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510(k) Summary of Safety and Effectiveness: 21 CFR 807.92

Submitter's Name: Toshiba America Medical Systems, Inc.
Address: PO Box 2068,2441 Michelle Drive Tustin, CA 92781-2068
Contact: Paul Biggins, Sr. Manager of Regulatory Affairs
Telephone No.: (714) 730-5000

Device Proprietary Name: SSA-770A, APLIO Version 5.5
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 SSA-770A, Aplio Version 4.0 Diagnostic Ultrasound; 510(k) control
number k032281

2) Siemens Medical Solutions Sequoia 8.0 Diagnostic Ultrasound System; 510(k)
control number k032281

Device Description:
The APLIO Ultrasound System is a mobile system. This system is a Track 3 device that
employs a wide array of probes that include flat linear array, convex linear array, and sector
array with a frequency range of approximately 2 MHz to 12 MHz.

Intended Use:
The APLIO 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, musculo-skeletal (both
conventional and superficial) and laparoscopic.

Safety Considerations:
This device is designed and manufactured in conjunction with the Quality System
Regulation, IEC 60601 (applicable portions), IEC60601-2-37 (applicable portions), and the
AIUM-NEMA UD2 Output Measurement Standard as applied to Track 3 Ultrasound
systems and the AIUM-NEMA UD3 Output Display Standard.
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DEPARTMENT OF HEALTH & HUMAN SERVICES ---------------------

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

'JUN I a 2004

Toshiba America Medical Systems, Inc.

% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC

1394 2 5
th Street NW

BUFFALOMN 55313

Re: K041499
Trade Name: APLIO Diagnostic Ultrasound System, Model SSA-770A

Regulation Number: 21 CFR 892.1550

Regulation Name: Ultrasonic pulsed doppler imaging system

Regulation Number: 21 CFR 892.1560

Regulation Name: Ultrasonic pulsed echo imaging system

Regulation Number: 21 CFR 892.1570

Regulatory Name: Diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: 90 IYN, IYO, and ITX
Dated: June 4, 2004
Received: June 7, 2004

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 Diagnostic Ultrasound System, Model SSA-770A, as described in your premarket

notification:

Transducer Model Number

PST-25AT PLT-1204AX PST-37CT

PVT-375AT PC-20M PST-3013T

PVT-66IVT PET-5IOMB PLT-704AT

PLT-805AT PLT-1202S PLT- I204AT

PST-20CT PET-704LA PVT-375AX



Page 2 - Mr. Job

PST-65AT PLT-308P PVT-375BT

PLT-604AT PET-508MA PVT-382BT

PST-50AT PVT-770RT

If your device is classified (see above) into either class 11 (Special Controls) or class IIl (PMA), it

may be subject to such additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish

further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that

FDA has made a determination that your device complies with other requirements of the Act or any

Federal statutes and regulations administered by other Federal agencies. You must comply with all

the Act's requirements, including, but not limited to: registration and listing (21 CFR Part 807);

labeling (21 CFR Part801); good manufacturing practice requirements as set forth in the quality

systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation control

provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

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

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

results in a classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801, please

contact the Office of Compliance at (301) 594-4591. Additionally, for questions on the promotion

and advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also,

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

Part 807.97). Other general information on your responsibilities under the Act may be obtained from

the Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or at (301) 443-6597 or at its Internet address
"http://www.fda.gov/cdrh/dsmamain.html".

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at

(301) 594-1212.

Sincerely yours,

Nancy C. Brogdcon
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Diagnostic Ultrasound Indications For Use Form

System X Transducer_
Model SSA-770A
510(k) Number(s)

Mode o f Operation

B M P C Color Amplitude Color Combined Harmonic 1.5 1.5 TDI-

ApW Doppler Doppler Velocity (Specify) Imaging Harmonic RSI Q

D D Imaging[

Ophthalmic - - - -

Fetal P p P P P p P P P

Abdominal P P P P P P P P P

lntraoperative (Specify)** P P P P P P P

Intraoperative
Neurological
Pediatric P P P p p P P P

Small Organ (Specify)*** P P P P P P P 1

Neonatal Cephalic P P P P P P P

Adult Cephalic P P P P P P P P

Cardiac P p p p P P P PE

Transesophageal P p P P P P P E'

Transrectal P P P p P P I

Transvaginal P P P P P P

Transurethral

Intravascular

Peripheral Vascular P P P P P P

La~~~~~ p I P P P

Msculo skeletal I' P I, P PP

Superficial
Musculo-skeletal e
Conventional

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; B/PWD;

