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510(k) SUMMARY MAY 2 3 2014
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:
Paul Biggins
Director, Regulatory Affairs
(714) 669-7808

5. Date Prepared:
March 21, 2014

6. TRADE NAME(S);
Diagnostic Ultrasound System
Apio Artida (SSH-8800V), V3.2

7. COMMON NAME:
System, Diagnostic Ultrasound

8. DEVICE CLASSIFICATION:
Class 11
Ultrasonic Pulsed Doppler Imaging System - Product Code: 90-IYN [per 21 CFR 892.1550]
Ultrasonic Pulsed Echo Imaging System - Product Code: 90-IYO [per 21 CFR 892.1560]
Diagnostic Ultrasonic Transducer - Product Code: 90-ITX [per 21 CFR 892.1570]

9. PREDICATE DEVICE:
Product Marketed by 510(k) Number Clearance Date

Aplio Artida (SSH-880CV), V3.0 Toshiba America K1 21 577 June 22, 2012
Medical Systems
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10. REASON FOR SUBMISSION:
Modification of a cleared device

11. DEVICE DESCRIPTION:
The APLIO ARTIDA, Model SSH-8800V is a mobile diagnostic ultrasound system. This is a
Track 3 device that employs a wide array of probes including conv ,ex, pencil, flat linear array
and sector array, with a frequency range of approximately 2.0 MHz to 7.5 MHz. This system
supports basic measurements including distance, time, angle, and trace, as well as
combinations of some basic measurements.

12. INDICATIONS FOR USE:
The DIAGNOSTIC ULTRASOUND SYSTEM APLIO ARTIDA (Model SSH-8800V) is
intended to be used for the following types of studies: cardiac, transesophageal, abdominal
and peripheral vascular.

13. SUBSTANTIAL EQUIVALENCE:
This device is substantially equivalent to the Aplio Artida (SSH-8SOCV), V3.0, 51 0(k) cleared
under K1 21577, marketed by Toshiba America Medical Systems. The Aplia Artida (SSH-
880CV), V3.2, functions in a manner similar to and is intended for the same use as the
predicate device. The subject device includes modifications to the cleared device which
improves upon existing features including contour tracing and expansion of the sector display
function for two existing transducers and use of a proprietary 40 render. A comparison table
is included in this submission detailing the similarities and differences between the predicate
device and the subject device.

14. SAFETY:
The device is designed and manufactured under the Quality System Regulations as outlined
in 21 CFR § 820 and ISO 13485 Standards. This device is in conformance with the
applicable parts of the 1EC60601-1, lEO 60601-1-2, lEO 60601-2-37, lEO 62304 and NEMA
U03 Output Display standards.

15. TESTING
Risk Analysis and verification/validation testing conducted through bench testing are
included in this submission which demonstrates that the requirements for the
improved/added features have been met.

Software Documentation for a Moderate Level of Concern, per the FDA guidance
document, "Guidance for the Content of Premarket Submissions for Software Contained in
Medical Devices Document" issued on May 11, 2005, is also included as part of this
submission.

Additionally, testing of the modified system was conducted in accordance with the
applicable standards published by the International Electrotechnical Commission (IEC) for
Medical Devices.
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16. CONCLUSION
The modifications incorporated into the Apilo Artida (SSH-8BOCV), V3.2 do not change the
indications for use or the intended use of the device. Based upon bench testing and
successful completion of software validation, application of risk management and design
controls, it is concluded that this device is safe and effective for its intended use.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public I lealil, Service

Food and Drug Administration
10903 New Illanmpshire A% enue
Documnent Control Center - \V066-0600
Silver Spring. MD 20993-tXM2

May 23. 2014
Toshiba Medical Systems Corporation
% Mr. Paul Biggins
Director, Regulatory A ffairs
Toshiba America Medical Systemns, Inc.
2441 Michelle Drive
TUSTIN CA 92780

Re: K140729
Trade/Device Name: Aplio Artida (SSH-S8OCV), V3.2
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, ITX
Dated: March 21, 2014
Received: March 24, 2014

Dear Mr. Biggins:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and 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) that do not require approval of a premarket approval application (PMA).
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. Please note: CDRI-l does not evaluate information related to contract liability
warranties. We remind you, however. that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the Aplio Artida. V3.2, as described inl Your premarket notification:

Transducer Model Number

PST-25SX PST-3OB3T PST-3OSBT
PST-50BT PST-65AT 1PLT-704SBT
PC-20M l'ST-2513T PVT-375B3T
PLT-704AT PIST-5OSMA PET-5 IlOMB
PET-S I2MC

