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{é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

APR14 m 9200 Corporate Boulevard

Rockville MD 20850

Paul Schneider, Ph.D.
Regulatory Affairs Consultant
SonoVision Corporation

377 Route 17 South

Suite 204

Hasbrouck Heights, NJ 07604

Re: K993092
SONADA Ultrasound System
Regulatory Class: 1II/21 CFR 892.1560/21 CFR 892.1550
Product Code: 90 IYO/90 IYN
Dated: March 10, 2000
Received: March 13, 2000

Dear Dr. Schneider:

We have reviewed your Section 510(k) 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 SONADA Ultrasound System, as described
in your premarket notification:

Probe Model Numbers

CLI 4900 6.5MHz Trans-vaginal (endocavity) probe
CLI 5000 6.5MHZ Trans-rectal (endocavity) probe
CLI 6000 12.5MHz Peripheral Vascular probe

CLI 7900 3.5MHz General Abdominal probe

If your device is classified (see above) into either class II (Special
Controls) or class III (Premarket Approval) 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 895. A
substantially equivalent determination assumes compliance with the Good
Manufacturing Practice requirement, as set forth in the Quality System
Regulation (QS) for Medical Devices: General (GMP) regulation (21 CFR Part
820) and that, through periodic QS inspections, the FDA will verify such
assumptions. Failure to comply with the GMP reqgulation may result in
regulatory action. In addition, the Food and Drug Administration (FDA) may
publish further announcements concerning your device in the Federal Register.
Please note: this response to your premarket notification does not affect any
obligation you may have under sections 531 and 542 of the Act for devices
under the Electronic Product Radiation Control provisions, or other Federal
laws or regulations.
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This determination of substantial equivalence is granted on the condition that
prior to shipping the first device, you submit a postclearance special report.
This report should contain complete information, including acoustic output
measurements based on production line devices, requested in Appendix G,
(enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.”
If the special report is incomplete or contains unacceptable values (e.qg.,
acoustic output greater than approved levels), then the 510(k) clearance may
not apply to the production units which as a result may be considered
adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It
should be clearly and prominently marked “ADD-TO-FILE” and should be submitted
in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

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 and additionally 809.10 for in vitro diagnostic devices), 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. RAlso, please note the regulation
entitled, “Misbranding by reference to premarket notification” (21 CFR
807.97). Other general information on your responsibilities under the Act may
be obtained from the Division of Small Manufacturers 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.

Sipgerely yours,

M/ﬁfaqw
’4;( Daniel G. Schul&z, M.D.
Captain, USPHS
Director, Division of Reproductive,
Abdominal and Radiological Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosures



Device name: SONADA ULTRASOUND SYSTEM

Diagnostic Ultrasound ladications for Use Forim

Fill out oné forni for €ach ultrasound System and each transducer.

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

Madeé of Opération

CWD.

Color

Ampitude

Dopp(ef'

Color
Velocity
faging’

COmbmed

Other

tsokcity) | tspecity, |

_Ophthaimic:

Fetal

Abdomleat

Intraopecative (spedify}

Intraoperative Neurslogicsi

Srst Orjyan (specify)

Neonatal Cephalc

Adult Cephfic

Transesophageal:

Transrectal.

'fmnjs‘%gi'nal

Teansurethral

{intravascylar

Peripberal Vascuiar

Muscito-skeletal Sipeificial

Other (specify)

N= new indication; P= previously cleared by FOA: £= added yndec Appendix E
Small organ=Breast, Thyroid, Testes

Additional Comments:_

(PLEASE 00 NOT WRITE BELOW YHIS LINE - CONTINUE ON ANOTHER PAGE W NEEGED)

Préscrption Use (Per 21 CFR 801.109)

Concurrence af CDRH, Office of Device Evaluation (ODF)

%/ d ﬁww

(Dwnsnon Slgn Off)
Division of Rvproducuvc, Abdominal, ENT,

and Radiological Devices

510(k) Number £ 94 39 4+
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Device Name: CL1 4900 6.5MHz Trans-vaginal (endocavity) probe
Diagnostic Ultrasound ladications for Use Forin
Fill out one formi for @ach ultrasound Systém and each transducer.

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

Modeé of-Operaticn

Chiéical Application Al e | M |pwplewo | Coor | Amgitude | Color | Combined
Dopplec | Ooppler | Velocky | Tspécity)

Cther
tnfaging | L

htragé rative Neurdlogica!