BDF/PWD; BDF/MDF; BDF/MDF/PWD;B-TDI; M-TDI; 2D/CWD; BDF/CWD;

CHI/I2D; FEI/2D; CHI/BDF; FEUIBDF

E'- Added via LT against SSA-700A 510,k) control number K022400

Previous 5 10(k I for this device k013633
** Abdominal
* For example: thyroid. parathyroid, breast, scrotum and penis

(PLEASE DO NOT WRITE BELOW THIS LINE CONTINUE ON OTHER PAGES IF NEEDE[))

Concurrence of CDRII, Office of Device Evaluation (ODE)

Prescription Use(Per2l CFR 801.109)11

(Division Sign-OffM
Division of Reproductive, Abdominal,
and Radiological DevicesI 4tl q
510(k) Number __,J 'T{ __t l
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Diagnostic Ultrasound Indications For Use Form

System Transducer X
Model PST-25AT
510(k) Number(s)

Mode of 0 eration

B M P C Color Amplitude Color Combined Harmonic 15 1.5 TDI-

A laoW WDoppler Doppler Velocity (Specify) Imaging Harmonic RSI Q

DD imain

Ophthalmic
Fetal
Abdominal
Intraoperative (Specify)
Intraoperative
Neurological
Pediatric P P P P P P P P P

Small Organ (Specify)

Nevnatal Cephalic

Adult Cephialic

Cardiac P P P o P P P P E T
Transesophageal

Transrectal

ITransvaginat
[ Transurethral
Intravascular

Peripher al Vascular
Laparoscopic

Musculo skeletal

Superficial
Musculo-skeletal
Conventional

N= new indication; P =Previously Cleared by FDA; E =Added under Appendi:x E (1,TF)r

Additional Comtments:Co b ndMesB/;/PD

BDF/PWD; BDF/MDF; BDF/MDF/PWD;B-TDL M-TDI; 2D/CWD; BDF/CWD;

CHI/2D; FEI/2D); CHI/BDF; FEI/BDF

E' - Added via LTF against SSA-700A 510(k) control number K(022400

Previous 510(k) for this device k013633

pILEASE IX NOT WRITE BELOW Tis LINE CONTINUE ON (OTER PAGES iF NEEDED)

Concurrence of CDRn1, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 80 1. 109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices
51AOk Number
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Diagnostic Ultrasound Indications For Use Form

System _ Transducer X
Model PVT-37.5AT
5 10(k) Number(s)

Mode of prto

B M P C Color Amplitude Color Cobnd Hamnc 15 1.5 TDI-

Clinical Application WWDoppler Doppler Velocity (pcy) maig Harmonic RSI Q

D D I ai g _ _ _ _ _ _ _ _ _ _ _

Ophthalmic -__-__-_-

Fetal PPP P P ppp

Abdominal P P p p p -ppP

IntraoperatiVe (Specify)
lntraoperative Neurological
Pediatric -

Small Organ (Specify)
Neonatal Cephalic

Adult Cephalic _____ __

Cardiac
Transesophageal
Transrectal
Transvaginal----
Transurethral
Intravascua
Peripheral Vascular----
Laparoscopic--
Musculo-skeletal Superficial

Musculo-skeletal
Conventional _ T___ _____

N= new indication;, P Previously Cleared by FDA; E Added under Appendix E (LTF)

Additional Comments: Combined Modes: ~B/Nt BIP~WD;

BDF/PWD;BBDF/MDF; BDF/MD~FIPWD;B3-TDI; M-T.DI;2D/C.WD;BDFIC(_LWD

CHI-12D; FE1/2D; ~CI-lBDE FEI/BDF..

Previous 510(k for this deviceek01.363

(FIIASE DO NOT)WRYITEBELOW TilsLINE- CON-In~E ON OTIER PAGESIF NEEDlED)

Concurrence of CDRII, Office or Device Evaluation (ODE)

Prescription Use (Per 21 CFR 80 1. 109)

(Division Sign-Of
Division of Reproductive. Abdominal,
and Radiological Devices j4;q
510(Xk) Number
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Diagnostic Ultrasound Indications For Use Form

System _ Transducer X
Model PVT-661VT
5 10(k) Number(s)

Mode of Operation

Clinical ApplicationB M P C Color Amplitude Color Combined Harmonc 1.5 1.5 TIl-

Clinical Appication W WDoppler Doppler Velocity (Specify) Imaging Harmonic RSI Q

D D mi _ _

Ophthalmic----
Fetal

Abdominal 
____ __

Intraoperative (Specify)
Intraoperative
Neurolo ical

Pedatric

Small Organ (Specify) 
____ ___

Neonatal Cephalic - - - -_

Adult Cephalic
Cardiac
Tra ns eso p hageal

Transrectal p p p p p I'PP

Transvaginal P P P PPPPP

Transurethral

Musculo-skeletal

Conventional ____

N= new indication; P= Previously Cleared by FDA; E= Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M;BiPW.D