If your device is classified (see above) into either class 11 (Special Controls) or class 1ll (PMA).
it may be subject to additional controls. Existing major regulations affecting your device can be



lage 2-Mr. Biggins

found in the Code of Federal Regulations, Tfit le 21. Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in thle 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 nlot limited to: registration and listing (21
CER Part 807); labeling (21 CFR P'art 801 ); medical device reporting (reporting of medical

device-related adverse events) (2 1 CFR 803); good manufacturing practice requirements as set

forth in thle quality systems (QS) regulation (21 CFR Part 820); and if applicable, thle electronic
product radiation control provisions (Sections 53 1-542 ofthle Act);. 2l1 CFR 1000-1050,

If you desire specific advice For your device onl our1 labeling regulation (21 CFR Part 801), please

contact thle Division of' Industry and Consumer Education at its toll-free number (800) 638 2041

or (30 1) 796-7100 or at its Internet address
littp://wvww.I'cla.szov/MeclicaIDevices/RSOurICSforYoUi/IidistV /deftatIt.ltll. Also, please note

the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR P'art

807.97). For questions regarding the reporting of adverse events under thle MDR regulation (2 1

CFR Part 803), please go to
littp://www.I'ca.,-ov/McdicaI Devices/SafeCtv/[Zenoi-taProbeili/defaILt.1ttll for the CDRI-Is Oiflice

of'Surveillance and Biomnetrics/Division of Postmnarket Surveillance.

You may obtain other general information onl your responsibilities under the Act from the

Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7 100 or at its Internet address
littp://www.fda.ov/MdicIDevices/RCSOLi-CCSOYOI/indtstrV/(ktaillthll.

Sincerely yours,

for
Janine M. Morr-is
Diretor
Division of Radiological HeIalth

Office of In Vitro Diagnostics
and Radiological FHealth

Center for Devices and Radiological H-ealth

Enclosure



510(k) Number (if known)

K 140729
Device Name

Apio Artida7' (SSH-SSCCV), V3.2

Indications for Use (Describe)

The DIAGNOSTIC ULTRASOUND SYSTEM APLIC ARTIDA (Model SSI-{-BSCV) is
intended to be used for the following types of studies: cardiac,

transesophageal, abdominal and peripheral vascular.

Type of Use (Select one or both, as applicable)

10 Prescription Use (Part 21 CFR 801 Subpart D) El Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.17hs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number"

FORM FDA 3881 (1114) Page I of 1I .I~l4.4



Toshiba America Medical Systems. Inc. 5 10(k) Premarkt Notification
AplioArtida TM(v3.2) SSH-88OCV Ultrasound System

System: Anilo Artida (SSH-8S0CV)- V3.2
Transducer.________

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

Clinical Application Mode of Operation _________ ____

Specific Jn BI M PWD WDColor Combined1 Il Dnmc[o ETll CI I 4D

(Tracks 3) I Doppe (Speciry) j lw2D (Realtime
_ _ _ _ _ _ _ _ _ I _ _ I I _ _ F D)

Ophthalic11 1 ___1 ____I ___ ____

lAbdominal iPVPl' P P P p P11__

lnnm-opendtve (Specify) 11 1 ___1 i____il ] ____

Ilnrs-oprativc (Neur) [ 1 1_____1______1 ____ ____

Iaparoscopic 1 1 1 1 1 I I____ 1____1 1__ ___

PdiatricI--- i ____[_____lI____ II____
malliOrgan (Specify)(1) lP~ i1 P I P ' lP " 1PT I___

itconatal Cephalic 1 1 ___ ___ I ____I

Irs-rectal 1 T I I 1 i
I~as-vaginal 1 [ I_ _ _[ I I_

fns-esoph. (nonCard.) 1 11 ___ ___ I____ i i

Musculo-skeletal (Superficial) P~~~ P P' I P' 1 P Pl i ___

lIntravascular I1........I_____1______[1_____1 1
Ither (Specify) 1 1 _1_ _ 1 _1_ 11 _

I ardiac Adult IWT FF " I P jY P 1 r IF--:ifl i'

jlardin Pediatric IPIPIPVI P P P ' VVTWFFTP
Ilntravascular (Cardiac) I1 1 I___ I ____ I ____ ii ____

I~rn-esoph. (Cardiac) 1P~ I'~ r P' P__ I P 1__
intra-cardiac 111I- _____I______ 1_____
ithat (Specify) 1 1 I_ _I_ _I_ _ _ _ _ _

j Other (Specify) I I1 I _____ ] _______ _____ ____ _____

N - new indication; P =previously cleared by FDA; E - added under this appendix
Previous 5 10k of the transducer K 121577

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



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio Artida TM(v3.2) SS-88SCV Ultrasound System

System: Aquao Artida (SSH-SSOCV). V3.2
Transducer PST-25SX

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

Clinical Application IMode otOperatlon I_________ ____ ________

Specific f M N PWD1CWD J Color Combinedl THi }Dynamic }Power TDI CIII 4Dme
(Tracks 3) I Doppler (Specify) flow r 2D (Realtim

