
JUN 2 22012

510(k) - SUMMARY OF SAFETY AND EFFECT! VNESS

In accordance with 21 CER 807.92, the following summary of the information is provided.

1. Submitter's Name:

Toshiba America Medical Systems, Inc.

2. Address:

2441 Michelle Drive

Tustin, CA 92780-2068

3. Establishment Registration:

2020563

4. Contact Person:

Charlemagne Chua

Manager Regulatory Affairs

(714) 730-5000

5. Submission Date

May 30, 2012 (revised June 20, 2012)

6. Device Proprietary Name:

APLIO ARTIDA MODEL SSH-880CV V3.0

'7. Common Name:

Diagnostic Ultrasound System

8. Classification:

Regulatory Class: 11

Review Category: Tier 11

Ultrasonic Pulsed Doppler Imaging System - Product Code: 90-IYN [CFR 892.1550]

Ultrasonic Pulsed Echo Imaging System - Product Code: 90-IYO [CFR 892.1560]

Diagnostic Ultrasonic Transducer - Product Code: 90-ITX [CFR 892.1570]

9. Predicate Devices:

Toshiba APLIO ARTIDA MODEL SSH-880CV Ultrasound Diagnostic System, K(090158

10. Device Description:

The APLIO ARTIDA SSH-880CV is a mobile Ultrasound Diagnostic System for cardiology

and vascular imaging. It has a capability of providing a 3D real time image of a heart as well as

2Dimages. The system is consists of a main console, a color LCD display and several

transducers. The compatible transducers are linear array, curved linear and phased array with a

frequency range of 2.5 MHz to 7.5MHz. Accordingly it has various software options for cardiac

and vascular examinations.



11. Summary of Intended Uses:

The intended use of this system is to visualize structures, characteristics, and dynamic processes

within the humnan body using ultrasound and to provide image information for diagnosis for

cardiac and vascular.

12. Technological characteristics:

The APLLO ARTIDA SSH-886CV V3.0 (subject device) employs the same scientific

technology as the APLIO ARTIDA SSH-880CV V2.0 (predicate device).

13. New Feature

Activation Imaging (Al) - 3D Wall Motion Tracking (3D) WMT), cleared by K090 158, is a

software to analyzethe movement of the myocardium from the acquired 3D images. The

Activation Imaging (Al) is added as a new feature of the 3D "MT. This is one of the strain

display mode with a color coding depending on the arrival time to the defined strain value. And

the color remains over after the arrival of the defined strain value.

14. Determination of Substantial Equivalence:

Toshiba Medical Systems Corporation believes that the APLIG ARTIDA SSH-880CV V3.0 is

substantially equivalent to APLIO ARTIDA SSH-88OCV V2.0.

15. Safety:

This device is designed and manufactured under the Quality System Regulations as outlined

under 21 CFR§820 and IS0 13485 Standards. This device is in conformance with the

applicable parts of the LEG 60601-1, LEG 60601-1-1, LEG 60601-1-2, lEG 60601-1-4, lEG

60601-2-37 and the AIUM-NEMA UD2 Output Measurement Standard as applied to

Track 3 Ultrasound systems and the ATUM-NEMA UDS Output Display Standard.

16. Summary of Testing

a. Bench Tests

Testing was conducted utilizing phantoms and accepted image quality metrics.

b. Clinical Test

A clinical evaluation of Activation Lmaging (AL) was conducted at a evaluation site for the

validation of Al.

i. Subjects - Adult male and female, ages 18 and above, scheduled for routine*

Echocardiographic Evaluation by their physician and with dyssynchrony.

ii. Study endpoints - The primary endpoint was the collection of images from 10

subjects. A pass/fail criterion was used to determine if the Al images provided the

activation timing.

iii. Adverse Events - There were no adverse events during the course for the clinical

evaluation.

iv. Results - The result of the clinical evaluation satisfied a pass criterion.



c. Discussion

The predicate device is Aplio Artida SSH-880CV V2.0. The changes from V2.0 to this

device are the addition of 6 transducers (PVT-3758T, PET-5 tOMB, PST-25B3T, PLT-704AT,

PET-508MA and PET-5I2MC) and the addition of the Activation Imaging (Al) to the wall

motion tracking. The addition of the transducers does not change the intended use range of

this device. The addition of Activation Imaging feature to the 3D Wail Motion Tracking will

allow the display of wall motion information of the myocardium with the use of color coding.