—_—_— e T T T T T T T T
Sehall Ogan (specify)

Neonatal Cephalic
AdultCephilic

Transesophageal:

Transrectal.
Tradisvaginal . P

Transurethral

{ntravascular

Musicido-skeletal Superficial .

Other (specify) » : N oo e m—
N= new indication; P= previously cleared by FDA; £= added undet Appendix E

Additional Comments:___ e s _

PLEASE 5O NOT WRITE BELOW TS LINE - CONTIRUE ON ANOTHER PRGEE NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE) '

Prescription Use (Per 21 CFR 801.109) gd/n:”/éj é
(Divisicu Sign-Off)
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510k Number 790§ - 3.5




Device nanié: CU 5000 6:5MHzZ Trans-rectal (éndocavity) probse

Diagnostic Ultrasound lndications for Use Forin

Fill out one formi for each ultraséund System and each transducer.

(mténded Use: Diagnostic ulfrasound imaging or fluid flow analysis of the human bodyas follows:

56 of Operatio

Chicical Appiication A| 8| M |raplecwo| Cor | Amplitude | Color | Combined |
. maging’ :

{specity). |

Ophthaimic:

Fetal

| Abdornbeat 1 b

intraoperative (specify)

] traopecstive Neurslogical

Pediatric

Senat Orggan (specify)

Neonatal Cephalic

Aduit Cephalic

Transesophageal

Transrecial. P

Trargsvagiral

Trensurethral
intravascular

Peripheral Vascuiar

Muscuto-sKeletal Supetficial .

Ofher (specify)

N= new indication; P= previously cleared by FDA; £= added undec Appendix E
Additional Comments: R DR

(PLEASE DO NOT WRITE BELOW Tt § LINE - CONTIUE ON ANOTHER PAGE I NEEBED)
Concurrence of CORH, Office of Device Evaluation (ODE) ’

Prescription Use (Per21 CFR 801.109)

giml/ ALy
(Division Sign-Off) ¢
Division: of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number_ K 74309 >

36



Device name: CLI 6000 12.5MHz Petipheral Vascular probe
Diagnostic Ultrasound Indications for Use Forin
Fill out oné forni for €ach ultrasaund System and each transducer.

Inténded Use: Diagnostic ulfrasound imaging or fluid flow analysls of the human body as: follows:

Modé of Operation

Chrical Appication Al e | u|rwolewo| conr | Amdtode | cobor | Combinea | omer
Doppier | “Ooppler | Velocki | Tsekat) |ty

Fetal

Abdoinlnal OO SUNN I

Intradpecative (specify)

fntraoperstive Neurslogical

Small Organ (specify) ) | P

Transesophageal:

Transcectal.

Trarisvaginal

Transurethrat

infravascutar

_Musculo-skeletal Superficial .

Other (specify)

N= new indication: P= previouisly cleared by FDA: €= added yndec Appendix E
Additional Comments:_ Small organ = Breast, Thyroid, Testes

{(PLEASE 56 MUY WRITE BELOW 1145 LINE . CONTINUE O AROTHER PAGEE NEEOED)]
Concurrence of CORH, Office of Device Evaluation (ODE) '

Prescription Use (Per 21 CFR 801.109)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number X994 309 > 3-7




Device name;:CLI 7900 3.5MHz General Abdominal probe

Diagnostic Ultrasound lndications for Use Fotm

Fill out:ane form for each wltrasourid system and each transducer:

(ntended Usé: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Sedl Application

_ Modé of Operation

PWD

' Ampliude
Doppler

Color
Dopplec

cWD

Coloc
Velocky
imaging |

Other
{specify)

Ophthaimic

Fetal

_Abdatriinal

lntradperalive (specify)

Intragperative Neurslogical

Pediatric

Small Oigan (spedity)

Neonatal Cephaiic

Adutt Cephalic

_ Cardiac.
Transesophageal:

Transredial

Trarisvgical

Transurethral

Infravascutar

P_e‘ﬂ'phe'ra[ Vascular

Laparoscopic

Muscylo-skeletal
Conventional

Musoulo-skaletal Superficial

Otheg {specify)

- N=riew indication; P= previously cle

Additional Comments:

ared by FOA; €= added unuer'Ap’pe‘hdix:E

{PLEASE DO.NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE # NEEDED)

Prescription Use (Pér21 CFR801.109)

Concurrence of CORH, Office of Device Evaluation {ODE)

Lt £ Ly

(Division Sign-Off)

4

Division of Reproductive, Abdominal, ENT,
and Radiological Devices '

510(k) Numher_[éizzg ﬁj‘

—— e e
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