BDP/PD; BDIMDR DP/MDIPWDB-TDI; M-TDI; 2D/CWD; BDF/CWD;,

CHL/2D; FEI2D; CH-IBDF; F~ELBDF

previous 510krothsdvckt33

'TLEASE 00) NOT W711TE BELOW THIS LINE -CONmNJF. ON OTHER PAGES IF NEEDED)

Concurrence of CDRII, Office of Device Evaluation (ODE)

Prescdiption IUse (Per 21 CFR 80 1. 109) d
(Division Sign-Oflf)
Division of Reproductive. Abdominal,
and Radiological Devices i -k
51 0(k) Number ____________
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Diagnostic Ultrasound Indications For Use Form

System__ Transducer X
Model PLT-805AT
510(k) Number(s)

Mode of Operation

B M P C Color Amplitude Color Combined Hamionic 1.5 1.5 TDI-

Clinical Application w Doppler Doppler Velocity (Specify) Imaging Harmonic RS[ Q

0D D Imaging _____ _____

Ophthalmic
Fetal
Abdominal
Intraoperative (Specify)
Intraoperative
Neurological
Pediatric
Small Organ (Specify) P P P P P P P P

Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular P P P P P P P P

Laparoscopic
Musculo-skeletal P P P P P P p

Superficial
Musculo-skeletal P P P P P P P P
Conventional I I

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Moles: B/M; B/PWD;

BDF/PWD; BDF/MDF; BDF/MDF/PWD;B-TDI; M-TDL: 2D/CWD; BDF/CWD;

CHI/2D; FEI/2D; CHI/BDF; FEUIBDF

Previous 5 10(k) for this device k013633

(P1-EASE DO NOT WRITE ELOW TlH ILINE CONTINE ON OTIER PAGES IF NEEDED)

Concurrence of CtRIl, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

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

adiological Devices - Om
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Diagnostic Ultrasound Indications For Use Form

System__ Transducer X
Model PST-20CT
510(k) Number(s)

Mode of Operation ____ ____

B M P C Color Amplitude Color Combined Harmonic 15 1.5 TDI-

Clinical Application Pgj Doppler Doppler Velocity (Specify) Imaging Harmonic RSI Q

D0 Imaing

Ophthalmic

Netal P p P P P P P

Cardiac P P P P P P P P P

Abdominal
fIntraoperative (Specify)

Intraoperative

Transurctal

?eiatrivacua

Musculo-skeletal

SmauOgn(pefcify)I

Conventional I Ir_

N= new indication; P = Previously Cleared by FDA; E= Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; BIPWD;

BDFIPWD; BDF1MDF: BDFIMD~F/PWD;B3-TDI; M-T~DI;D/C~WD;BDFCWD;

CH1I2D. FEII2D CHIIBDF; F~EIBDF

previous 510kfothsdvck163

(PLEASE DO NOT WRITE BELOW THIS LINE -CON"iNUE ON OT11ER PAGES IF NLEED)EO

Concurrence of CUIR1I, Office of Device Evaluation (ODF)

Prescription Use (Per 21 CFR 801.109) Z

(DivisioSinOf
Division eta
and Radiological DeviceS
510(k) Numbera
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Diagnostic Ultrasound Indications For Use Form

System Transducer X
Model PLT-1204AX
510(k) Number(s)

Mode of Operation

B M P C Color Amplitude Color Combined Ilarmonic 1.5 1.5 TDI-

ApW W Doppler Doppler Velocity (Specify) Imaging Harmonic RSI Q

Ophthalmic

Fetal

Abdominal

Intraoperative (Specify)

Intraoperative
Neurological
Pediatric

Small Organ (Specify) P p P p p P pP

Neonatal Cephalic

Adult Cephalic

Cardiac
Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular P P P i pP

Laparoscopic

Musculo-skeletal P P P P P P P

Superficial
Musculo-skeletal P P P P P P

Conventional

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; B/IWD;

BDF/PWD; BDF/MDF: BDF/MDF/PWD;B-TDI; M-TDI; 2D/CWD; BDF/CWD;~

CH1/2D; FEI/2D; CHI/BDF; FEI/BDF

Previous 510(k } for this device k013633

(PLEASE 1)O NO T W'RITE BELOW ntHIS LINE CON I INUE ON OTHE R PAGES IF NEEDED)