This does not change the effectiveness and the safety of the device.

17. Conclusion:

New feature that is being added to the Aplio Artida SSH--880CV V3.0 do not change the

indication for use or the intended use of the device. Safety and effectiveness have been verified

via risk management and application of design controls to this modification.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

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

JUN 2 2 2012

Toshiba Medical Systems Corporation, Japan
% Ms. Charlemagne Chua
Manager, Regulatory Affairs
Toshiba America Medical Systems, Inc.
2441 Michelle Drive
TUSTIN CA 92780

Re: K121577
Trade/Device Name: Aplio ArtidaTm (SSH-880CV), v3.0
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: TYN, IYO, and LTX
Dated: May 29, 2012
Received: May 30, 2012

Dear Ms. Chua:

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

the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,

and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for

use with the Aplio ArtidaTm (SSH-880CV), v3.0, as described in your premarket notification:

Transducer Model Number

PST-25SX PST-25BT
PST-30BT PVT-375BT

PTS-30SBT PLT-704AT
PST-50BT PET-508MA
PST-65AT PET-5 10MB

PLT-704SBT PET-5 12MC
PC-20M



If your device is classified (see above) into either class 11 (Special Controls) or class III (PMIA), 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, Pants 800 to 895. In addition, FDA may

publish further announcements concerning your device in the Federal Regzister.

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

CER Part 807); labeling (21 CFR Pant 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket

notification: The FDA finding of substantial equivalence of your device to a legally marketed

predicafe 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 80 1), please

go to htp/wwfalo/buFACnesfie/DHCR~fcsum 15809.htm for

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

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

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

CFR Part 803), please go to
htp/wwfaio/eia~vcs/aeyRprarbe/eal~t for the CDRH 's Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Jeffrey Ballyns at

(301) 79 6-6105.

Sincerely Yours,

/}vvwtb ~4 A

Janine M. Morris
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known): _______________________

Device Name: Aplio ArtidaTM (SSH-8BOCV), v3.0

Indications for Use:

The DIAGNOSTIC ULTRASOUND SYSTEM APLIO ARTIDA (Model SSH-880CV) is
intended to be used for the following types of studies: cardiac, transesophageal,
abdominal and peripheral vascular.

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

(Padt 21 CIFR 801 Subpart D) (21 CIFR 807 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

(Division Sign-Off
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) Number V) a 3 5 77



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

Syste: SSH8SOCVAplio Artida IM(vi0) SSH-880CV Ultrasound System

Transducer: ___________

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

Clinical Application Mode of Operation ___ ____________

specific IPDCWD Color Combined THi D-ynamic~ Power JTDI CHII 411m
(rracks 3) j Doppler (Specify) }Ilo 1211 (Realtim

____ ___ __ 1 1 1 ___ * _ _ I___3D)
Ophthalmic _________________

Abdominal jP{P .P P P 1P IP P P

Intria-operative (Specify') l i ___ ____ ___ ________

ILapawoscopic

j~allOrgan(Specity)(]) I P___ I_____ I P P ___ I P___I I___I___

lAdult Cephalic _____ I ___ l i l____
ITrans-rectal J l _1 1 h _ __
Trans-vaginal [I I__1_ _1 I_ __ I

Trans-urethral I ____ ____ ___

__________________ tr ' ____ I __ _ I P P ___

jMusculo-skeletal (Superficial) P I [Pi P P P P _____

I Intravascul~ar ~F 1____I Ii V--I___
I Rther (Speci& ) _____1 11____ I I ____[___ _____

IlCardiac Pediatric IP 1P[P[ ' -P P 1P ___ P VP P~ P

intravascular (Cardiac) 7 -___ 1 ____ ________ Z 1 1 ____

ITrans-esoph. (Cardiac) IPIPIPI P ' - i-- P___ P___ I
llntra-cardiac ______I __ ________I ___ _ _ ___I

Other (Specify) F TI ______I ______i_____1~

}Peripheral vesseP

N = new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 Ik of the rransducer:K090I58

*Combined mode includes B/M, B/PWD, BDF/PWD, BDF/MDF; BDFIMDFIPWD; 2DICW;D; BDF/CWD

4 Dizia? (ig,,t
Division of Radiological Devices

Office of In ViroD ~tc Device Evaluation and Safety

510K 5 77r

MAY 2012 510(K): Ap~lo Artlda v3.0 (GGH11-8BOCV)
Page 222 of 2025



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio Artida Tm(v3.0) SSH-88OCV Ultrasound System