B________________II_____ ____ ____ 3D)

Ophthalmic I I [____ ____ I____I____I I____

Abdominal ______ _______I I ______I____________

Intra-operative (Specify) I I _________II____J___ [II____I
Ilnn-opaatiwe (Neuro) i i ____ _____ I_____I____ I _____I

Small Organ (Specify) (0 1 11____ _____ i_____I_____I [_____
conatal Cephalic l 11 ___1 ____1 ___1____

dull Cephalic II ~ 1____ ____ 1 1____I [____

frrans-vaginal 1 1 1____1____ ___

~Tas-csoph. (non-Card.) III_ _ _I____I ___[__

(Superficial)

lIntravascular 1 1 1 _ _ I_ _I I _

Oather (Specify) IIIII_____j______I1__________III_____
ICardiac Adult I1 ] ____j_____11_____I____I I____
Cardiac Pediatric I:Fp II I____ ___ [1-3 ___I____ P

[Intravascular (Cardiac) 11 1 ____I_____I ___1 ___II~I____
tts-esoph. (Cardiac) 11 1 ___ ____I ___I____I I____I

P riphral vessel 
_ _ _ _ _ _ _ _ _ _ I _____ 

_ _ _

iC0ther (specify') [F]_____ ______1 _____ _____I { _____

N - new indication; P =previously cleared by FDA: E =added under this appendix
Previous 5 10(k) of the transducer Kl121577

-Combined mode includes B/I:; B/PWD: BDF/PWD; B DE/MDF: BDF/M DF/PWD: 2 D/CWD: BDF/CWD



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio Artida TM(v3.2) SSH-88OCV Ultrasound System

System: AIleo Artida (SSH-SSOCV). V3.2V

Transducer PST-30BT

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

Clinical Application IMode of Operation I___ ____ _______ ___

Specific B IN M rWnlcwl) Color Combined THi Dynamic Power ITDI CI D
(Tracks 3) I I I jDoppler (Specify) Flw2D I Raltime

_ _ _ _ _ _ _ _ _ _ I I I I_ _ _I * ___ _ _ _3D)

,Ophthalmic ll [ I____ ____ ---l____ [___ - i- ___

jAbdominal 1VP~~ I P I' jP- I Lr..I...I.JZI
Ilnnraoperative (Specify) 71 1 ____I_____I I____ T___ I _ __ I

Ilnnr-operativc(Neum) 1 [ I ____I_____I ____I I I ____

Iiaparoscopic IIIII____I____ I____l i ___

IPediatricI1 1 ___I ____ I____1 11____I
Small Organ (Specif?) (1) 1 11 ____I _____11 ____ ____

Neonatal Cephialic 1 1 1 ____j_____I i____ i
~Adult Ccphalic Til I-7- 1 1 _ I

rans-rectal ilI I - - ___ ____ - ___ ii ____

rrmus-urcthral [ ~ l ___ ____1 1____1 l 1 ___

[ran-soph. (non-Card) 1 1 1 ____1____ 1 ____l i __

I Musculo-sketlIiiiI I I I
I Musculo-scecta (Super icial) l ~ . ___ ___

I IntavascutarII- II ___I ____I ___1 1 II____
IOther (Specify)1 1 1 ___1 ____ ___ Tl ____

ICardiac Adult 1PIP1P1P P P PI P I P P___

lCardiac Pediatric --QPPPP P P P P ______P

lintravascular (Cardiac) 1 1 ___ ____ I ______ ____

rns-csoph. (Cardiac) I ____I____ __I____I___I 1 1____
llntra-cardiac [ I i_____I______I I_____ I ____

Peripheral vessel 1IzI I____I____ - ~- ___

I0lhar (specify)-Ij____

N -new indication: P = previously cleared by FDA: E - added under this appendix
Previous 5 10(k) of the transducer: Kl121577

-Combined mode includes B/M: B/PWD; BDF/PWD: BDF/MDF: BDFIMDFIPWD; 2D/CWD; BDF/CWD



Toshiba America Medical Systems. Inc. 5 10(k) Premarket Notification
Aplio Artida TM(v3.2) SS-880SCV Ultrasound System

System: Alio Artida (SSH-8SOCVb. V3.2
Transducer. PST-30SBT

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

Clinical Application IMode of 0 rtion- -F__r____ Dyn___ I.____

Specific B IM JPWD CWD Color Combined Till Dynmic fPower TDI C111 40me
(Tracks 3) } Doppler (specify) Flow 20 (Realtim

!Ophthalmic[1 1 _____F______Fr_____1 ____11 _____I

AbdominalI l I_____I______I ____ ____i l_____I
lntrs~opcrative (Specily) 11TI ____ _____ I____ ____il