Concurrence of CI)RII, Office of Device luation (01D)

Prescription Use (Per 21 CFR 801.109) (Division Sign-Off)

Division of Reproductive, Abdominal,

and Radiological Devices J -~
51(Xk) Number _
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Diagnostic Ultrasound Indications For Use Form

System__ Transducer X

Model PC-20M
510(k) Number(s)

Mode of 0peration
Clinical~~~~~~~~~~~~~~~~M Apiaon B

CioB M P C Color Amplitude Color Combined Harmonic 1.5 1.5 TDI-

A laoWV Doppler Doppler Velocity (Specify) Imaging Harmonic RSI Q

D D lmgin

Ophthalmic----
Fetal
Abdominal
Intraoperative (Specify)
Intraoperative
Neurological
Pediatric P

Small Organ (Specify)
Neonatal Cephalic

Adult Cephalic
Cardiac P

Transesophagcal
'Iransrectal

Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Superficial
Musculo-skeletal
Conventional

N= new indication; P = Previously Cleared byiDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; B/PWD;

BDFP/PWD; BDF/MDF; BDF/MDF/PWD;B-TDI; M-TDI; 2D/CWD; BDF/CWD;

CHI/2D; FEI/2D; CHI/BDF; FEL/BDF

Previous 510(k) for this device k013633

(PLEASE DO NOT WRITE ELLOW Tis LINE CON1NUE ON OlIHER PAGF FiF NEEDED)

Concurrence of CDRII, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices
51Ok) Number
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Diagnostic Ultrasound Indications For Use Form

System Transducer X
Model PET-5,lOMB
510(k) Number(s)

Mode of 0peration

Clinical Application B M P C Color Amplitude Color Combined Harmonic 1.5 15 TDT-

W Doppler Doppler Velocity (Specify) Imaging Harmonic RSI Q

U D Imain

Ophthalmic
Fetal
Abdominal
Intraoperative (Specify)

Intraoperative

Neurological
Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal P P P P P P P P

Transrectal
Transvaginal

Transurethral
Intravascular

Peripheral Vascular

Laparoscopic _____

Musculo-skeletal

Superficial
Musculo-skeletal
Conventional

N- new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M: BIPWD,

BDF/PWD; BDF/MDF; BDF/MDF/PWD;B-TD; M-TDI; 2D/CWD; BDF/CWD

CHI/2D; FEI/2D; CHI/BDF; FEU/BDF

(PLEASE DO NOT W.IE TBELOW rIS LINE- CONTINUE ON OTtER PAGES IF NEEDED)

Concurrence of CDRI[4, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

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

arw Radiological Devices

1A(k) Number - -12 CJLI IlI
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Diagnostic Ultrasound Indications For Use Form

System __ Transducer X
Model PLT-1202S
510(k) Number(s)

Mode of Operation

B M P C Color Amplitude Color Combined Harmonic 15 1.5 TDI-

Clinical Application w Doppler Doppler Velocity (Specify) Imaging Harmonic RSI Q

DD Imaging

Ophthalmic
Fetal
Abdominal
Intraoperative (Specify) P P p P e P P P

lntraoperative Neurological ----

Pediatric

Small Organ (Specify) P P P P P P P P

N eonata l Cephalic

]Adult Cephalic

[Crdiac

[Transesophageal
-Transrectal

Transvaginal- - - -

Transurethral

Intravascular

Peripheral Vascular . P P, P P P P

Laparoscopic

Musculo-skeletal Superficial PiiPi 1

Musculo-skeletal P P P P P PP P

Conventional
N= new indication; P = Previously Cleared byFDA; E =Added under Appendix E (LTF)

Additional Cormments: Combined Modes: B/M; B/PWD;

B3DF/PWD; BDF/MDP; BDF/MDF/PWD;B-TDI; M-TDI; 2D/CWD; BDF/CWD;

CHII2D; FEIJ2D; CHI/BDF; FEL/BDF

Previous 510(k) for this device k013633

(pLIASE DO NOT WRIT BELOW Tills LINE- CONTINUE ON OTHER PAGES IF NEEI)IDD)

Concurrence of CDRIH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

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

and Radiological Devices j 4LLC- A
510(k) Number K 'T '
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Diagnostic Ultrasound Indications F1or Use Form

System Transducer X
Model PET-704LA
510(k) Number(s)

Mode of Operation

B M P C Color Amplitude Color Combined Harmonic 1.5 1.5 TD-

cl a A o Doppler Doppler Velocity (Specify) Imaging Harmonic RSI Q

D D Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative (Specify)

Intraoperative
Neurological
Pediatric
Small Organ (Specify)
Neonatal Cephalic

_Adult Cephalic
Cardiac
Transesophageal
Transrectal

Transvaginal
Transurethral
Intravascular
Peripheral Vascular

Laparoscopic P P P P P P P

Musculo-skeletal
Soperficial
Musculo-skeletal

Conventional _________

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; B/PWD;

BDF/PWD; BDF/MDF; BDF/MDF/PWD;B-TDI; M-TDI: 2D/CWD; BDF/CWD.