System: SSH-880CV
Transducer: PST-25SX

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

Clinical Application Moicde of Operation _ _______ ___________

specific B M IPN WD Color Combined THil Dynamic Power TDI CHII 4D
(Tracks 3) 1Doppler (Specify) Flo 2D I(Realtime

_ _ _ _ _ _ _ _ _ I _ I_ _ _ _ _ _ _ _ _3D)

Ophthalmic I I____ _____1..i____ ___ li

AbdominalIIiI.I V - ___ ___ -- ___I

jjntrat-operative (Specify) i i i -- I_____ ________

Intra-oiperative (Neuro) __ _________ ________ ___ ____

Small Organ (Speeify) (1) __ __ I I I_____ I ____ ____I l ____

Neonatal Cephalic F T ____I ___ ___ ___

l~ul epicphlEIllIl I _______ I______I______I I______
ITrans-rectal

ITrans-vaginal i __ I_____1_____ 111
I T1 1 ___s 1______ I -hIIILIII
'Trans-esoph. (non-Card.) i _1II ]_
Mosculo-skeletal I

(onventiOngl ____ II ____ ________

Musculo-skeletalI ____I ____1____I_ _ I____
Othuerf(Sicil) ~-____ ___

jCardiac Adult IP ~ i P___ _____IPlLII~ii

ariac Pediatric P?1 1 ___ I PI}. J _____

lntravascular (Cardiac)T l i iJ
,lTrns-esoph. (Cardiac) 1 1 1____ 1 1 ____

hutra-cardiac _ _ l l IW _ l
Peripheral vessel _ _ ___ _ _ _ ___ __

il0ther (Specify)1 1 iI ____3 II
N = new indication; P =previously cleared by FDA; E added under this appendix

Previous 510(k) of the transducer:K090 158

*Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDFIMDFIPWD; 2DICWD; BDF/CWD

(Division Sign-OWM
Divsioriol Aadkcioccl De,'ices

office of In Vitro Diagnostic Devce Evauatlon and Safety

510K 315 717

MAY 2012 510(K): Aplic Artida v3.0 (SSH-BBOCV)
Page 223 of 2025



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
AplioArtidatM(v3.0) SSH-88OCV Ultrasound System

System: SSH-880CV
Transducer: PST-3OBT

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

Clinical Application [Mode of Operation ____ ____ ___

Specifi M PWiiTWiu Color CombinedITRW Dynamic Power TDI CHII 411
(Tracks 3) IDoppler I(Specify) Flow 12D (Realtime!

:Ophthalmic j I1____1____ 1 ____]___

eAbdoinal P- _ P I 1P P I P P ___

Ilntra-oporative (Specify) 1 1 1 1 1 1___ i ___

LInr-operative (Neuro) lI ! ____1 ___I_________ --
Laparoscopic ____ ____11 1 _____F 7 I_____I_____
Pediatric- _____- I i I _____1 1 _____________ _____

Neconatal Cephalic [f ___ ____ I____I____I I____
lAdult Cephalic-- I-.--I--I. I I ____I ____I I _____

Tranrs-vaginal II- - I____[1 _______

iTrans-urethralI I ____I ____ _______ _____

ITranrs-esoph. (non-Card.) [ I l _______ _ _____ ____

Musculo-skeletal l - - 1
(Conventional)I I _________ ________

*IMuseulo-skelcbal (Superficial)j jJ ___I ___ 1 ____I - II_____
* Intravascular I I 1P ~ _____1 i ____

:Other (Specify') ____ __ ____ ________ ____ ~
jCardiac Adult j P j r< JV I- 1 I p P P P I

!:Cardiac Pediatric P iP 1P FT _Th1V P P _____P P_
jIntravascular (Cardiac) i 1____ ____1 ___1____ __ ____

iTrans-esoph. (Cardiac)1 1 1F ___ I__ __

IFIntra-cardiacI I 111 ____Iii ~ j
Ither (Specify')I _]I i 1I____ 1_____
'Peripheral vessel 1__ I -~

J.Other (Specify) I]..I.. ____K - __ ___ ~ i~i____
N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k) of the transducer:K090158

*Combined mode includes RIM; BIPWD; BDF/PWD; BDFIMDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

