) F___ ____

75~i ~ ~ ~ __ _ ___ __ ___ I~2~T
usculo-skeletal (Conventional) ....... .

~~~~~~~~~r..............

C. .. .... .... ~. .T

NIuculeonatal Cuperical)c 77j77 1 __

l p [TF T --'"~L ~......... 1 ......---. ~ . . . . . . . . . . __

ICardiac Pediatric P 3 . . .
II'travascular (Cardiac) ]f __ 1 ______rns-esoph. (Cardiac)-H H !

duteripheral vesseli
10ther.(Specify)____IFV 7 V1___I
N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K092 179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; BIPWD; BDFIPWD; BDFIMDF; BDFIMDF/'PWD
Note 3 Combined mode includes BIM; B/PWD; BDF/PWD; BDFIMDF; B F WD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (ivision Si -Off)
Note 8 STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiological Devi
Note 10 STICtColor · y 1.I
Note 1 Elastography 510(k) Number I\(JfO I
Prescription Use Only (Per 21 CRF,801.109)

B-5



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM1 MX (vI.0) SSA-780A Ultrasound System

System: Aplio MX vI .0 SSA-780A
Transducer: PST-20CT

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

ClnialApplication !Mode of Operation -------- - ~
I ~Specific 1 M IPWD CWDI Color lCombined1 THii Dynamic Power CHI 4D -Other(Tracks 3) Doppler (Specify) Flow i2D [Note]

Lphthalmic 1-

Fetal [ ~
Abdominal __ _ _ __ _ F i PI 7 3 P ___ __ _ _ _ _

Intra-operative (Abdominal) I I1 7 F_____I
Itaoperative (eur) V4iV V .i r __ ~ I~

~Laparoscopic - ~ ~ F -I__
Iediatric I P P 3 P P K77i

ISmall Organ (Note 1) .F .__............___
enatal ephalic . F P I P 3 Pi P

jAdult Cephalic I P P FP~ 3 i-' 1 .. i-L...
Trans-rectal

Irns-esoph. (non-Card.) ir7_____ F 1 T__F -j

..usculo-skeletal (Conventional) ~-- - L F ~ I I I___-

I t a a cular_ _ _ 1 r -F _ _ _ _ _ _ v i
Other (Specify) 

_______
Cardiac Adult ______3__ ~P~P
Cada Pediatric - rri-P P P P P
lntravascular (Cardiac)
fTrans-esoph. (Cardiac) I F 1 1 " - 1___

IOter (Specify). ___I

Peripheral vessel I 11~I___
10ther (Specify) -- ___-____ 

-___

N = new indication; P =previously cleared by FDA; E =added under this appendix
Previous 5 1 0(k) of the transducer: Letter filed as a compatible transducer to Xario XG SSA-680A V 1. I K07291 8

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/P WD; BDFIPWD; BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; BIPWD; BDFIPWD; BDFIMDF; BDFJMDFIPWD; 2D/CWD; BDF/CWYD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Note 8 STIC
Note 9 3D Color (Volume Color) (D iv ision sign -Oft)

Note 10 STIC Color ~~~Division of Reproductive, Abdominal,
Note I11 Elastography and Radiological Devices q Jr

510(k) Number (\ F'-I f
Prescription Use Only (Per 21 CRF801.109)

B-6



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.O SSA-780A
Transducer: PVT-375BT

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

Clinical Application Mode of Operation

Specific B j M PWD CWD Color Combined! THI Dynamic Power 4D Other
(Tracks 3) Doppler (Specify) I Flow 2D [ [Notel

~ .i. ............. ........................ .......... * .. .
......ic.t.m.. . .I I 5

TFetal p_- P2 I m [-- 7 2 P
Abdominal .- ,PTP P- ? 2 - P 2P Ti .. 7
Intra-operative (Abdominal) T [ i [' { ] I

jinftra-operative (Neuro) T-
LaparoscopicXI
Pediatric P P 2 " i .. .... r 5- 7.~-3 ].-pi7._TPC i~']C] _.~.-?] ..Ci ',~~~ 7
Small Organ (Specify)(1) [T7TF'T ... ...

Neonatal Cephalic F IT 7i7j/ ' t_:_7 . .
jAdult Cehalic ..........................~__ 17 ........~~~~~~~~~~~~~~~~~~~~~~~~~..T ......... ......'Trans-rectal --- I I i L7 ~ ~
Trans-vaginal ~Ii

ras-urethral ]...
Trans-esoph. (non-Card.) .... . ..

Musculo-skeletal (Conventional) ' 1
Musculo-skeletal (Superficial) - ' t___--

Intravascu!l.ar~_i_5j. i---,~7T~~i 7
iOther (Specify) _ _ _ Ii 11 7 Z II I I I-1.....1T.1.- -- -. ~-- -.. -I-- 7I. - .1 - -.- 1- -.1- 1.-. - - - -- I... .. .: ... ..... .. 7 7 L : ........[CardiacAdult 11 . ... F ........ 1 __ 1. 1.......
Cardiac Pediatric ' T

Intravascular (Cardiac) - i[---F { V I - 1.Ii
Tns-esoph. (Cardiac) TI 1 T[ I T____

Intra-cardiac T ...~. 1 T I 1 1 T
Other (Specify) I ·

Peripheral vessel I . t_._ 1 .. T t ...... ! ____
JOther (Specify)F7 V I___ ... j. .. ,K 1 1
N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K092179

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 (Division
Note 8 STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiological Device
Note 10 STIC Color
Note 11 Elastography 510(k) Number_

Prescription Use Only (Per 21 CRF801.109)

B-7



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PVT-375MV

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

Clinical Application [Mode of Operation
Specific B M .PWDiCWD i Color Combined i;THI Dynamic Power CHI 4D Other

(Tracks 3) Doppler (Specify) Flow 2D [Note]
f~pi~______ v/ .i 1t~7 7 f __......... . .. . ~~~~~~~~ ~ ~ ~ ~ ~ ~~.... .. . ........... ..

Ophthalmi
iJ~etal - P[ 1P 2TT77Ti PP P P'-I .....

liAbdomiPal = = P r T7 2 F . iP 5,7,8,9,10
] IPtra-operative (AbdomiPal) [ r.. T- --[7 .171
IIPtra-operative (Peuro) [ -'-[7... . . i ..
Laparoscopic _T i.P darc....... ....--. 1.1.1....... ... . .. .. ...... .........
IPediatric ___ 2p 'P P p p P5,728,9P P
Small Organ (Specify) (1) . [ i . ....... . .....
Neonatal Cephalic ' 1 -- ?'I- - - ]
AAdult Cephalic .F ]. -- [
fTrans-rectal I [ --- T--7
. [Trans-vaginal / / [ I / 7 I

I~as-urethral T7 T71 ___ If-I
Tas-esoph. (non-Card.)[. i' I"----

T[... ... ... _ I ~ A .... 1 .... .
Musculo-skeletal_(Conventiona.l) - -- I -t .. [771
Musculo-skeletal (Superficial) I ... [.. [.. I 1 F-7
Intravascular
Other (Specify) ~.Z.... 7 ....

Cardiac Adult . " _... ....... I ........ ........... _7 7 -..,
ardiac Pediatric . . . .. _ .. . ..........

Intravascular (Cardiac)
Tans-esoph._(Cardiac) 

___

!ntra~.-car.diac !....other(specify) -~~~~~~~~r . .......... II11 i.....
Peripheral vessel ~I_ _ _ _ _ _ __

Other(Specify) L L .i 1 " "f'V _ _____2
N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer. K092179