CHI/2D; FEI/2D; CHI/BDF; FEI/BDF

IPrevious 510(k) for this device k013633

(PLEASE DO NOT WRIT 1BELOW TIlS LINE CONT]NUP EON OTIIER PAGES IF NEEDEl))

Concurrence of CDRII, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) I -
Division of Reproductive, Abdominal,
and Radiological Devices itI J V
510(k) Number l&U4 I ii
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Diagnostic Ultrasound Indications For Use Form

System__ Transducer X
Model PST-37CT
510(k) Number(s)

Mode of Operation

B M P C Color Amplitude Color Combined -armonic 1.5 1.5 TDI-Q

Clinical Application V W Doppler Doppler Velocity (Specify) Imaging THI RSI

D DU Imaging _ _ _ _ __ _ _

Ophthalmic

Fetal EE E E E

AbdominalE E E F E E E

Intraoperative (Specify)
Intraoperative
Neurological
Pediatric E E F E E

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic
Cardiac

ITransesophageal
Transrectal
Transvaginal

Transurethral
Intravascular
Peripheral Vascular

Laparoscopic
Musculo-skeletal
Superficial
Musculo-skeletal
Conventional

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Modes: BIM; BIPWD;

BDF/PWD; BDF/MDF; BDF/MDF/PWD;B-TDI; M-TDI; 2D/CWD; BDF/CWD:

CHI/2D; FEI/2D; CHI/BDF; FEI/BDF

(PLEASE DO NOT WRITE BELOW 11$ SLINE CONTINUE ON OTHER PAGES IF NEEDED))

Concurrence of CDRII, Office of Device Evaluation (ODE)

Prescription Usc (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices
q!3,(k) Number 166_
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Diagnostic Ultrasound Indications For Use Form

System Transducer X
Model PST-30BT
510(k) Number(s)

Mode of Operation

B M P C Color Amplitude Color Combined Harmonic 1 5 1.5 TDI-Q

Clinical Application w Doppler Doppler Velocity (Specify) Imaging THI RSI

D D Imaging

Ophthalmic
Fetal
Abdominal EEEE E E E E E

Intraoperative
(Specify)
Intraoperative
Neurological
Pediatric E E E E E E E E E

Small Organ
(Specify)
Neonatal Cephalic
Adult Cephalic ,
Cardiac E E E E E e P P

Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular _______ ___ ___

Laparoscopic- - _______

Musculo-skeletal
Superficial
Musculo-skeletal
Conventional

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; B/PWD;
BDF/PWD; BDF/MDF; BDF/MDF/PWD;B-TDI; M-TDI; 2D/CWD; BDF/CWL)
CHI/2D; FEI/2D; CHI/BDF; FEIBDE

(PL.EASEI1)0NOT WRITE BELOW 11115 LINE -CONQ 
2

N0O1lIR PACES IPLTiI)LD)

Concurrence of CRIOfc

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

Prescription Use (Per 21 CFR 801.109) and Radiological Devices K04 ILtff
510(k) Number ---
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Diagnostic Ultrasound Indications For Use Form

System Transducer X
Model PLT-704AT
510(k) Number(s)

Mode of Operation

B M P C Color Amplitude Color Combined Harmonic 1.5 1.5 TDI-Q

Clinical Application W Doppler Doppler Velocity (Specify) Imaging THI RSI

DD Imain

Ophthalmic
?etal
Abdominal
Intraoperative (Specify)-
Intraoperative
N~eurological
Pediatric
Small Organ (Specify) E E E E E E

Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal . .

Transurethral
Intravascular
Peripheral Vascular E E E E E E E E

Laparoscopic

Musculo-skeletalFE£ FFEMusculo-E E E E E E E F

Musculo-skeletal I E I E F I

Conventional

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; B/PWD;

BDFIPWD; BDF/MDF; BDF/MDF/PWD;BTDL M-TDI; 2D/CWD; BDF/CWD;
CHI/2D; FEI/2D; CHI/BDFE; EEL/HOP

(PLEASE DO NOT WRITE BELOW THIlS LINE -CONTINUE ON OMhER PAGES IF NEEDED)

Concurrence of CDRII, Orice of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices d/hi, (O
5 1 0(k) Number .
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Diagnostic Ultrasound Indications For Use Form

System Transducer X
Model PLT-1204AT
510(k) Number(s)

Mode of Operation

B M P C Color Amplitude Color Combined Harmonic 1.5 1.5 TDI-Q

wC c Doppler Doppler Velocity (Specify) Imaging THI RSI

DD ImaDin

Ophthalmic
Fetal

Abdominal

Intraoperative (Specify)

Intraoperative
Neurological
Pediatric

Small Organ (Specify) £ E E E E E E F

]Neonatal Cephalic
Adult Cephalic

Cardiac
Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular F E E E E E

Laparoscopic

Musculo-skeletal E E E

Superficial

Musculo-skeletal E F E

Conventional

N- new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Modes: BWM; B/PWD;

BDF/PWD; BDFLMDF; BDF/MDF/PWD;lB-TDI; M-TDI; 2D/CWD; BDF/CWD;

CI1112D; FEI/2D; CHI/BDF; FEI/BDF

(PLEASE DO NOT WRIfE BELOW TH[S LINEL CONTI1NE ON OILIER PAGES IF NEEDLE)

Concurrence of CDRUI, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) "t

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

I0(k) Number_____`
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Diagnostic Ultrasound Indications For Use Form

System Transducer X
Model PVT-375AX
510(k) Number(s)

Mode of Operation

B M P C Color Amplitude Color Combined 1Harmonic 1.5 15 TDI-Q

Clinical Application W Doppler Doppler Velocity (Specify) Imaging THI RSI

D D Imaging

Ophthalmic
Fetal EEE E E E E E

Abdominal E E E E E E E E

lntraoperative (Specify)
Intraoperative
Neurological
Pediatric E E E E E

Small Organ (Specify)

Neonatal Cephalic
_Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular

Laparoscopic - - - -
Musculo-skeletal

'Superficial
Musculo-skeletal
Conventional

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; B/PWD;

BDF/PWD; BDF/MDF; BDF/MDF/PWD;B-TDI; M-TDI; 2D/CWD; BDF/CWD;

CHI/2D; FEI/2D; CHI/BDF; FEI/BDF

(PlEASE DO NOT WRTET BELOW -ltIS LINE CONIlNUE ON OTHER PAGES IF NEEDED)

Concurrence of CDRII, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) ,/ ik tno ,,x..

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices.,
510(k) Number
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Diagnostic Ultrasound Indications For Use Form

System Transducer X
Model PST-65AT
5 10(k) Number(s)

Mode of Operation

B M P C Color Amplitude Color Combined Ilamnonic 1.5 1.5 TDI-Q

W C pDoppler Doppler Velocity (Specify) Imaging THI RSI

DD Imain

Ophthalmic
Fetal
Abdominal
Intraoperative (Specify)
Intraoperative
Neurological
Pediatric E F E 1 F E E

Small Organ (Specify)

Neonatal Cephalic 1 F 1 1 E F E E 1

Adult Cephalic

Cardiac E155 EE E E E

Transesophageal

ITransrectal
Transvaginal

Transurethral
IIntravascua
Peripheral Vascular
Laparoscopic
Musculo-skeletal

Musculo-skeletal
Conventional

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; B/PWD;
BDF/PWD; BDF/MDF; BDF/MDF/PWD;B-TDI; M-TDT; 2D/CWD; BDF/CWD;
CHI/2D; FE[/2D; CHI/BDF; FEIJBDF

(PLEASE DO NOT WR(TE BELOW TillS LINE. CONTINUE ON OTHER PAGE IF NEEDEl)

Concurrence of CDRl, Office of Device Evaluation (ODE)

Prescription Use (Per 2[ CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices .
510(k) Num0ber kI
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Diagnostic Ultrasound Indications For Use Form

System__ Transducer X
Model PLT-604AT
510(k) Number(s)

Mode of 0peration

Cio B M P C Color Amplitude Color Combined Harmonic 1.5 1.5 TDI-Q

AlaoW Doppler Doppler Velocity (Specify) Imaging THI RSI

D D Imaging

Ophthalmic
Fetal
Abdominal
lntraoperative (Specify)
lntraoperative
Neurological
Pediatric

Small Organ (Specify) E E E E E E E

Musul-sElEtE IE - E ICE E F C

Ne onatal Cephalic
Adult Cephalic

Cardiac
Transesophageal
Transrectal
Transvaginal

lntravasculaF
Peripheral Vascular F E FE JE -E E D BDF/C Et

Laparoscopic----
AMuscosketaN IEE E E E E E E

Superficial C(
PMuscrpon -ske(P E E r 2E E 0 1

Conventional
N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined ~Modes: B ./M;B/PWD;