I lnnm-perative (Neum) I11II____I____ [____F___
I Laparoscopic l i ____I _____I ____F ____1 1 I_____

fediatric l I ____I ____ I ____ ___ I ___I
=1n1l Organ (Specify) (I) ____J _____ ____ ____ -1 I _____

frconsit CephalicI---- ____I_____1 ____[___ 11____
[dult Cephalic 1 1 1 ____ ____ I ____ ___

-~anrectal I 1 I1 1 1 F
-rmsvaginal 1 1 _1_ I_ _ ~ _
fms-urethrai 1 1 i l

frns-esoph.v(non-Curd.) i n ____1 1 i ___

rConventdonal) 
____

Musculo-skeletal (Superficial) [1 ___1 ____1 ___ I___ 1 1 ____

Intavascular 1II II_____1_____ 1_____1____ 1 ____

O~ther (Specify)11 1 ___1 11____1____I ____I

icardiac Adult 1P~~~ Pi [P P_ I P~ ~ ___I

rlardiac Pdiatric Jr 'p1 p P P P~ ____ ___

Intravascular (Cardic) [I11 ______ 1 ____ ____ 1 _____

Trasesoph. (Cardiac) [1 11____1 ____II 1___ 1!____
lIntra-cardi: 1 I - ______ ____ _

Peihrlvessel'f- i-iI____I___
N - new indication; P = previously cleared by FDA: E =added under this appendix

Previous 5 10(k) ofrthe transducer K121577

-Combined mode includes BIM; BIPWD: BDF/PWD: BDI'IMDF: RDF/MDFIPWD; 2D/CWD; BDF/CWD



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplia Artida TM(v3.2) SSH--88OCV Ultrasound System

System: Anhjo Artida (SSH-S8OCVI. V3.2

Transducer PST-50BT

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

Clinical Applicaio 3oeo Oeain ___ ___ _____

specific IB INI I*DIW Color jCombined THi IDynamic Power TOI CHI 4
(Tracks 3) r Doppler (Speciry) Flow 2D (Realtime

____ ____ I I I___ ___ ___3D)

Ophthalmic l I I____ _____I ____I i- ____

~Abdominal1I [ ___I ____I ___ i i___I
Inn-operative (Specify) 1 1 1_____I______I1_____1 l I_____

llntraopenaive (Neuro) 1 [ I _____I______1 1_____1____ 1 _____

ILapnrscopic11 1 ___ ____11____1____1 1____I
lPediatric 1 1 1 ____1____ ___ ___

Imail Organ (Specify) (l) i i I____I_____1 ____li ____I

Neonatal Cephalic 1 1 1____1_____I ___ I II____
Adult CephalicII I[____1_____1 ___l l T ____

Iras-recua I I 1 11_
Ts-vaginalII [ ___ ____I__I II____
Ias-urcuiral [--- F I I I_ _ I___

j~as-csoph. (non-Card.) 1 1 [ ____I____ I _______ ___

usculo-skeletW[____I____ I ____ I ____

Musculo-skeletal (Superficial)[ 1 1 ___I_____1____ ___

lahe (Specify) IiiiI_____ _____ ~ ____ ____Ih_____
Cardiac Adult IP~~~ p[ P P~ P_ P Jp P _

{Cardiac Pediatric I Pri'I p I p PF I___ P7 I~ P__ P

Intavasclar (Cardiac) l u l l _____ I______ l_____ ____ 7 - _____

Tns-esoph. (Cardiac) l i i 1____ ____II ____I ___I I____
lnt1 11_____ ______ I _____I_____ l _____

lather (Specify)l 1 1 ____I_____I...... ____I____ 1....I ____I

TO therSpccjfy) J [ L _____1 1 1_____
N - new indication: P = previously cleared by FDA: E = added under this appendix

Previous 5 10(k) of the tranducer IK 121377

*Combined mode includes B/M; B/PWD: BDF/PWD; BDFlJMDF: BDF/MDF/PWD; 2D/CWD: BDF/CWD



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio Artida h(v3.2) SS-SSO8CV Ultrasound System

System: Anlio Artida ISSH-RSOCV)- V3.2
Transducer. PST-65AT

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

Clinical Application IMode of Operation ___ ____ ____

Specific It B I MIPWDICWDI Color ICombined j Till jDynamic {Power TDI CHII 4Dl

(Tracks 3) IDover Spify) Flo 20 (Realtime

Ophthalmic ---- ] ________ [ 1____ I ____ ___1 f ____

[bdominalli i 1____[____ I____I___11 ____

I [nn-operative (SpeciIf') [ 1 1____ ____ I____ ___1f___
Ilntraoperatiw (T'euro) I I ! ___1 _____I______ I _____ ____[ 1 ______I

lSmall Organ (Specify') (1) 1 [ 1_____I______I ____ ____[ i_____
Neonatall Ceplic [ F ___I ____11____I ___IF I____I