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 (Division nOff)
Note 9 3D Color (Volume Color) Division of Reproductive, Abdominal,
Note 10 STIC Color and Radiological DeviceqA ee2.1
Note 11 Elastography 510(k) Number

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PVT-382BT

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

Clinical Application Mode of Operation
Specific B M'-PWiC\;D Color Combined FTHI ]Dynamic Power CHI 1 4D OtherI ' t Ir ]

(Tracks 3) Doppler (Specify) I 21 [NoteI~~~~~~~~~~~~~~Fo [Note]

'Ophthalmic[ I I -..!
Fetal . Pi P ... 2 -p-I ... p-- F 5

domiPal P P P P 2 P [
Intra-operative (Abdominal) : - - .. 1 .. F 1 7 . .. ..........
Ilntra-operative (Neuro) [ ,
ILaparoscopic
IPediatric ~F P P J VF 2 ___ F 5T- __

Small Organ (Specify)( ) . T j __-_' 1 . . . . . . . : - 2
fNeonatal Cephalic T W I I F~ hT~I 7 I

Adult Cephalic
[Trans-ecal 7 ~
Trans-vagi n a ~[ .....
Trans-urethral
Trans-esoph. (non-Card.) ...... 1 . F--

[Musculo-skeletal (Conventional) . .... F I ........ 1...... ........... . ..Musculo-skeletal (Superficial) . - .l 4 . . . . .

rther (Specify)- -T Vl K I 1FV 1 ___

ICardiac Adult ____~~-C~~~~d!.aC.AdU~~~~~~~~~~~~~~~~t........................"'"'~/~i'~ ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~.... .C ardiac Pediatric ...... ..... 1.1......1. .....1
Intravascular (Cardiac) ! .. . l I .. .. .....

Tas-esoph. (Cardiac)
_____ ____ _____ ____ __- F I ___ __--3 . . .. ..Intra-cardiacJ...

Other (Specify) ...
peripheral vessel '_ _i

]Other (Specify) _ZtV

N'= new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K092179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDFfMDF; 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 (Division gn Off)
Note 9 3D Color (Volume Color) Division of Reproductive, Abdominal,
Note 10 STIC Color and Radiological Devic0s 6~Q 1 f
Note 11 Elastography 510(k) Number_ _ _ _ _ _

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vI.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PVT-382MV

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

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

! .... .... ....Ophthalmic I~~~~~I 2[6i~~~Y1 ~~~1 ~ ·71 -/IZ1 1 1
Fetal _ P PP -' 2 J T 57
Abdominal m P r 2 P P . 5,7
Intra-operative (Abdominal) ,.- .....

-~---~-: . . .____ -]
Ilntra-operative(Neuro) . .. .. -'TT ,UV .

Pediatrc P P P I P P P 5,7
Small Organ (Specify) (1)
Neonatal Cephalic. .T __]__ " " ' 77"'' '-'
Adult Cephalic --- - f '-'.._;........ _ .1. .... ... .. . . .. . ....
Trans-rectal 1 1 T / {

{Tra-s-vaginal T [- .. V...]-- -~ -T....T..c..T~' -
Tras-urethral T__________ ~ ~ F TT I .....~ II ZV'-r....F"-~ ~...
Trans-esoph. (non-Card.) . - T . _ _:__'j1 _

fMusculo-skeletal (Conventional)-
Musculo-skeletal (Superficial) IT V: V .. . .....
Intravascular .. T . . .
)ther (Specify) _ . .......

Cardiac Adult It I_1 _

Cardiac Pediatric1. T ____ _T_ _ __ _ _.i~._.___ ___ _-T 7__[ntravascular (Cardiac) TTF , ... .....
Trans-esoph. (Cardiac)
Intra-cardiac I I-C
Other (Specify)
?eripheral vessel . . . . . . . . . . i

th~er (Specify) ~I.~___ ~ ~ i
N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K092179

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/MD BDFIMDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (Division igh-Off)
Note 8 STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiological Devices
Note I0 STIC Color
Note 11 Elastography 510(k) Number_ __ __ ___

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PVT-575MV

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

Clinical Application ode of Operation
Specific B M Color Combined THI Dynamic] Power CHI 4D Other

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

[bphthalmic i IVF3 LZ2 E±77
llntra-operative (euro' _ _ __ __ _ _ __ _ _

ILaparoscopic I Ki.7 Ir~editic t7 7 K 17

________~~~~~~~~~~ '_ ' -]D o p p l er~.

Small Organ (Specify) (1)
[OnatalCephalic . . . .. . . .

Adult~~~~~ ~ Cepha.ic.....__ ....... .. . ..... ..... .............

Tlrans-vaginal I

.FMusculo-skeletal TP I I I P P P
_,,

IMusculo-skeletal (Su~perficial 'r ____

lIntravascular a)___
lOther (Specify):'_'"'_
1 fardiac Adult______

lntravascularo(Cardiac) J -[' - -- I
LTrans-esoph. (Cardiac)

{Sther (Specify) 1) / I /.. ..
Peripheral vessel [ 'I"7 ' 1 1..

.~~~~~~~~~~~~ ~ ~ ~ ~ ~ ..... .. . ...I ..... ........

[Other (Specify) [I iiiI I____11.I_________
N = new indication; P =previously cleared by. FDA; E added under this appendix
Previous 510(k) of the transducer K092 179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; BIPWD; BDFIPWD; BDF/MDF; B DF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDFIPWD; BDF F; DFIPWD; 2DICWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (Division Sign-Off)
Note 8 STIC .1Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiological Devicef_-, iaaA
Note 10 STIC Color B5Jk Nme
Note 11I Elastography 1kN be

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioTM MX (vl.O) SSA-780A Ultrasound System

System: Aplio MX vI.0 SSA-780A
Transducer: PVT-674BT

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

i Clinical Application Mode of Operation_________________

Specific - B M PW CW Coor Combined~ THl Dynamic1 Power - CHI 4D Other(Tracks 3) Doppler (Specify) Flow 2D [Note]

FFetal . ____ i 2 Pii L 5
Abdominal __ PjP P ] 1 r 2 5l
Ilntra-operative (Abdominal) I __1-I___ __I

Intra-operative (Neuro)r i---.., I_ _

ILaparoscopic T f 1 j.
Flditrc Pt W 1V 2 P I
Small Organ (Specify) (1) r

Nenatal Cep haicll ic
jAdult Cephalic . hl 

__ .. __

Trans-rectal .7 711.K.. 7 71 1_ .I

Trans-uretha .

Tras-esoph. (non-Card.)
~Musculo-skeletal____ F 1 f
IMusculo-skeletal (Superficial)I1 I I~~.
Intravascular ... i {i JIi
~Other (Specify) L1V___
Ca~rdiac Adult . i T i_____I YT7___
lIntravascular (Cardiac)

I~as-esoph. (Cardiac) J ~
Ilntra-cardiac - l ~ ~

Oter (Specify)TI 
.

[lPeripheral vessel lfv ~ r 1 1