BDF/PWD; BDF/MDF; BDF/MDF/~PWD;B-TDl; 1M-TD1; 12D/CWD; BDF/CW D;

(f L.EASL DONOT WR TE BE .OV its -NE CONT[NUE ON OTHER PAGES IF NEEDED)

Concurrence of CinRti, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) {Divisin$g-P
Division of Reproductive, Abdominal,
and Radiological Devices I
510{k) Number [_' J_____ d _-_

-c
_
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Diagnostic Ultrasound Indications For Use Form

System Transducer X
Model PST-50AT
510(k) Number(s)

Mode of 0 eration

B M P C Color Amplitude Color Combined Harmonic 1.5 1.5 TDI-Q

Clinical Application w Doppler Doppler Velocity (Specify) Imaging THI RSI

D0D Imaging

Ophthalmic
Fetal
Abdominal
Intraoperative (Specify)
Intraoperative
Neurological
Pediatric E E E E E E

Small Organ (Specify)

Neonatal Cephalic E E E E E E E

Adult Cephalic
Cardiac EAE 0 E L E E E El)

Transesophageal
Transrectal

Tr~~~~~~~~~~andsRadilgicalleie yriIi

Transurethral

Intravascular

Peripheral Vascular

JLaparoscopic
Musculo-skeietal

Superficial
MusuuloAskeletalJConventional

N= new indication; P =Previously Cleared by FDA; E =Added under Appendix E (LTF)