I(DivsionSinOt
Divsion of Radiologueal Devces

Oftl of in V~ jra stic Device Evaluation and Safety

5160K Z 7

MAY 2012 510(K): Ap~lo Artida Y3.0 (SGH-5800V)
Page 224 of 2025



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio Artida TM(v3.0) SSH-880CV Ultrasound System

System: SSIA-SROCV
Transdlucer: PST-30SBT

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

Clinical Application Mode of Operation ____ ____ ____________

Specific BJM PWD CWVD Color Combinedi Till Dynamic Power TDI CHII 4D
(Tracks 3)j jj Doppler (Specify) Fown' f2D (Realtime

~Oplithalmic I ~~ ~ 4_____ 11_____I____ ____

Abdominal _____I_____1 ___ ________

Intra-operative (Specify) I[____ ____I: ___ ___I- -I____

Pediatric I I__I 1 ___ Il
Small Organ (Specify) (1) I ____ _____I ____ ____- - ____

Neonatal Cephalic ~1____ ____111 ___ ___ l~j____

iTrans-urethral iI-------I_____I__________1____ ____

Trans-esoph. (non-Card.) 1 1 1____J_____I ___ ___ I____
(Conventional)II-

iMusculo-skeletal (Superficial)] jI____I_____I _ __ I___ i ____I

I ntravascular I} I I____ _____ i_____I____ ~ ____

Other (Specify') I I____ ___ i_____I____il _____

CCardiac Adult I P P7P]1 P P' ThV ____ I ____

ICardcPedatrc I ____ ___ I __

(lta Cardiac )___ _________ __ ____

Peripheral vessel 
IT 

____

lOther (Specify) ] I1 ~ 9______Ii_____I____
N - new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer:K090158

'Combined mode includes B/M; B/PWD; BDP/PWD; BDF/MDF; BDFIMDF/PWD; 20/CWD; BDF/CWD

(DM5100n Sign-Oil)
Division of Radiological Devices

Office of In V tro Diagnostic Device Evaluation and Safety

MAY 2012 510(K): Ap~lo Artida v3.0 (GGH4880CV)
Page 225 of 2025



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio Artida TM(v3.O) SSH-880CV Ultrasound System

System: - SSH-880CV
Transducer: PST-50BT

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

Clinical Application Mode of Operation ___ _________

Specific B I DCD Color ICombined THi Dynamic Power TI CHII 4D
(Tracks 3) 1Doppler (Specify) Flow 2 D (Realtime

____________________ 
____ ________I-Ophthalmic I ___ __ D

Fetal ~IiF~ ____ _______

Abdominal I 1 I____ I________
Innm-operative (SpecifY)[ 1 ____1____ I ___ i l ____I

I Intra-operative (Neuro)- ___I I ____I_ __I__ ____I

ILaparoscopic .1I____ ___

Pediatric I . ____I ___I

Small Organ (Specify) (1) ___ ____ I ____I -

I au CpIalic 1 1 ____I___ 
~ ____

Trans-rectal I __________II ____1___1- 1____I
Trns-vaginal IiFII I ____ ___ I ____I

Trans-uretrl-I I1c_____1 ____ 111___ ____

~Trans-esoph. (non-Cad.) ____[ _____1 ]_____I____I___I _____

Muscu___o____________-- ----- IT - I F:I 7 _

luco-kltl(Superficia)-T____ ___ ___II ____

jIntravascular ] - ____ ______I___ ___

,Other (Specify) ~-_______ ___

Cada Pci

* rns-esopli. (Cardiac

[intra-cardiac(CricfH ___ _____ _____I

Peripheral vessel H I I _ _ F _ __
Other (SpecifY)T l ] ____ _____I- ____I ___ _____

N - new indlication; P = previously cleared by FDA; E =added under this appendix
Previous 5 1 0(k) of the transducer:K090 158

-Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDFIPWD; 20/C WD; BDF/CWD

Pv4s ino m~g-O
Division of Radiological Devices

Office of In Vitro Diagnostic Deame Evaluation and Safety

510K 1

MAY 2012 510(K): Ap~lo Artida v3.0 (nSH480CV)
Page 226 of 2025



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio Artida TM(v3.0) SSH-880CV Ultrasound System

System: SSH--880CV
Transducer: PST-65AT

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

Cln cal p liainno e ofO er tocal A pplication M ode of O peration__________________ _______________________ ______________________________________________

specific B M 11D WD Color Combined Till Dynamic Power TDI CI1I 411

(Tracks 3) Doppler I(Specify) Flow 2D (Realtime
I__ _ _ _ I I I _ I 3D)