N = new indication; P= previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K092 179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; BIPWD; BDF/PWD; BDF/MDF; BDF/M /WD
Note 3 Combined mode includes BJM; B/PWD; BDFIPW;BFMFDF D 2CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (Division Signv-O-ff)
Note 8 STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiological Devices.-,
Note 10 STIC Color 510(k) Number L)I~41
Note 11I Elastography

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aphio MX vl.0 SSA-780A
Transducer: PVT-661 VT

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

Clinical Application Mode of Operation
Specific B M PWDCWDi Color TCombinedl Dynami Power CHI 4D Other

(Tracks 3) pper (Specify) Flow 2D [Notel

{ II~~~~~~~~~Ophthalmic -. ......-.......

Fetonial ~~~ 1 T T ___ 1
Intra-operative (Abdominal) 1 I....- I I,::1 :
Intra-operative (Neuro) I ~~~: :-__~ ...... i ..... .... . . ... . ..-i ~-:Laparoscopic ....

Small Organ (Specify) (1) - f ---..-..-
eonatal Cephalic

Trans-rectal -P q 2 . 4
Trans-vaginal P P P 2 I P
Trans-urethral I I ' -I:
Trans-esoph. (non-Card.) ..
Musculo-skeletal (Convention al)T-[-]1
Musculo-skeletal (Superficial) '"-- . TIntravascular __ f f 1 __ . T 7
.Other (Specify) 'f .. .. . . . ..

[Cardiac Adult f I
Cardiac Pediatric T .1__ . 7..
In.travascular (Cardiac) :T-- 1:::7:_1 

_

Trans-esoph. (Cardiac)
Intra-cardiac f-[ I
Other (Specify) I
Peripheral vessel [

I 10ther1f ~ ___

N = new indication; P previously cleared by FDA; E added under this appendix
Previous 510(k) of the transducer: K092179

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/M WD; 2DICWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (Division Sign f)
Note 8 STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color)
Note 10 STIC Color L-o TZA /
Note 11 Elastography 510(k) Number_

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio TM MX (vI.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PVT-68 1 MV

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

Clinical Application Mode of Operation
Specific B M-PWICW Color;Combined' THI tDynamic Power]Ci 4D Other

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

I~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 1

Intraoperative (Abdominal)

I...tra-operative..... I[e ................ . . . . 1
ILaparoscopic. i i

Sall Organ (Specify(1i II ___I I
Neonatal Cephalic 1 V 7

Adult Cephalic . ...... . . . . ..
s~a9~-rectal i P P P 2 .... . i. i P p P4,5,7,11]

· . I :, ] 1 : ,.. ..... ... : 1

Trans-vaginal IP IP V P P PI 4,7
ITrans-ureth(Abdomral)

I.-~~~~~~ ~ ~~~~~~ ~ ~ ~ ~ ~ ~ ~ -.... ...... ......

Ia'-operatioe (n-ard) l l.....

[.~~~~~~~~~~~~~~~~~~~~~~~~-- ----I............[.....[-----.

M Lo-stapr (Superfici al---') __'

i~alOrgan (Specify) ( 1 J--[ .. ' .... ~-~, .... ....[.....~ ~ ... q..........Ienatraascla Cehai c [ [ ] | I [" -- [_...:_'--_'_..

Cardiac Adult Cic] I 1 I "-V _--' . ..
.ardiac Pediatric , 1 1 1 .

Intravascular (Cardiac) 1
fms-esoph. (Cardiac) 11 T ~ __ I 7 ___1 1 1___

Intra-cardiac .

Periphera vessel [111 I ~ - --
[Other ( pe iy)(Specify) i.iIi~u~iI______
N = new indication; P previously cleared by FDA; E added under this appendix
Previous 510(k) of the transducer: K092179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; BIPWD; BDF/PWD; BDF/MDF; BDF/M /W
Note 3 Combined mode includes B/M; B/PWD; BDFIPWD; BDFIMDF; B DJD;2CW;BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging(DvsoSi )
Note 8 STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiological Devi.
Note 10 STIC Color c 510(k) Numbe r __ _
Note 11 Elastography
Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio TM MX (vl.0) SSA-780A Ultrasound System

System: Apijo MX vl.0 SSA-780A
Transducer: PVT-745BTV

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

Clinical Application °Mode of Operation ......
SeiiB PWD CWD Color Combined THI Dynamic Power C-HI 4D Other

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

IOphthalmicIT - - [ - i.......[.........f........1......

Fetal i '

lntra-operative (Abdominal) P ITP i"P ! i p I 2 / p p i 5
Intra-operative (Neuro) - I
iLaparoscopic -I
jPediatrc P 2
Small Organ (specify) ( 2 11111 T Vi.
Neonatal Cepha''l"ic p~ ..-".l?.jP iPI .. ~ Kil

Ault CephalicIlI f I
Trans-rectal lF 7 i7 7 ~ ~ i
[Trans-vaginal
Trans-urethral ....
Trans-esoph. (non-Card.) i lI < [1 17
Mususk (Conventional) e _.~...... __
Musculo-skeletal (Superficial) h I f1 V I .

(S upe .ficial)__ , - + ........Intravascular. ....
Other (Specify) . I
Cardiac Adult
Cardiac Pediatric i f I _1"1_ i1 1 _

i'ntravascular(Cardiac) . .. 1 iii' 1 /111
I~as-esoph. (Cardiac) I T __K7~_ i V .

Itra-cardiac IFTF - --
fjeripheral vessel[1I 

___ I7 1~
O0ther (Specify)

N =new indication; P =previously cleared by FDA; E --7added under this appendix
Previous 51 0(k) of the transducer: K092 179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MD ;BIX/MDF/PWD
Note 3 Combined mode includes BIM; BIPWD; BDF/PWD; BDF/M1D ; IDFIPWD; 2DICWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (Division Si~gn4-Off)
Note 8 STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiological Device ,.,
Note 10 STIC Color 510(k) Number____________
Note I11 Elastography
Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PVT-770RT

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

Clinical Application [Modeof-Operation. . . . . . . . . .
Specific B M -- CWD i Color Combined THI Dynamicj Power CHI 4D Other

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

Ophthalmic

I[FetalJ
Abdominal I L [I ] r
Intra-operative (Abdominal) 1 .. ..
Intra-operative (Neuro) : | i [

-~~~~~~~~~~~~~~~~_~. -~ ... . . ... …..L.. ... ...-.--..-... . ..... ........
[Laparoscopic 1

____________ I ~ ~ ~~~~~~~~~~~- ----T'---.-T--- .--" "'Pediatric

Small Organ (Specify) (1) 1 I [ T F ... .. ... f

[Neonatal Cephalic ' ! I - f "- . ....
Adult Cephalic
Trans-rectal . P.P.P . 2 W. 5. .
Trans-vaginal I…t-