Additional Comments: ---- Combined M~odes: B/M B/PWD;
~~~~~~~~BDFPDL BFMDF D/D/W;-TDI; I-TI 2D/CWD; BDF/CWD;

(`pLEASE1D NOT WRITEBELOW lttS L1NE CONIIUE ON OTHER PAGES IF NEEDED}

Concurrence of CDRn, Office of Device Evaluation (ODE)

Prescription Use (Per 21 £:FR 801I.-109) ~ijn. , ~ .

(-Division Sign-Oft

Division of Reproductive, Abdominal,

and Radiological Deis ' 0 s~~(
5i10Ik) Number
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Diagnostic Ultrasound Indications For Use Form

System Transducer X

Model PLT-308P
510(k) Number(s)

Mode of 0 eration

B M P C Color Amplitude Color Combined Harmonic 1.5 1.5 TDI-Q

Clinical Application W W Doppler Doppler Velocity (Specify) Imaging THI RSI

D Imaing

Ophthalmic
Fetal
Abdominal E £ E E E E

Intraoperative (Specify) E E E E E

Intraoperative
Neurological
Pediatric E E E E E

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic
Cardiac

Transrectal

Transurethral

intravascular

Peripheral Vascular
Laparoscopic

Musculo-skeletal
Superficial
Musculo skeletal

Conventional

N= new indication; P =Previously Cleared by FDA, E =Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; B/PWD;

BDF/WD; DF/MF; BF/MD/PWDB-TDI; M-TDI; 2D/CWD; BDF/CWD;

(pL.EASE DONOT WITE BELOW TllS LINE. CO~lINUE ON OTIERIPAGESIF NEEDED)

Concurrence of CDRII, Office of Device Evaluation (ODE)

Prescription Use (Per 21' CFR 801.109' )~ ~ ~r* ~"

(Division Sign-Off})~

D~ivision of Reproductive, Abdominal,
rn-d Radiological Devices i .4 5
S5i I(k) Number
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Diagnostic Ultrasound Indications For Use Form

System__ Transducer X
Model PET-508MA
5 10(k) Number(s)

Mode of 0peration

1 M P C Color Amplitude Color Combined Harmonic 1.5 1.5 TDI-

Clinical Application \k *W Doppler Doppler Velocity (Specify) Imaginr Harmonic RSI Q

D 1)agin2

Ophthahnic
Fctal
Abdominal
lntiaoperative (Specify)
Intraoperative
Neurological
Pediatric
Small Organ (Specify)

Neonatal Cephalic----

Adult Cephalic

Criac 
_

Transesophageal E E E E L

Muransrsetal
TCansvaginal
Transu~rethral

lntravascular

Perip3heral Vascular- - - -

ILaparoscopic
Msculo-skeletal

Su )erficial

IMsculo-skecletal

IConventional ....

N= new indication: p = Previously Cleared by FDA; = Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; B/PWI):

B3DF/PWD; BDF/MDF; BDF/MDF/PWD;lB-TDI; M-TDI: 2D/CWD; IBDF/CWD;

CHI/2D: FEI/2D; CHI/BDF; FEIBDF

<PLEASE DO NOT WRITE BELOW FlitS LINE CO,\I\UE ON OCtiER 'AGES IF NEIEE[))

Concurrence of CIJRII, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 80 1. 109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices l.NL]J(IGO
ai`0ik) Number KAJ'T
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Diagnostic Ultrasound Indications For Use Form

System Transducer X
Model PVT-770RT
510(k) Number(s)

Mode of 0peration

Cp Ni P C Color Amplitude Color Combined Harmonic 1.5 1.5 TOT-
Clinical Application Hroi s

\k W Doppler Doppler Velocity (Specify) Imaging Harmonic RSI Q
DD 0Inaoing

Ophthalmic

Fetal

Abdominal
lntiaoperative (Specify)

Intraoperative
Neurological

Pediatric

Small Organ (Specify)

Neonatal Cepbalic

Adult Cephalic

[Cardiac

Muransesophageal
oTransvectal

N= n~~~Ew niain E Peiuly; Ceae byFA E =, Ade ne peni (LF

Transvaginal C1e Co e E / W

I3DF/PWD;~~~~~ EDIMF BD/DFPD;-D M-D:20CD BFCD

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Muscuto-skeletal
Superficial
Musculo-skeletal
Conventional

N= new indication; P =Previously Cleared by FDA; E =Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; B/PWD:

CHY/2D; FE1/2D; CHI/BOF; FE1/BDF

<PLEASE DO NO1 WRIT-E BEI .W' Tills LIN. CONTINULE ON OTitLR PAGES II NEEDED)

Concurrence of CI)R1, Office of Device E'aluation (ODE)

Prescription Use (Per 21CFR 801.109) 4 i-

i iIivision Sign-Off)
Division of Reproductive, Abdominal,
aand Radiological Devices C
510(k) Number
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Diagnostic Ultrasound Indications For Use Form

System__ Transducer X

Model I PVT-375BT
510(k) Number(s)

Mode of 0peration

B N1 P C Color Amplitude Color Combined Ilarmonic 1.5 1.5 TDI-

Clinical Application Xk \k Doppler Doppler Velocity (Specify) Imaging llarmonic RSI Q

D D Imaging

Ophthalnic
E E EE E E

Abdominal 
EEEF E F E E E

Intraoperative Neurological

Pediatric E EF

Small Organ (Specify)
Neonatal Cephahic
Adult Cephalic
Cardiac
Transesophageal
Transrectal

Transvaginal
Transurethral
intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal Superficial
Musculo- skeletal
Conventional

N= new indication: p = Previously Cleared by FDA; E = Added under Appendix E (LTF)

Additional Comments: Combined Modes: B/M; B/PWD;

13BDF/PWD; BDF/MDF; BIDF/MDF/PWD;B-TD[; M-TDI: 2D/CWD; BDF/CWD;

CHI!21): FEtI/2D; CHII/BDF; FEI/BDF

,pLEASEDONor \VRIIEBU OW IlS LINE CONIINU }:N011HZERPAGESII NI '-DEO)

Concurrence or (.)II1, Orce of IDeice Evaluation (O)DE)

Prescription Use (Per 21 CFR 801.109)

,P;,, sion Sign-Off)
;ovsln of Repro6uctive, Abdominal,

4A-2 6 (~ical Devices

A-263



Diagnostic Ultrasound Indications For Use Form

System _ Transducer -X

Model PVT-382BT
5 10(k) Number(s)

Mode-f rtin

B Ni P C (Coor Am~pliftidc Color Combined I larmonic i. L5 11)1-

Clinical Application WXDoper Doppler velocity (Specify') Imag'ing Harmonic RSI Q

Ophthalmic

Fetal F F I

Abdominal E F

lntraoperative (Specify)
lntraoperative Neurological

Pediatric F~~~~ F E FE

Small Organ (Speciy

Neonatal Cephalic
Adult Cephalic
Cardiac
TI'ra nseso plhagealI
T, ansiectal
TranSvagi nal

el 11 SupCocrrncefrf)iciaceolDvieEvluton(OF

[Convernus ~ ~ ~ ~ ~ ~ ~ Dvio o epoucivnAboinl

N= ew ndiatins - revousy Ceard b FAn; R Adioogca udevicpesindix JA (L

Addiiona Coments - (ornbned0odes Num'BerPW.D'I

BDF/XVD~BDFMDF~BDFMD~/PNV 1 A-TD27_l2/CNDBFQ.