[Adult Cephalic1[ i I ____I _____11_____I____1 I

ITrans-esoph. (non-Card.) - I- I [____1____1- ____1___I I I____I
Musculo __________ I I [ ____ 1______1 _____1____ I
(Conventional)

[Msuo-skeletal (Superficial) 1 1 1____1____ I____I I I____
Inuvascular T l !____I____ i____T l ___

Ite(SpcciWy)11 1 __I____I I___I___I I 1
i~iac Adult IP~~~ r J r ____ P__ 1P1 ___
ardiac Pediatric IWVFIP P [ P [3 P___[___I I~

Intravascular (Cardiac) i i 1____ ____ 1 ____ ___1 1 ____

Irans-esoph. (Cardiac) 1 1 ___I ____ I ____ ___ I ____I

Other, (Specify) IIIII_____ ______j [f-
1Peripheral vessel V - - I________
O~ther (Specify) .-~-- ...1_____1____ ~ I_____
N - new indication; P - previously cleared by FDA: E =added under this appendix

Previous 5 10(k) of the transducer K 121577

-Combincd mode includes B/NI; B/PWD; BDF/PWD: BDF/NIDF; BDF/MDF/PWD; 2D3/CWD; BDF/CWD



Toshiba America Medical Systems. Inc. 5 10(k) Premarket Notification
Aplio Artida TM(v3.2) SS-880SCV Ultrasound System

System: Anlio Artida ISSI--SSCV). V3.2
Transducer: PLT-704SBT

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

Clinical Application IMode of Operation _ _____ -____

specific I B MI rWn CWD1 Color Combined TI lDynamic Power TDI CII 4D
(Tracks 3) foppr (Se2y 1 lwfZ (Realtime

_ _ _ _ _ _ _ _ _ II __ * ___ ___3D)

Ophthalmic iV I ___ ____ 1____1 1 1____
IFetalI- I-- ________ ____1 --I____
l bdomiral J [ I ________ 1 ____1 1 [ ___

lIntia-opcrative (Specify) I [ I ___1 ____1--I___ ____I

Inmopaatlivc (Neuro) I [ I ____I_____1 ___ ______

ILaparoscopic -- II ___1 ____11 1 1____

I mallOrgan(Speciy) (1 P P P 1 P P P _ _ ___

Neonal Cephalic 1 1 1 ____1_____I ___ 1 __ I ____

Adult Cephalic1 1 1 ___1 ____1 1 ___1 1 Ii ____

ITrans-vaginalI I I ___1 ____ 1 ___ 1 1 [ ____I

Trans-esoph. (non-Card) f l ___ ____I ___ ___I ___

(Convential) P PP P P
Iusvulo-skeletal (Superficial) FF FF 7 ' I P' P V P EP1 ___

Ilotravasetilar I1 iI-- _____ - f I______ _____ f ______

O ther (Specify) ~l ____I______f ____ ____ l[ _____I

[ardiac Adult 1 1 1 _____1______I I_____I f 1 I_____
Kardiac Pediatric - - -- I i I____f ___ I-I I____ I I___

Imeoph. (Cardiac) IIf1____I ____11____I II ____I

Ilnnm-cardiac 1 1 1____I____ I____IIZ~ ___

Ither (Spccif ) W ___ ______ ___ __

fOther(Specify)__[ ]_____ _____ ~ 1_____I_____I I i_____
N - new indication; P - previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer K 121577

$Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDFIMDF/PWD; 2D)/CWDt BDF/CWD



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
AplioArtida Th(v.2) SSH-880CV Ultrasound System

System: Aplio Arlida CSSH-8OCV). V3,2
Transducer PC-20M

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

Clinical Application IMode of Operationt ___ ___ ______

Specific BINI PWD C D Color CobndTHI IDynamicl Power jTDI ICHII 4D

FTal acksC Dopl) 0~c~; Flo - 2D F(Reltimc

,Ophthalmic1 1 1 _________ ____1____ 1 1 ____

bdominal [ i i___1 ___ I___ F ___ ~- ___

~lnnr-upemative (SpeifY) 1 1 1 ____1____11 ____1___ I ____

lintra-operative (Neum) I l I ____1____ 1 ____1____I T ____

ILaparoscopic 
____

~Pediatric 1 1 1 ____1____ ___ ___ ___

manill Organ (Specify') (1) I____ I ____ ___ l
i eonatal Cephalic i i ____I ____I ____I___ l ____I

rrans-rectniF F I__ ___ ll

rans-urcthrml 1 [ 1 1 IF - I______I_______ ______I______I I I______
rans-esoph. (non-Card.) 1 1 1 ____I____ 1 ____I____ I

I Musculoskcletai 1 1 l___ _____ I_____1_____[ 1_____
(Conveniial)