~~~~~~~~~~~~~~~~~~~~~~ ].....-[ ......
I...............----'-4.._._ __ __ __4_ ...... ...........__________________________ _________ F I ____ ____ I .... !_ . I .. _/_/

Musculo-skeletal / j
(Conventional)
Musculo-skeletal (Superficial) '

Othe- (Specify) .... . . _'

Ciardiac Adult ~ I [ T]I TL
lntravascular (Cardiac)

s-esoph. (Cardiac) A -T
IIntra-cardiac ____ ~ T ~

j~hrSecify i ~ i I _-

jieripheral vesselIII 
_ . 7 ~ ~ I 1I11Other (Specify).. .. ... J .....

_

N new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K092 179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B,'M; B/PWD; BDFIPWD; BDF/MDF; BDFI'MDF/PWD
Note 3 Combined modemicludes BIM; B/PWD; BDFIPWD; BDF/MDF; PFJMDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (Division Si n-5f)
Note 8 STIC
Note 9 3D Color (Volume Color) Division of Reproductive, Abdominal,
Note 10 STIC Color and Radiological Devices -%/
Note 11 Elastography 510(k) Number________________________

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX(vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PLT-604AT

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

Clinical Application Mode of Operation
Specific I BvI PWD CWTD Color CombinediTHI Dynamic Power TCHI 4D T Other

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

[Ophthalmic . ... ...
eiaf I~~~~~~~~~~~~~-'~-~ .. .... i......

[Abdominal F -1 ..J .........

ilntra-operative (Abdominal)- 1T 1 . . . . . . . 7 I . .. . .. ...
Intra-operative (Neuro)
Laparoscopic ... . .... . . . .. .. . F
FPediatric 7 1~1 ~ ~ I i
Small Organ (Specify) (1) P i FP 2 Pl PFI5

Nenaa Cephalic U.1 ___ -T. T [ [ __

Adult Cephalic 1.-1 1 17F V7
Trans-vaginal . ii771~V I [I~ I I - T~..I! . ..

Tiran-s-urethral171 1______Trans-esoph. (non-Card.) [ j f -r ~ ____ 1 _____.

Musculo-skeletal (Conventional) P P I P F 2 P i P 1 Ž
Mucuo-skeletal (Superficial) P1P [P - 2V P K __ F 5Intravascular - 1 F1 T 7VT I I____

Other (Specify) I F FT____

C ri a A d l ...... ....-

tCardiac Pediatric ........ [-- -- - ] ....
=.tra r(Cardiac) I T T 7 7 IF T 7-

t~as-esoph. (Cardiac) I ~F
.ontra-cardiac -I ! _--"_[-

er .(specify... 1..
Peripheral vessel I P TI KPT~T1___ 1P ~

1.ther (Specify) . .[T..

N = new indication; P =previously cleared by FDA; E =added under this appendix
Previous 510(k) of the transducer: K092 179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDF/M F/WD
Note 3 Combined mode includes B/Mv; B/PWD; BDFIPWD; BDF/MDF; F /WD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure 4 j
Note 6 MicroPure
Note 7 Precision Imaging (Division Sign-Off)
Note 8 STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiological Devices. I
Note 10 STIC Color 510(k) Number_ 7UI~~~
Note 1r Elastography
Prescription Use Only (Per 21 CRF8...109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio TM MX (vi .0) SSA-780A Ultrasound SystemSystem: Aplio MX vl.0 SSA-780A

Transducer: PLT-704AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
f~~~~~~~~~~ ~ -..-- … .-.-..-......-7%-= - ·---'===-....

Clinical Application Mode of Operation "… -.

Specific B NI ~PWD CWD Color Combined THI Dnmc 1 Power 1 Hi4 Other
(Tracks 3) 1 f Doppler (Specify) Flow 2D (Note]} fhamc - - I * - --- I.

Abdominal..._ ..... [. _I,., ___ L .... 1 r ___ /_
eyAvAbdominal 1

'lntra-operative (Neuro)minali-I -i -----T ... . 1...
ILprsoic___L 1 __

Piediatric ... /_ . . .. . . ..
ISmall Organ (Specify) (I) JP F PPP [PTP 111J 1 5
Neonatal Cephalic1. r f [.Ž.