Ophthalmic _____1 ! I-i ____ ______ If____ ___

FInta. . t (Specify) ____ ____ ___ _______

inta-operative (Neuro) ____I____ I ____I________

Laparoscopic ________I i- ___r __ ____

IPediatric 1 ___I____ ___ ___I- ___

Neonatal Cephali ___ ____ _______

'Adultephalic_ _ ___ _ _ _

Trans-rectal ____1 1 I_____
Trans-urethralI1..[.1.1 ____1 __ ____

Trans-esoph. (non-Card.) 1 f I _________ ____ ___ l ____

Musculo-skeletal(Spriil ____________1 ________I

(Conventional) I ___ - __ ___ _____

!Other (Speei ') fI ____ _____1 V I____Ii _____

I Cardiac Adult IP P P [P P p FP___ I __ ___

lKardiac Pediatric P_____ P~~~~ p J P P___ ___ V ___

Ilntravascular (Cardiac) 1 1 ___ ____I..... ___ ___1.

fTrans-esoph. (Cardiac) _ _____ __ __

Peripheral vessel [I___________ _________ T ____

Ilo0ther (Spec if ) rzzzzu_________Fzi i___ 1 ____

N = new indication; P =previously cleared by FDA; E added under this appendix
Previous 5 1 0(k) of the transducer:K090 158

-Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDFIMF/PWI); 2D/CWD; BDF/CWD

(Division Sign-ORf) O
Division of Radiological Devices

OfficeolinVtto kspgostuc Dev'ce Evaluaiion and Safety

MAY 2012 510(K): Aplo Artila v3.0 (GSH-OSOCV)
Page 227 of 2025



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio, Artida TM(v3.0) SSII-880CV Ultrasound System

System: SSHz-880CV
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 PWDICVD1 Color ICombined THi Dynamic Power TDi CII 4D1
(Tracks 3) 11Doppe (specify) Flow 211 (Realtime

IFetal _T I I _ I _ I_

lIntra operatv (Specify)____

It-ortive (Neuro) 1 1 11

lPediatric F ________

Imal Organ (Specify')(l) -P}H P P P____F I~ P i r
Neonatal Cephalic 1 1____I____1 ___I 1 1 1____1

T rans-rectal{.v -ii ____I 14____ Ji IV
Trans-esoph. (non-Card.) 1 1__ ___ ~~~1 ]I--r~-*~
Musculo-skeletal P ii P I[IP
(Conventional) i Pj~

I Musculo-skeletal (Superficial) P I P I - p - P - P -
Intravascular 1 . 1 _ _ 11_ I _

Ither(Speci ') I ____I___ I____ ___I I____
,:Cardiac Adult r i ____ ____ __________

j~ardiac Pediatric Ij l___T_____1____ 1I___1 [ I____
Intravascular (Cardiac) ___I____ 1____1 I I____
ITrans-esoph. (Cardiac) __ 1________ i _ __ 1I I____

Other (Specify) .I____

1Pripheral vessel _T - ____

gte(Specify) 11[1L__T__ I ____ ___ ___1 I_______
N =new indication; P = previously cleared by FDA; E =added under this appendix

Previous 5 10(k) of the transduccr:K090158

*Comabined mode includes BIM; BIPWD; BDF/PWD; BDFIMDF; BDFIMDF/PWD; 2DICWD; BDF/CWD

Divisio of Rsdiofog~car Devi",s
Office of In V oDiagnostic Device Evaluation and Safety

510K 7i a

MAY 2012 510(K): Apilo Artlda v3.0 (SSH.S8OCV)
Page 228 of 2025



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio Artida TM(v3.0) SSH--880CV Ultrasound System

System: SSH-880CV
Transducer: PC-20M

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

Clinical Applicatio-n Mode of Operation ___ _____ ____ ____ -

Specific B I M Al CV Color Combined THi IDynamic Power TDI CHII 4D1
(Tracks 3) IDoppler (Specify) Flow 211 (Realtimn

_ _ _ _ _ _ _ _ _ ___3D)

:Ophthalmic l i ____ _____ I_____l i
F1etal[1111 I_____ _____ ____

!Abdominal [.111 ___ ____Il ___ ~ ___

llntra-operative (Neuro) [ i ___ ____

Smnall Organ (Specify') (I) ___ ___

Neonatal Cephalic [ ~ J _______l I I l----j
I Adult Cephalic_______ 111____ ____ ____ 1 ___

ITrans-rectal _____ It I ___F

Trans-vaginalri i j--j___ - --.