'Intravascular[ 1 1 ___1 ____ I ___I____

j ffhc(Specify)1 1 1 ___1 ____I I____I____I__I I____I
w~adiac, Adult I1 I I____ ____ 1____ ___ 1____

1 ardiac Pediatric [ h p! ____1_____ ____I_______ ____

Intravascular(Cardiac) 1 1 2 ____ ____1 ____ ___ 1 ____

ITas-csoph. (Cardiac) 1 1 1 ____1____I ____I____

*Innr-cardiac 1 1 ___F ____V _ ______

Other (Specifr) 1 1 1 ____ ____1 1____ ___ _______

Periphecral vesselI ___ I~ ~ ___ ________

lather (Specify) 1 I I I ]______[______ 1 _____ _____1 IZ _____

N - new indication; P - previously cteared by FDA; E - added under this appendix
Previous 5 10(k) of the transducer KI121577

'Combined mode includes BIM; B/PWD: BDF/PWD: BDF/MDF: BDFIMDFIPWD; 2D/CWD; BDF/CWD



Toshiba America Medical Systems. Inc. 510G(k) Premarkel Notification
Aplio Artida '(v.2) SSH-880CV Ultrasound System

System: Anlio Artida (SSH--8SOCV). V3.2
Transducer PST-25BT

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

Clinical Application IMode of Operation I___ _____ - ____

Specific 1 11 1 PWDjCWD Color ICombined Tri 1Dynamic Power TDI CiII 40 Q e

(Tracks 3) Doppler (Specify) Flow 2D (Reltim
_ _ _ _ _ _ _ _ I_ _ _ _ *I _ _ _ _ j 3D)

Ophthalmic j i [____1 _____1 ____1____ [ ____I

1 Fetal [ i 1~~~I______1_______ 1 ___________

jAbdonhinal11 1 ___1 ____I ___I ___I [____I
Ilnn-operative (Spccift) 1 1 1 ____1____ 1 ____1___ I ___

jmall Organ (Specify) (1) 1 1 11_____1 1____ l i ____

Neonatal Cephalic 1 1 ____[_____ ____1 _ _ 1 1 ____

(dult Cephalic ~_____I______1 ____ ____1 1 _____

I~as-vasinal I I I - l I_________ ____

-csoph nonCarl.) 11 1 ___I ____I ___1 1 1___

Conventional)

IMusulo-sklctal (Superficial) 1 11 ___ 1 *____ ____I
lntravascul&r [111-T F- - I___ I --___11____I F-1
'Other (Specify) 1 1 ___1 ____1 ___ i ____I

andiac Adult IPP PPPIPIPI _I I1[_
I ardiac Pediatri ::1 IPP PP P P __ TI 1P
Intravaswl&r (ardiac) 1 1 1_____[ ___I I____

trn-sph. (Cardiac) ]{T{1 ___ ____[ ___F___1 I____

Peripheral -vessel

IOthter (Specily -z-Z ____ ______1 ____

N = new indication: P = previously cleared by F DA; E added under this appendix
Previous 5l10(k) of the transducer. K 121577

*Combined mode includes BIM: BIPWD: BDFIPWD; BDF/MDF; BDF/MDFIPWD; 2D/CWD: BDF/CWD



Toshiba America Medical System Inc. 5 10(k) Premarket Notification
Aplio Artida TM(v3.2) SS-880SCV Ultrasound System

System: Anlo Artida (SSH.SROCV). V3.2
Trasducer PVT-375BT

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

Clinical Application jMode ofOpcration Coo CobndTl Dyai Pwe TICII D

Specific fIM JPWD JC D Clrlob dITIDnmcPwrT I 4D
(Tracks 3) BDplr (Specify) low 2 D (RealI me~

____Dapple I _ I *_ I CII 3D)

:Ophthalmic i i ____ _____ -- ____ ____I I I_____
Fetdal ---- I I___ I__ I ___ I__

1 dmnlP P PP P P ____ p __

jlntraoperative (Neuru)1 [I ___I ___ I ____I [ I
Laparosetapic,1 [ 1 ____I_____1 ____I ~ I ____