I~~~~ /7fT~17

Trans-vaginal ____1 111 ___ if1
iTrans-urethral ] 11--
Itras-soph. (non-Card.) ' I - I - T -

LMusculo-skeletal iP-[ Ii } -T

:Musculo-skeletal (Superficial) P P P J P 2 P P P j5
~Intravascular 1 ' I1 __ T1___
lOther (Specify).---' . ..... . . "-4
Cardiac Adult _ - i- [ --J i_-I- --
C-ardiac Pediatri 4.. . . i[ .
jIntravascular (Cardiac)T f l~
STrans-esoph. (Cardiac) i r - t -- . 1

j!Neonata, Cepheral vesselTP~P~ Fic 1 __ 5

--T'~~~~~~~ --w-' .........

N = new indication; P = previously cleared by. FDA; E =added under this appendix
Previous 510(k) of the transducer: K092e179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDFIPWD; B3DFIDFF DF/PWDNote. 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDFD;DDF/PVWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (Division Si ,.-Oyf .NoTans-e &soph. (non-C ard.) ~-~ j I }~Division of Reproductive, Abdominal,

"[Muscnl~ ~ ~ ~~~~an Rdologiceal Dv

Note 9 3D Color (Volume Color) anVailoia e'T% ,Note 10 STIC Color 510(k) Number- 2 V 7 P ~- . . .'T
Note 11 Elastography

Prescription Use Only (Per 21 CRF8]l.109)
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio~m MX (vI .0) SSA-780A Ultrasound System

System: Ap~lio MX vI.0 SSA-780A
Transducer: PLT-704SBT

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

Ciiaplication Mode of Operation ____

Specific 1 ilM D CoorCobie THI Dynamic~ Power CHI 4Dj Other
(Tracks 3) I Doppler (pcy) Flow 2D [Note]

Ophthalmic ] I i

IIntra-operative (AbdominaD fT 7 f 1

Intra-operative (Neuro) fII1 IT
[Laparosco~picII . -

[Pediatric (Sei) )17 7 i I p5
SmlOrgan (Speify) ___ I 2 P P

Neonatal Cephalic 1 f I I~ ___~11___

AutCephalic [ f 
___

ITrans-urethral T rI___
ITrans-esoph. (non-Card.) -__

(Conventional)___ iifil
IMusculo-skelealueriatal(SPerliaPIP pI P 2 P P P
jIntravascular ______ f l i I I
Other (Specify) _______ I 7 ~ ~ ~~ ____

Cardiac AdultIFf ___ 1____
Intravascular (Cardiac) f f
Trans-esoph. (Cardiac) f f f -

lIntra-cardiac -~~F

IohrSecify) ~ f [~
fferipheral vessel IP P ]P ff 2 1VV 7P Y VP 5
ffther (Specify) IL I I - 11 11__ L.7

N = new indication; P =previously cleared by FDA; E =added under this appendix
Previous 51 0(k) of the transducer. K092 179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; BIPWD; BDFIPWD; BDFIMDF; BDFIMDFIPWD
Note 3 Combined mode includes B/M; BIPWD; BDF/PWD; BDF/MDF; B DFIPWD; 2D/CWD; BDF/CWD
Note 4 TDI

-Note-5-Aplifure
Note 6 MicroPure
Note 7 Precision Imaging (iiin nOt
Note 8 STICDiii RpoutvAdmnl
Note 9 3D Color (Volume Color)DiiinoRpdutvAomal

Note 10 STIC Color ~~~and Radiological Devnve
Note I11 Elastography 5 10(k) Number-," 9~~A
Prescription Use Only (Per 21 CRF801. 109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vI.0 SSA-780A
Transducer: PLT-705BTH

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

F Clinical Application Mode of Operation
Specific B MI PWD ..CWD Color Combined THI Dynamic Power CHII 4D -Oher

(Tracks3) I [Doppler (Specify) Flow 2D I [Note]

Ophthalmic
e ... . ......

Ab-dominal P
~:~.

I1~~~~~~~~~~etai ~~~[~.~~..~ 7....!7...~--
intra-opeative(A bdomi nanl PTP P P 21 P P P_
Intra-operative (Neuro) T

I~Smal~rga(Specify) () P P PVF P 2 P i51____f r
Adult Cephalic 77 ..

ITrans-rectal T ~ ~ T 1___
ITrans-urethral ____ 1t iF. I I
Taps-esoph. (non-Card.) ............ _.....

Musculo-skeletal_(Conventional) TI . ____ ________

iusculo-skeletat_(Superficial) 17I__ 17 ___ I 1111
Intravascular r-~-1 ~ K -I~~
Other (Specify) f I11 I
Cardiac Adult If______ I
Cardiac Pediatric Vp
Ilntravascular (Cardiac) 1 1 1I__ 1____t___ -s-sp.(Cardiac) 1 I T f___ r 7 I
Intra-cardiac V ~ I 1 I _ _ _ _ l ___

Oter (Specify) ____TII 1~~~
Peripheral vessel i~i

lOther (Specify) I P '.]. I--_ F1P' .----

N = new indication; P previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer K092 179

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes WIM; B/PWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD
Note 3 Combined mode includes BIM; B/PWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD; 2DICWD; BDF/CWD
Note 4 TDI
Note C ApliPure
Note 6 MicroPure
Note 7 Precision Imaging _________________________'__...

Note 8 STIC
Note 9 3D Color(Volume Color)(Division Sign-Off)

Note 103 STCor(Vlm Color) Division of Reproductive, Abdominal,
Note 10 STIC Color ~~~and Radiological Devi s

Note 11 Elastography '

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PLT-705BTF

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

Clinical Application Mode of Operation
Specific PW MWD Color CombinediTHlDynamic Cwr 4D Other

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

Fetali7Fetal 777VT -r..-] ----1r--. -.*...........I I ~~~~~~I......IIA~~~~~~~~lominal~ ~ ~ ~ ~ ~ ~ ~~~'- . ...... . J...
orninl - ___P P P [Intra-operative (Abdominal) P t P / P V2 P ? V p F 5Intra-operative (Neuro) 

......