Trans-urethral - - __

Trans-osoph. (o-Card. -F-Tij _____T

(Covetioal T FI- Il I IIII
Musculo-skeletal

,,(Superficial)

O~ther (Specify) I i ____ _____ 1 1
ICardiac Adult 4- ITI____ ____ I i____I____
1CardiacePediatric I 1 mj____ ____ 1____I I I.~.
Intravascular (Cardiac) 1 1 1____ ____ I____II

jrn-soh- (Cardiac) 1 1 1I_____I ___ ___ I ____

Iintaic --T---T-----.1 I___ -i ___ I _________

,Other (Specify) [ I .. _____I___ ____I____ __

tiPeripheral vessel

jo1ther (Specify) -Tr i ____ ___________ ____

N = new indication; P = previously cleared by FDA; E. = added under this appendix
Previous 5 10(k) of the transducer:K090158

*Combined mode includes B/M; BIPWD; BDF/PWD; BDF/MDF; BDFIMDFIPWD; 2DICWID; BDFICWD

Division Of RaO' kcn; Octroes
Office of In vitro 0 ou VVC Eval~ualion ard Satety

510K KTht

MAY 2012 510(K): Aplict Artida v3.0 (SSH-8800V)
Page 229 of 2025



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio Artida T(v3.0) SSH-88OCV Ultrasound System

System: SSH-S8OCV
Transducer PST-25BT

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

ClincalApplcaton Mode of Operation ____ _____ ____

specific fB M WVD Colr Combinedill Dynmic Power TB! CI1 411
(Tricks 3) I Doppler I(Spe cify) j low j2D [(Realtime

_ _ _ _ _ _ _ __ I _ _ _ 1 _ I _ I 3D)

Ophthalmic ______ lI 1 ___1 ____1I ___1 __ ___

IAbdominal i l __ ____ I_____1____ ____

Intra-operative (Specify) 1 1 __ 1 -7 ___ }__ -

Ilntra-operative (Neuro) T___1 T1 ___ ____ I ___ _ _ _I
Laparoiscopic -I- - f____{_____f _______ T- ___-

Pediatric () i i i____ I____ i ___

ISmall Organ (Specify') (1)___ 11 ~ 1 ____

Neionatal Cephalic 1 1 ___ ____ 1 ____1___ __1 I____
fAdult Cephalie.1 1 IIcI_ _[ _1 1 ]_

~Trans-vaginaI 1 1___________
fTrans-urethrl1 1f ___I ____ ___ ___ __

[Fnsm-soph. (nion-Card.) I1F1 I ___I____ 1 I____[__ .. ___

IMusculo-skeletal (Superficial) 1 1 I ___I 7 . ___[ [ IFintravascular 1 1 ___ ___ _______

,Other (Specify) I V i-
:Cardiac Adult E I I EP E E___ ______IE E____

,Cardiac Pediatric _____E EjE1 E E -EFET Iii___ I PIVW ____

Intrava:::Iar (Cardiac) I___ ___ ___1_ _ _

i~ n-sp.(Cardiac) [...I I F _________ ____I I____

Peripheral vessel 

r1 -- - -

O 1ther (Specify) _____ -I____ _____

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

*Combined mode includes B/M; BIPWD; BDF/PWD; BDF/MDF; BDFIMDF/PWD; 2D/CWD; BDF/CWD

(Division Sign-Of)
Division of RadlologIcai L'evicas

Office of lIn V Diagnostic DOvice Evajuaton anid Sanety

510Kff7
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Toshibia America Medical Systems, Inc. 510(k) Premarket Notification
AplioArtidaTM(v3.0) SSH-880CV Ultrasound System

System: SSH-880CV
Transducer: PVT-375BT

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

Cliicl Aplcaion IV'"e of Operation __ ______ _______ ____

Specific lB MPW CWDI Color Combinedl Tll Dynamic~ Power ml } CHII 4D
(Tracks 3) i I IDopplerj (Specify) Flow I j2D (Realtime
_ _ _ _I_ I_ 3D)__ 1_ _