Small Organ (Speciy) (1) I I [ ____I_____I ___ ___

Neonatal[ Cephalic 1 1 1 ____1_____1 1____1____I I ____

Adult Cephalic 1 1 1 1 I____1_____ ___ -1 I ____

1 ffrans-rectal[1 11 __11 T -1I __
Tras-vaginal [---- ___ I____TI____ i i____

frrans-uredral [ i i ____1____ ___ ___

Musculo-skeletal 1 1 11 _______

(Conventional)1 1 1 _ I _ I _ _ _ _

IMusculo-skeletal (Superficial)j1 1 ___ ___ 1 ____I 1 1 ____

ltravascularI--- I ___I ____I ___lIII____

Othr (Spcci& ) 1 1 1 ____I_____I ____l

[ICardiac -Adult 1 h h h h_____I______I I_____I____ ____

lCardiac Pediatricl[ I 1 ____I_____F ____I1 1 ____I

Intravascular (Cardiac) I~ [ II_____I______I ____1 I 1 _____I

I cn-soph. (Cardiac) 1 1 1 ____I____ i ____l l ___

latra-cardiac1 1 1 ____ _____11_____I 1 1 _____I

Other (Speciy) 
"I1 1 I____ 1 ______1 _____ll

Peripheral vessel 
P P T

I______ Ii P P P P P F7
lother (Specify) I l I I I I I____ ] I____ I ___

N - new indication; P - previously cleared by FDA; E - added under ibis appendix
Previous 5 10(k) of the transducer K 121577

OCombined mode includes B/M: B/PWD; BDF/PWD: BOFJMDF: BDF/MDF/PWD; ZD/CWD; BDF/CWD



Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
Aplio Artida TM(v3.2) SSH-880CV Ultrasound System

System: Anlio Artida tSSH-8SOCV)- V3.2
Transducer: PLT-704AT

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

Clinical Application IMode of Operation _ _ _ - _ _- -

Specific B1 NI JPWD CWD Color Combined THi IDynamic Plower TICHI 4D
(Tracks 3) I Doppler (Specify) FlwfYf (Realtime

Ophithalmic1[ [ ____I_____ I____ ____[ 1 ____I

Abdominal 1 [ I_____I______I ____ ____[ I_____
iInnrtoeive (Specifip) I ___I___ 1 ___

~intr-operatiiw (Neuro) I i11 ________ - - ___

jLapamrocpic 1 1 1 _____I______I I_____I____

Small Organi (Specify') (I) 1 1 1 ___ ___ 11___ l ___

Ikiconatall CephalicI I I- I ___1 ____ I ____1___ I I ____

Adult~ Cephalic IIII--I____1____ 1 ____1____I I ____

Tr:vaginal I___ _ _ __

4ras-mrthral11 11 I I II 1
rns-esoph. (non-Card.) [ i I ____I____ I ____I___ I ___

(Conventional)I Musculo-skcetal (Superficial)II1 _____I[ I 1 I____
[Intravascular If i _ __I _I_

1 Other (Specify) 1 1 1 1____ 1____I___ ~- ___

[ir ic Adult I I I _____ 7 ____ l ____

Cardiac Pediatric1 1 1 ___I ____II____[I I____
IIntravascular(Cardiac) 111 ___I ____II____li ____I

Tirrns-ph. (Cardiac) 1 1 1 ____I____ I ____I___ I ___

O0ther (Specify)I-- II ____ _____ ____ L. _____I

Priphral vessel P P

N = new indication: P = previously cleared by FDA; E =added under this appendix
Previous 5S10(k) of the flnsdluce Kl121577

*Combined mode includes BIM; B/PWD: RDF/PWD: BDFIMDF: BDF/MDFIPWD; 2D/CWD: BDV/CWD



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Aplio Artida T(v3.2) SSH-880CV Ultrasound System

Systemn: Anli Artida (SSH-SS0CV). V3.2
Transducer PET-5OSMA

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

Clinical Application IMode of Operation I___ ____ ___ ___

Specific 8B NIPWD CWDI Color JCombined THI Dynamic Power TDI CHII 4D

(Tracks 3) IDoppler I(Specify) 1Flow 12D (Rcattnim

;Ophthalmic 1 1 1 ____ ____ I ____I____[ I ____

FIetalf1 h ___ ____ 1 ___I ___

jbdomninal l i ___1 ____ I ___I ___I I
'Inn-operative (Specify) 1. I___ I____I ____I____[I

I jlntra-operative (Neura)[li ____ ____1 ____1____I I ____

Lparoscopic 1 1 1 ____1____ ___ ___

Ied-iatlic l i ! ____ ____1 ____ ___ ~ i____
Imail Organ (Specify) (l) f ~ l f ____I____ ____ ___ r i____
Neonatal Cephalic 1 1 1 ____ ____ ____ ___

I~as-rectal I-- - 1- 1___ 1 1____ I____ ____I I____

rans-urethral flIl 7 I ]~
4ras-csoph. (non-Card.) uf ____I____ 1 ____I____I I ___11 11______ I _____ _____li _____