Laparoscopic 
____ _____ _ _ _ _

IP'F "~7-~ --'"' 1Y7- .--" '"" --
Pediatric Tj TP~p f 2p P7 - LkJ
fNeonatal Cephalic 7 IV
1-Adult Cephalic T
Trans-rectal ~[7 1 7 7 V V _

i/Trans-vaginal I I ---- -

Trans-esoph. (non-Card. I

i . . . ..... ! .......I.~..... .... ....... :[It/

~Musculo-skeleta1l_____

LMusculo-skeletal (Superficial)i

Cardiac Adult .[1

lIntravascular (Cardiac) i T I___V_____ F ri
Trans-esoph. (Cardiac) . .1'1 ' - - [ 1 T-- : ! ..... . I
Intra-cardiac.F

Other Secify)1 1 1 1 _

Il~Pepheral vessel 11_ _1 Z.1171F 1 71 _

N =new indication; P =previously cleared by FDA; E =added under this appendix
Previous 51I0(k) of the transducer: K092 179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDFIMDF; BDFI PWD
Note 3 Combined mode includes BIM; BIPWD; BDFIPWD; BDF/MDF; F /WD; 2DICWD; BDF/CWD
Note 4 TDI
Note 5 AptiPure
Note 6 MicroPure nff
Note 7 Precision Imagmig Dision of Reproductive, Abdominal,Note 8 STIC an R~liological Dev
Note 9 3D Color (Volume Color)
Note 10 STIC Color 5JQ(i~) Number____________
Note 11I Elastography
Prescription Use Only (Per 21 CRF8[-.109)
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Toshiba America Medical Systems, Inc. 51 0(k) Premarket Notification
AplioTM MX (vI.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PLT-805AT

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

Clinical Application ode of Operation

Specific ! PWD CWD Color Combined THI Dynamic CHI 4D Other
(Tracks 3) Doppler (Specify) Flow 2D [Note]

K~~~~~~~~~~~~~~~~~~~~~~~~~~~ *f~~~~~~~~~~~~~~~i~~~~~~'::7::::'-T::i..... . . ...... ~ I]Ophthalmic . . . . . . . . ;.....
iFetal _ _ ~I - _ _

Abdominal[.....
Ilntra-operative(Abdominal) TIntra-operative Neuro ... ..17~~ -. 17 7 .77 ____1_:iT[Laparoscopic [-- .

]lPediatric XI/ ]- .....
lm.s: .. n.. (Specify) -I) Jp[ P P P 2 2 P P 5,6,7,11
NeonatalCephalic I 1

· .1.. ...Adult Cephalic: .. . . . ..... TTrans-rectl F - :': :
.sans-vaginal

Trans-urethral - 1. . . . . ........ 7'
____ ~ ~ ~~~~~~~~~~~~~~~~~~~~~~I [7 7

rans-esoph. (non-Card.) : ' ' -'-.......7.
Musculo-skeletal (Conventional) 1 P 1 - - 2 1 I57.16..T..
Musculo-skeletal (Superficial) I 1 F 1
Ifntravasculari____. I .I __ ___

ather (Specify) . , [T1
Cardiac Adult 'ric_

Ilntravascular (Cardiac) . rz r-v F__
Tas-esoph. (Cardiac) I

,ntra-cardiac
O0ther (Specify):.. ...:._.'.-...:
..Peripheral vessel P lP ' Tl ......, .
Other(Specify) _ : : I.

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 1 0(k) of the transducer: K092179

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; B F WD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (Division S-f
Note 8 STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiological Devices
Note 10 STIC Color
Note 11 Elastography 5(kNmr_ ________
Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Apijo MX vl.0 SSA-780A
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 .......Combined THI Dynamic! Power C 4Dt

(Tracks 3) I*. Doppler (Specify) I Flow 2D [Note]'~B--[~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ .....c.m~- "''."."."""'..".i

Ophthalmic .r
iFetal I.-
[Abdominal___

i~~ ~ ~~ ~ ~ ~ ~ ~ ~~~~~~~~~~~ .a ......I--

______~~~~~~~~~~~~~ I I

Nieon tal .........................

v Abdominal) PP[

Musra-operative (Cbomtional) . P. P P I II5I
Laparoseopic.( f .... .

[Pediatric Pedi a ........c- .. .

~~..esp...Cad..c

SmallOrgan(Specify)()

Adephrali.ess el PT 1 [
Nectal Cecic .... .. V. I.7777rrrv~~~~~~~~~r~-[

N[Tnwiniatin;s-revosycleare byFA E = ade under th. . ..--is-apenix...

[Trans-vaginal __} 1 ............... . . . . . ....... V- .......
PTrns-urethrav /h tT K9 7I
NoTrs-esmoph-a (non ude-C.) ti -testc l..

3Musculo-skeletal (Conventional) ... /P'P ']"-P-T- B--F--P-'-'D ''DF - ."D!1Musculo-.skeletal (Superficial) f7':..: ': I P2 -! I ] [451

Other (Specify) Imagi-n 7 Z7

Cardiac Pediatric '..-I I . T.... 1 1____ 1
Intravascular (Cariac)I VT1 .
Trans-esoph.T(Cardiac) 1... .. R o Devices
jlntra-cardiac -___

........._ _ _ -1 _ _ _ N um ber

B-23~~

jOther (Specify) __ i.. T I . . [...__ ~ ~ T
jperipheral vesselPP[ I I!T 2f J p I 1 4,1

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K092 179

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 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging_..__
Note 8 STIC (isonSign- ft)
Note 9 3D Color (Volume Color) Division of Reproductive, Abdominal,
Note 10 STIC Color and Radiological Devices
Note 11 Elastography51k)Nme1 1

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PLT-1204AT

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

Clinical Application 'Mode of Operation
Specific B M PWDIC-.D Color C THI Dynamic Power CHI 4D Other

(Tracks 3) i Doppler (Specify) Flow 2D [Note]
i ~ ~ ~ ~ ~ . . * I

- ! I *1 7 .1i§'[iphthalmi -i- I -' 1

Intra-operative (Abdominal) 1 ' l.... " .. .. ? .
Intra-operative (Neuro) _ F . . ..

I --- .17177. 7T T 7...,...JLaparoscopic -

[Pediatic F 1 1 - IJ[I-
FSmallOrgan(specif)) . .. ! . .. 71 2[ P?1 F .iT !4,5,6,7,111
NeonaalCephalic
'adult Cephalic · ~.T.. . ~ TI 1__ i''__

Tas-rectal [ i VFT I

ITrans-urethral . F 1 T I I 1 [~t. 1
Trans-esoph. (non-ard.) I 1- I -.. . t . ........
~Musculo-skeletal __ ~ ~ P 2P P145671

jMusculo-skeletal (Superficial) I~P [[PI 2 PI P 114,567,111
Intravascular
Other (Specify) 1[-F................I ..
Cardiac Adult .I.

Cardiac Pda . - Fic -. ..' --- .-.-..

