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510(k) Summary

The following 5 1 0(k) summary has been prepared pursuant to requirements specified in

2ICFR¶807.92(a).

807.92(af 1)
Submitter Information

Carri Graham, Official Correspondent
The Anson Group
7992 Castleway Drive
Indianapolis, Indiana 46250
Phone: (317) 849-1916 x103
Facsimile: (317) 577-9070

Contact Person: Card Graham

Date: February 4, 2005

807.92(a)(2)

Trade Name: 7350 Ultrasound Imaging System

Common Name: Ultrasound Imaging System

Classification Namne(s): Ultrasonic pulse doppler imaging system 892.1550
Ultrasonic pulsed echo imaging system 892.1560

Classification Number: 9OIYN; 90IYO

807.92(a)(3)
Predicate Device(s)

Esaote, S.p.A. 7250 Ultrasound Imaging K982444
System

Esaote, S.p.A. 7250 Ultrasound Imaging K994369
System

Esaote, S.p.A. 7300 Ultrasound Imaging K040596
System

7



510(k) Stunmmaary
7350 Ultrasound Imaging System
Esaote, S.pA.

807.92 (a)(4)

Device Description

The 7350 is a mainframe ultrasound system used to perform diagnostic general

ultrasound studies. Its primary modes of operation are: B-Mode, M-Mode, Doppler and

Color Flow Mapping and, on lower frequency probes, Tissue Enhancement Imaging

(TEI). The 7350 is equipped with a CRT Color Display. The full alphanumeric keyboard

allows complete on-screen data entry of patient information and on-screen annotations.

The 7350 can drive phased (PA), convex (CA) and linear array (LA) probes.

The 7350 is equipped with a CD-RW disk drive that can be used for image storage. Data

can also be stored directly to a Personal Computer via a LAN port. Optional accessory

devices available for the 7350 include an S-VHS video recorder; a monochrome or color

page printer. The 7350 is equipped with an isolation transformer to adequately insulate
the system's peripherals.

807.92(a)(5)
Intended Use(s)

Esaote's Model 7350 is a mainframe ultrasound system used to perform diagnostic

general ultrasound studies including Cardiac, Transesophageal, Peripheral Vascular,

Neonatal Cephalic, Small organ, Musculoskeletal (Conventional and Superficial),

Abdominal, Fetal, Transvaginal, Transrectal and Pediatric.
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5 10(k) SLmmary
7350 Ultrasound Imagjing System
Esaote, Sp.A.

807.92(a(6)
Technological Characteristics

7350 (This submission) 7300 (K040596) Megas (K982444 &
994369)

Electrical Safe t y l EC6060 I-IEC60601-1 IEC60601-1Electrical Safety ~~~~~~ ~ ~ ~ ~ ~~IEC60601-1 Tak3(cutcOtu

Ultrasound Safety Track 3 (Acoustic Output Track 3 (Acoustic Output Track 3 (Acoustic Output

Displa Display)

Indication for Use YES YES

* Cardiac YES YES

• Transesopha eal YES

· Peripheral Vascular YES YES

* Neonatal Cepbalic YES YES ~~~~~YES

* Adult Cephalic YESYEYS

* Small organ YES YES YES

* Musculoskeletal YES YES NO

(conventional &

superficial)
* Abdominal YES YES YES

OB/Fetal YES YES

Transvaginal YES YES

Transrectal YES YES

* Pediatric YES YES

Probe Technology!_YESYES

* Phased Array YES YES YES

* Linear Array YES YES YES

* Convex Arra YES YES YES

* Doppler Probes YES YES YES

Modes of operation 20, M-Mode, PW, CW, CFM, 2D, M-Mode, PW, CW, CFM, 2D, M-Mode, PW, CW,

Amplitude Doppler, TEl Amplitude Doppler, TEl CFM, Amplitude Doppler,
TEl

Imaging Frequencies 2.0,2.5, 3.5, 5.0, 7.5, 10 MHz 2.0,2.5, 3.5, 5.0, 7.5, 10 MHz 2.0,2.5, 3.5, 5.0, 7.5, 10
MHz

CFM/Doppler Frequencies 2.0, 2.5, 3.3, 5.0, 6.6, 8.0 MHz 2.0, 2.5, 3.3, 5.0, 6.6 MHz 2.0, 2.5, 3.3, 5.0 MHz

Tissue Velocity Mapping YES YES NO

feature

Biopsy Guidance YES YES YES

* Biopsy Intended Uses General Purpose, Transrectal, General Purpose, Transrectal, General Purpose,

Transvaginal Transvaginal Transrectal, Transvaginal

* Biopsy Line Depth I cm 1 cm 1 cm

marker
Teedle Guide Angle ABS421: 200 300 A85421:200 300 ABS421: 200 300

ABS523: 450 ABS523: 450 ABS523: 450

ABS123: 3.80 ABS123: 3.80 ABS123: 3.80
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510(k) Summary
7350 Ultrasound lIaging Systenm
Esaote. S.p.A.