(Conventional) _ __

___________________1 I I _____I ______ 1______I______1 I _____

Superficial) ___ _____

Other (Specily)1 1 1 ____I _____Ii _____1_____1 _____

Iardiac Adult 1 1 ____I_____ 1 ___1____T 1
Cardiac Pediatric 1 1 1 ____ ____ I ____I____[ I ____

lnfl-cardiac 1 1 1 ____1____ 1 1____I I I____
16ther (Specify) - - - - I____ I I____ IF- I I I
Peripheral vessel I____ ___ ___ ___

j0ther (Specify) 1 1 ] _____ _____I i_____I_____ ~ _____

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

Previous 510(k) of the transducer Kl121577

*Combined mode includes B/I; B/PWD; BDF/PWD: BDF/MDF; BDF/MDF/PWD: 2D/CWD; BDF/CWD



Toshiba America Medical Systems. Inc. 5 10(k) Premarket Notification
Aplio Artida T14(0.2) SSH-88OCV Ultrasound System

System: Aolip Artida (SSH-880CV1. V3.2
Transducer PET-SIOMB

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

Clinical Application IMode of Operation _ __ ____ ________

specificB N W WD ClrCmiedTl yai Power Tot C11I1 40
(Tracks 3) Dope (Spe cify) Flo1 20 (Rcaltimie

,Ophthalmic - 1 I I ____[_____ I ____1____ ____

Ilb-dominal1 1 1 1______I ____1 _________I

Ilntra-opemtlivc (Specify') 1 1 1 ____ ____ I ____I________

Jlntra-opcrative(Neural 1 1 1 ____ _____I ___ ___

IPedatric _______ ___ ___

j mall Organ (Specify) (I) ____ _____ ____ 1- - t ____

I onatal Cephlic11 1 ___ ____ I____I___ II____I
Adult Cephalic 1[[i1_____ ______1I_____ ____ -- _____

ras-vaginal 1 [ I ____I____ ~ ________ - - ____

lras-urethralI I I I i ___I ___I I ___I___I 1 1____
jrn-esoph. (non-Card.) I ! I____I____II ___ I___I I ____

Musculo-skeletal j J I____ ____I I I____
(Conventional) I I ___ ________

Other (Specify) ____I _____ ____I ____1 1 _____

Ciardiac Adult____[_____ ____I____ 1____
~Cardiac pediatric 1 1 1 ___ ___ ___1___

Intranscph.(Cardiac) IlI1Th r ' ___1__ IF1___
Innssp Cardiac) PJ~ P___ I _______ Ii P_ I PII ___

~OhrSpcci ry) ~- - _ _

Peripheral vessel]

ij0dier (Specify)] - ____f ____I F _____

N - new indication; P -previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer K 121577

*Combined mode includes BIM; BIPWD; BDFIPWD; BDFJMDF: BDF/MDF/PWD: 2D/CWD; BDF/CWD



Toshiba America Medical Systems, Inc. 530 (k) Premarket Notification
AplioArtida "(v3.2) SSH-880CV Ultrasound System

System: Apljo Artida fSSI-I-SSOCV)- V3.2
Transducer: PET-512MC

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

Clinical Application IMode of Operation ____ ____

Specific B]N 1 PW CWD Color Combined THi Dynamic Power TICHII 4D3
(Taks3 Doppler (Specify) Flow 2D (Realtime

____ ___ _ 'I __ __ ___ ___I I 3D)

!Ophthalmic h I_____ ______I I_____ _____f ~ _____

Fetal h i ____ _____ I _____I_____~ 1 _____

Iinnr-opewstve (Specify) 11[ ____1_____1 1____I____[ }

Pecdiatric1 1 1 1________1 1 1 __ _I 1 1
hmall Organ (Specify) (1) I I I ___ ____1 ____1____I l ___

c~onatal Cephalic 1 1 1 ____1____ I ____I___ 1 ___

A dult Cephalic I I ___II ___I ___ F ____I

rans-vaginalT 1 F ___ ____I 1 1___1 1 I____

Ifranscsoph. -(non-Card) [ 1 i ___ ____F____I___ 1 ___

I usculo-skelttai --l--~ -
Conventional)1 1 1 ____I_____I ____[ II____I

I cuosklea (Superficial)1 1 1 ___I ____11 ____1 1I ____I

Irthr(Spccif ) _ __ _ Ii _

[[Cardiac Adult 1 1 I ___ ____1 ___ ___ I ___

jdardiac Pediatric I I ~ ____I____ ~ ____1____I I ____

Ilntravascular (Cardiac) 1 1 1 ____1____ I ____1____1 I ____

rans-esopli. (Cardiac) IP[ P I P P I I _ _ 1___I'1 1 ___I
Iinnracadiac l i ___ ____I ___ l ___

Other (Specif&) 1 1 1 1 I ___

Peripheral vessel I
lOther (Specify) I I i ~ _____I______I [_____I____
N = new indication: Po- previously cleared by FDA; E = added under this appendix
Previous 5i0 (k) of the transducer.KI121577

*Combined mode includes B/M; B/PWD; BDF/PWD: BDi'/DF: BDF/MDF/PWD: 2D/CWD; BDF/CWD