Intravascular (Cardiac)
Trans-esoph. (Cardiac)

[Intraacar

Oter (Specify) T ~FIF
I Peripheral vessel T P P 2 1 5,I F 6_....
I[Other (Specify) 1
N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K092179

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 B WD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (Division S 0gn-Off)
Note 8 STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiological Devic_:>., ~
Note 10 STIC Color
Note I 1 Elastography 10(k) Number_

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Apliom MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PLT-1204BT

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

Clinial Aplicaion ode of Operation

Specific TB M PWD WD Color Combined THI Dynamic Power CHI 4D Other
(Tracks 3) Doppler (Specify) Flow 2D [Note]

_ _ _ _ _ _ r f. 1 . [Nte

Intra-operatiiee(Abdominal) Iri .. [ [ T 1 fj
Intra-operative (Neuro) ·............ ..

i Laparoscopic I ~ ~ ~ r..
ii I~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

iFPediatric ____ - -~ P 7 [~ . [ . T 'F ..... .....

Small Organ (Specify) (T) . I P'- . r2r. . 4,5,6,11
Neonatal Cephalic i - -... .
jAdult C~phalic . ' r . . ... [..I .
Transrectal . ... .....

Iirns-urethral 11I . I L.
I Tra-esoph. (non-Card.)

'Musculo-skeletal 2 1 f F 4I,61
(Conventional). . Ii i ~ __ I ~- .4561
fMusculo-skeletal (Superficial) TP rP] iP[ 2 fP T p 5__ 1,,6,l1

T ~~~ ~~~ ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~. .T.. ....

~Intravascular -F ____ - ___ 7 1 V
ther (Specify) (rli- .. P7'111

{dardiac Adult C ·- K I .- -

Idardiac Pediatric~~~~~~~~~~~~~~~~~~~~~- .. .. . . I .....

I[Intravascular (Cardiac)...._____ . . , F / / I I 1'['......
Trans-esoph. (Cardiac) I -_ ] , I L T ! FI
lIntra-cardiacT F 1]11 ' _ _ _ _ 1 1 _ _ 1_ _ _ _1

Otiher (Specify ] ]jI F
[PerpheIavssel a s IP P2PP 4 [2 - [' 61

(.ther (Specify) ________ ____......,.

N = new indication; P = previously cleared by FDA; E I added under this appendix
Previous 5 10(k) of the transducer: K092 179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; BIPWD; BDF/PWD; BDF/MDF; BDFIMDF/PWD
Note 3 Combined mode includes B/M; BIPWD; BDFIPWD; BDFIMDF; BDFIMD WD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC (Division Sig fK
Note 9 3D Color (Volume Color) Division of Reproductive, Abdominal,
Note 10 STIC Color and RadiologicalDeis
Note I1I Elastography 510(k) Number_____________

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PLT- 1204MV

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

Clinical Application IMode of Operation C
Specific -[ W1CV ClrCombined THI Dynam owrCHI 4D Other'* 1 M PW.CD i Clo [ (Specify)

(Tracks 3) Dopper ( c Flow 2D [Note]
. . ...- ---- ....... ....

2Tetal 7 F T f 1 T T
A b do minal _ _ _ _ _ _ _ _ 1_ _ _ _ _ _ _ _ 1 _ _ _ f 1 7 7 1_ _

lIntra-operative (Abdominal) 1 I i T -- 1 1-T T ---
{Intra-operative (Neuro) z 1
[Laparoscopic f { ! I 1 1

!Small Organ (Specify) (1), 2J~ 71~ P 1 II PT 5. 7 9
,Neonatal Cephalic[1 1____
IAdult Cephalic....... I T ....
!Trans-rectal.771 [7 .7.-.-.[.
Trans-vaginal

ITrans-urethral . - T - . - -1'----[ . . . . -
{Trans-esoph. (non-Card.) -. . { '_-_- --... _. .i...-'__
iMusculo-skeletal I P 1 T fP VP~ lP 5,7,9__i(Conventional) I I P ] ~' 2 P....Pj P 5,-,

Musculo-skeleta, (Superficial)[. P . . ~-? ~7

(Other (Specify)

Cardiac Adult "__"--____'_ .11 ' 1 :.-1I:[T '
!Cardiac Pediatric ' ' . . - "-_. ----
Intravascular (Cardiac)
Trans-esoph. (Cardiac)
Intra-cardiac I'
10ther (Specify) _ 1- -- iIPeripheral vessel - P J _ 2______,7,

... _ ... .. . . ~ .. PP.... I _ _ ~ P _ _

O 1ther (Specify) *I~~i~.I'~-L . 1
N = new indication; P =previously cleared by FDA; E =added under this appendix
Previous 510(k) of the transducer: K092179

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; B F WD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC FiiinSYOfNote 8 3D STloC (Volume Color) Division of Reproductive, Abdominal,
Note 9 3D Color (Vand Radiological Devic
Note 10 STIC Color
Note I1 Elastography 510(k) Number____________

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioT MMX (vI.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PET-5 10MB

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

Clinical Application ode of Operation
Specific . i~ PW '~rC-olor lCombined T-H-I-Dy'";nai'c' Po"e'']CH-714%- Other'

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

h~thalmic I r I1111
ri[etal -

_____minal .1...... ... ....... .1 . I ......

I Itraoerative (Abdominal) I . 77 ______ __ 7 __

LapaoScopic ..... ...

____________. ..(1 . __.-7-.]i r' __ .......

Pediatric ... [..7 I]
fSnall Organ_(Specify) (1) _j I . ... ..

INeonatal Cephalic I ~i r
jAdult Cephalic__ _I[.7 T774- - h - L I ]

Trans-rectal .t ] I f7'~7. ~..~ ................... .....
~'ras - ,e'"a'~ .----........ I .l... I

Itran-soph. (non-Card.). _ I
Musculo-skeletal I

Musculo~ - T--7-skeleta ~S~ricia- ... I.['--

(Conventional) - .... _--_- [--- __--

eSpciaf . ........ (Superfici.....
Intravascular .. . -....

[Cardiac Adult ~1 II1 7 ' i
ICardiac Pediatric ~___ ______

lintravascular (Cardiac) I ____I I I I
I~as-esoph. (Cardiac) IP rP { P[ 3 I I P. I4

.ther (Specify) I[ . . . . . . . . . r- ..
Peripheral vessell t If_
Other.(Specify) . ~ i i V ___i 1 ~ ~ 1 l
N = new indication; P =previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: K092 179

Note I. Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDFIPWD; BDF/MDF; BDFIMDF/PWD
Note 3 Combined mode includes B/M; BIPWD; BDFIPWD; BDF/MYF,; .DrFF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging (Division Sign-Off)
Note 8 STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiolog ical Devices
Note 10 STIC Color 9 R q'~
Note 11 Elastography 510(k) Number________________________

Prescription Use Only (Per 21 CRF80Ol. I 09)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
ApjioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PET-508MA

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

Clinical Application Mode of Operation .
Specific C olor Combined THI Dynamic, Power- -I O4D h

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

Ophthalmic .. . . . l 1..fJ7~~~~~~~~~~~ - ][]]F -~- ~'- ... 1
Fetal
[Abdominal '..... ? .. . .- ........ . ._ __._.