Ophthalmic _________ ____I________

A bdom inal E____ __ 1 E EF [ E E E F FE__ _

jnrtoeaie(Neuro) i i -. __ ___

[Small Organ (Specify) (1) T f ________i...___ Z I
N~eonatal Cephalic -- ___

Adul t Cephalici iiI____ ___I

[Trans-vaginal I____
[Trans-urethral

I[Trans-esuph. (non-Card.) II f ] 1 ___ l l__ ____

I rvuscuio-skeietal I_______ __I

,(Conventional) I IIII___ ___

IMusculo-skeletal (Superficial) J [ l I___ I___ 11
Intravascular T----ii-[____ ___ 1 1 .
Oither (Specify) 111 7 ___ I_____ FT_____- ___I

JCardiac Adult il 1. L 1______ __-____

,Cardiac Pediatric1 1 1 ___ ____ ___ ___ ____

intravascular (Cardiac) i l _ _______ ____

ITrans-esoph. (Cardiac) Fi i __________

Ilntra-cardiac11 1 1 __________

,Other (Specify)i------.__I ___ ____I ___ __ i ___I

[Peripheral vessel ___ B__ _ E 11 1 ___

[other(Specify)II

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

-Combined mode includes B/M; BIPWrD; BDF/PW~D; BDF/MDF; BDF/MDFIPWD; 2D/CWID; BDFICWD

Ofi ofl Dvsion o cl o " Occ6
"ftro Dtaorlnti D~e 4 Evaiiuaion arid Salety

510K rI}~7
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplo Artida Tm(v3.0) SSH-880CV Ultrasound System

System: SS-880CV
Transducer: PLT-704AT

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

Clinical Application [Mode of Operation _ __

Specific IBI IPWID CWVD Color Combined I iDynamic jPower TIt CHI 1D4
(Tracks 3) 1 foppe (Seif)low 2 [(Reatime

_ _ _ _ _ _ _ I I I* _ I 3D)
~Ophthalmic -- T~ ____ _ _ __ __ _ _

I Fetal I1 : I ___ I____ I_____________

I Abdominal I ~ ___ Z____I___ ___

[Pediatrin--I__ ____I I__ __

Small Organ (Specijli}[ (1)__I I _____I_____l i
[Neonatal Cephalic 17""'' T___ I ____
[Adult Cephalic ___ ____11 1 ___

[Trans-rethal - F- I I___

lTrans-vagi. n -a rd.)____ ________

I I~ suoseea (Superficial) j I - i ____ ___

[Intravascular i- ---- j--] _________ ____ ____ -

IOther (Specify) I]T [ I i_____L ____ ____ ___ ____

[Intravascular (Cardiac) L I ____I____ I~I i____
liTra-eph(Cardiac) I i____ ___

I PeripheralI vesselE E EE E E E

i[6itheSpecify') _____ _____ ______________

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

-Combined mode includes B/M; B/PWD; BDF/PWID; BDF/MDF; BDFIMDF/PWD; 2D/CWD; BDF/CWD

(Division Sign-Oft)
-Diviion of Radiological Devices

OfteofInN/Danostc UviceEfaSte
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio Artidae TM(v3 0) SSH-880CV Ultrasound System

System: SSH-SSOCV
Transducer: PET-5O8MA

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

C--linical -Application Mode of Operation ____

Specific BIMN jPW*DjCWDJ Color lCombined THi IDynamic} Power TDI lII me 4

(Tracks 3) Doppe Sei~ Flow 2D(Raie

OphthalmicIi izz--I _____ ____ ____1 1_____

Abdominal I ____ __ ___ ___

jImtr-operative (Specify) TI Z Z ____j_____ ___ __

jIntra-operative (Neuro) j] __________

jLaparoscopie --- 1__ __I____ _____ ________I__ 1____

ISmall Organ (Specify) (1) - ____I I _____I_______ _____

IlJeonatal Cephalic [I_ _ _ _____ I ____I

!Adult Cephalic i i____I ____ __ __ _____I

iTrns-esoph. (non-Card.) K I ~ ___ ____ ____I___ ___

iMusculo-skeletalT 1
,,Conventional) I ____ ___ ________

,(Superficial)I _________ ________ I ____

IntravascularF F1 1_____ I ___I

Other (Specify) [II--I____ -[I____
kCardiac Adult I-- ___________ I____ X

f:Gardiac Pediatric ____ ____ i ___ L

ITrans-esoph. (Cardiac) E E E E E E E

!'Other (Specify) ~I______________ i ____ ________

Peripheral vessel 
F T--I- I

Other (Specify')[ 1 1 _____ ______I _____ ____I ___I ______I

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

-Combined mode includes R/M; R/PWD; BDF/PWD; BDF/MDF; RDF/MDF/PWD; 2D/CWrD; BDF/CWrD

Divson of Radiologicl Devices
Office 01 in Vitro Diagnostic Device Evaluation and Safety

510KF Iab7

MAY 2012 510(K): Ap~lo Article v3.O (SSH-BBOCV)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio Artida TM(v31.0) SSH-880CV Ultrasound System

System: SSH-880CV
Transducer PET-5IOMB

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

Clinical Application Mode of Operation ____ _______

Specific IB]IMN PWVDICWD Color Combined THi Dynamic Power TI CHII 4D
(Tracks 3) 1Doppler (Specify) Flow 2D (Realtime

_____________________I _____ *I I___ 3D)

Odphthalmic ______ _______ ___12---!____

bdohtial I L _____ _______

[Intra-operative (Specify) i - T 1____I_____L ______ -____

Flntra-operative (Newr)___I L . i____IIrLaparoscopic11 1 ____ ii____I I
Small Organ (Specif) () _____i _ __ I

IjiJe-onatal CephalicI- _____~ I ____ L __ _I___ ____

l~utCephalic I V T
ITrans-rectal I II____ __

,Irrans-vaginal1 1 1 ____I____I __I ___ _ _ TI____
iTrans-urcuiral I I___L ____ ________ ____

iMusculo-skeletal II 11 T
(Conventional) 1 1 1 I____ ____

IMusculo-skeletal (Super-ficial') [ } ________

Intravascular ----- I-I [ ____ ___

i!Other (SpecifY)I III II i_____L_____ ____ ___ _____

C a r d a c P d i a r cII 
_ _ _ _

Ilntravascular (Cardiac) I- ____ ____ ____ ____ 1 1____
jTrans-esoph. (Cardiac) IEE E E E___ {____TEL E__ f __

llntra-cardiac 1 1 1 7_____ ~ ~ [___
Peripheral vessel I ____________

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

*Combined mode includes B/M; BIPWID; BDFIPWD; BDFIMDF; BDFIMDF/PWD; 20/CWD; BDF/CWD

Divsion of Radilogical D0*6
Office of In V Diagnostic Device Evaluation and Salary

510 K 31 73
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Page 234 of 2025



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Apio Artida Tm(v3.O) SS-880SCV Ultrasound System

System: SSI--880CV
Transducer: PET-512MC

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

Specific B MV 1PWD CWVD Color jCombined THIl Dynamic~ Power IDI CHII 4D

(Tracks 3) I Doppler (Specify) }Flow } 2D (Realtime
_ _ _ _ _ _ _ I I __ .13D)

Ophthalmic ________] II .. J ____[1____1____T___

Fetal ____ I _______ ~ ______1______I I ______

Intra-operative (Specify)

Intra-operative (Neuro) _____ ______F - _____i----*-j_____

Pediatricil 1111____]_____F. ~ l~I--~T____
Small Organ (Specify) (1) I I I I___________[ ____l i_____
Neonatal Cephalic Z I___ _______ ____

dult Cephalic II.. ~ I_____I I---
irans-rectal ______ -- ~ ___ I ____

ITrants-vaginal -I IT -I-!____
iTrans-urethral - i I __ ____I_____I......1 ___ l _____

rnssoh. (nn-Card.) 1 I 1 ___ ___ ___1 I

1j ittal(Superfl ilIII___ ____ 11 ___

ill1nravasctilari~~Ii 1 _____ 1 ____1____ ii____-I
I Other (Specify) 3 ____ ____

ICardiac Adult I 1
;Cardiac Pediatric i___ F I____

ill~ntravascular (Cardiac) -l1_______T____ __ I I l ____I

Trans-soph. (Cardiac) E IEI E I E E E _ _ _ E_ __ _

Intra-cardiac _____ ____

Ot(5her (Specify) 1 1 1_____I_____ ____ _________

~Peripheral vesselI

O1ther (Specify)1 1 1 1 I______ _____I ___ I____ I1
N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer:K103629

*Combined mode includes B/M; BIPWD; BDF/PWD; BDF/MDF; BDF/MDFIPWD; 2tJ/CWD; BDP/CWD

Division ot Radficlogical Otyvico
OfieO AV1 iin)t CDvn vuto and Safety

510K- 1
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