-~ ~~~ ~ Ii ____ [- - T I r '~:
[Intra-operative (Abdominal) i I__ ..

Intra-operative (Neuro) I..17 V
LaparoscopicI il
fPediatrc _ _I-..--F.

Small Organ (Specify)(l) I']1-'
Neonatal Cephalic ... 1. 1 .. .. / _ ,

Adult C..halic _ _I~V 7~ I ~" ~ _ _ _ ___
Trans-rectal [

'--i... ... W-K-7-Tt ..1 . .~Trans-vaginal ...
rans-urethral

rrans-esoph. (non-Card.)
Musculo-skeletal - I--- ........_____.........___.....
I(Conventiona,)
Musculo-skeletal (Superficial) f . [J ... ..
Intravascular K 7 7 ~ ~ A
jOther(Specify) 1T ... . .
ICardiac Adult [ ni7 7 T 7 ~ T [
Cardiac Pediatric

I'ntravascular(Cardiac)
ITrans-esoph. (Cardiac) P P 3 P 4
Ilntra-cardiac _____fI [ 1 i [___________________
Other (Specify) "--"' 1"' 1

[Peripheral vesself1 [V

N = new indication; P =previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer: Letter filed as a compatible transducer to Xario XG SSA-680A V 1. I K07291 8

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDF//D WD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF WD 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure

Note 7 Preciion Imaging(IDv'ision S~0Note 7 Precision Imaging Division of Reproductive, Abdominal,
Note 8 STIC ~~~~~~~anid 'ltadi1olgical DevicesNote 10 STICCorNote 9 3D Color (Volume Color) 5Pik)gNumbevi

Note 10 STIC Color 510k0 MNtirber J.0q~-f~
Note 11 Elastography

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PC-20M

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

Clinical Application [Mode of Operation
C~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~.ifi a .plcto .. ........."'"'"'''''r

Specific B I IPWDiCWD Color Combined-THI-DYnarnic:Power CHI 4 D Other
I~~~~~~~~~~~~~~H Dynamic(Tracks 3) Doppler (Specify). Flow 2D [Note]

[Fetal I- ..... .

Rdorninaal________

IIntra-operative (Ab~dominal) [ . __

Ilntra-operative (Neuro) - [ JI 7r
[Laparoscopic 7 [ i V 7 I
Pediatric 171 77
·mall Organ (Specify) (1) + o

jAdult Cephalic I___
s-recta- l

[Trans-vaginral 1 f II 71 .
iTrans-esoph. (nonk-Card.) ____I.7 K1 7 I 111

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

Musculomskeltal 1 1 -. . . ... ... ..

IMusculo-skeletal (Superficial) r .. . . . . . I - [

O0ther (Specify) I ~ I_ _ _ _ f _ _ I _ _ _ _ _ _ _

Cadia Adult IP 1 I--
[Cria ---- __

Intravascular (Cardiac) -- ------ ..
[Trans-esoph. (Cardiac)1 i4 7 7 7 7___1
Intra-cardiac [ { I

SalOrgan (Specify)( lII

Ateipheral vessel i
1Other (Specify)'-- -... . -... .. ..

N = new indication; P =previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the trantsducer: K092 179

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; BIPWD; BDFIPWD; BDF/MDF; BDF/MPWWD
Note 3 Combined mode includes B/M; B/PWD; BDFIPWD; BDF/M F;F WD; 2D/CWD; BDF/CWD
Note 4 TDI /I.I
Noter ApliPureth 

r lNote 6 MicroPure . . . . . . . . . . . . . . . . . . . . . . .... ___.......

Note 7 Precision Imaging (Division Sig (ff)' ~
Note 8 STIC Division of Reproductive, Abdominal,
Note 9 3D Color (Volume Color) and Radiological Devicel~ (k-
Note 10 STIC Color OLi2(/t
Note 11I Elastography 5 1

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioTM MX (vl.0) SSA-780A Ultrasound System

System: Aplio MX vl.0 SSA-780A
Transducer: PC-50M

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

Clinical Application Mode of Operation
Specific B M W C Color iCombined THI Dynamic Power CHI 4D Other

(Tracksi3) Doppler (Specify) Flow 2D [Note]................ .. . . . . . ..... .......:7....I. ..f 1 F _______ 1 1 . .............L...... I i-.../Ophthalmic ~I.........................................

F Abdominal T [ -
[

- 9Intra-operative (Abdominal) K T 7 I ,.[~~~~~,__.. ..___....._........._....I..____~_ .. .. ........I.I. .... i_~...Intra-operative (Neuro) 1
[Laparoscopic - . :[3...111f 7 .. . V1V1 .

Small O rgan (Specify)(1) 1 .. .I [ -

Neonatal Cephalic -
[1 tA 1T .1.h....

Trans-rectal - i' K~'["' 7-7.... '
~Trans-vaginal ___ -
ITrans-esoph. (non-Card.) ] . 1 !T.I--. . .'- 1 ~ 7._Ti ... ...
Musculo-skeletal
(Conventional)

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

IIntravascular T
lOther (Specify) ~ ~ _ _ _ i~_ _ _ _ I _ _ _ ~
Cardiac Adult -____________________-

_ ' . 7.. _......-I- .…T.-P-V~---I V--~
Ilntravascular (Cardiac) j T 1 ~ ~ __

Trans-esoph. (Cardiac) _____________I 1 1 ~ ~ I -
fOther (Specify)

.......~~ ~_ _ _ _ _ _ _ i / _.,! .. ........ _
Peipea vesselOt~S ~f )]- - ... ............. ...........

N = new indication; P = previously cleared by FDA; E added under this appendix
Previous 510(k) of the transducer: K092179

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/MD DF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC

(Division of Reproductive, Abdominal,Note 9 3D Color (Volume Color)
Note 10 STIC Color and Radiological DevicQS ai~ 4 ~
Note 11 Elastography 510(k) Number $.Y

Prescription Use Only (Per 21 CRF801.109)
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