7350 (This submission) 7300 (K040596) Megas (K982444 &
994369)

ABS621: 250 350 ABS621: 250 350 ABS621: 250 350

Display type CRT LCD LCD or CRT (optional)

Display Standard SVGA SVGA SVGA

Digital Archival YES YES YES

Capabilities

DICOM Classes: YES YES YES

Media Storage, Storage
SCU

VCR / Page Printer YES YES YES

M&A Capabilities Cardiac, Vascular, OB and Cardiac, Vascular, OB and Cardiac, Vascular, OB and

general purpose measurements general purpose measurements general purpose
measurements

Weight 90 kg portable: 10 kg 25 kg
with trolley: 40 kg

Dimensions 60(w) x 155(h) x 90(d) cm portable position: portable position:
35.5 (w) x 14 (h) x 49 (d) cm 46 (w) x23.5 (h) x 55 (d)
use position: cm
35.5 (w) x 41 (h) x 49 (d) cm use position:
with trolley: 46 (w) x 23.5 (h) x 68 (d)

50 (w) x 130 (h)x 51 (d)cm cm
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Public Health Service

DEPARTMENT OF HEALTH & HUMAN SERVICES

211~ 8 20Food and Drug Administration
FEB 2 8 2005 9200 corporate Boulevard

Rockville MD 20850

Esaote S.p.A.

% Ms. Carri Graham
The Anson Group
7992 Castleway Drive
INDIANAPLOIS IN 46250

Re: K050326
Trade Name: 7350 Ultrasound Imaging System (or MyLab5O)

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

Regulation Name: Diagnostic ultrasonic transducer

Regulatory Class: 1I
Product Code: 90 IYN, IYO, and ITX
Dated: February 4, 2005
Received: February 9, 2005

Dear Ms. Graham:

We have reviewed your Section 510(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 7350 Ultrasound Imaging System (or MyLab5O), as described in your premarket

notification:

Transducer Model Number

PA230 PA023

PA121 LA522

PA122 LA532



Page 2 - Ms. Graham

LA523 CA123

LA424 2.0 CW

CA421 5.0 CW

CA430 EC123

CA621 TEE022

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

it may be sublect 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 Part 801); good manufacturing practice requirements as set

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

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

This 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.g., 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 preniarket

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 (240) 276-0120. Also, please note the regulation entitled,

"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain

other general information on your responsibilities under the Act from the Division of Small



Page 2 - Ms. Graham

Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or

(301) 443-6597 or at its Internet address http://www.fda.g ov/cdrh/dsma/dsmnamain.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. Brogdbn
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

Mod.7350

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

Miode of Operation

Clinical Application A B M PWD CWD Color Amplitude Color Combined Other (specif)

Doppler Doppler Velocity (specify)
Imaging -

Ohthalmic

Fetal.. . N N N N N 1Ni NJ31

Abdominal N N N N N N [

Intraorative (spe c fy

lntraoperative NeuroloNical

Pediatric N N N N N N N I N 3

hrarl Vaop scular N N N N N N

nastlCeptal N N N N N Nih

N N NN[I]

Anvuletinhall
Transesopha~¢al ~N N N N N N Ill

Musculo-skeltal N N N N N NN I

Tonvuenthonal

ther Vscif u N N

N-rnew indication; P~previously cleared by FDA; E= added under Appendix E

Additional Comments:
111 Applicable combined modes: B+M+PW+CW+CFM+PD
[2] Small organs include Thyroid, Breast and Testicles.

[3] Tissue Harmonic Imaging

(rLEASE DO NOT WRITE BCLOW THIS LINfI CONTINUE ON ANOT'HER IACE IF NEEDED

concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off

Division of Reproductive, Abdoominal,
and Radiological Devices
510(k) Number __ _. _ . ._/_
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Diagnostic Ultrasound Indications for Use Form

Transducer: PA230

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

CliniclAplicM WD wD Color Amplitude COlOr Combined other (specify)

Doppler Doppler Velocity (specify)
main

TFn ectal

Abdominal ]

nTora Neurooehcal

~¢intravacla

Neonata-sCelehali

Conltntionali

MusTuaoskeltIsophacia l

Tmrecat

Tandvdtional

Laparc,~ ~ ~ ~~onure~ sofpDicOfieo evc vlato OE

Prscripton-Use (ert a Cl 0119

C~~~~~~~~~~~~Dvsonvo eprdutive bomnal.

MuIasnRdicoloseal 
Suerficei

N-new indication; p~previously cleared by FDA; E = added Linder Appendix E

Additional Comments:

[1I] Applicable combined modes: B+M+PW+CW+CFM+PD

[3! Tissue Harmonic Imaging

(PL.EASE DO NOT WRITE BELYW THIS LINE. CONTINUE ON ANOTHER PAGE' IF NEEDED

concurrence of CDRIL, Offce of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.1091

(Division Sign-Off)

Division of Reproductive, Abdominal,

and Radiological Devices

51O(k) Number -
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Appendix F

PA121

Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system and each transducer.

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

Mode of Operation

or m Color Combined Other

Clinical Appi cation APWDoVospcf) (PW) Doppler Doppler Velocity (specify) (specify)

0 M c~ ~ ~ ~ ~~~~~CM PD lmi

Ophthalmic

Fetal
N III ~N 131

Abdominal N

lntraoporative
(Specify)

lntraoperative
Neurolo Ical
Pediatric__

Small Organ ..(sr cc

Neonatal Cephalic

Adult Cephalic

Cardiac N N N N N~~~~~~~~~- N II N 131

Tranesoph agea

Transrectal

Transvaginal

Transurethrall

[ntravascular

Peripheral
Vascular

LaparoscopIc

'Musculo-skleltal
Conventional

Musculo-skcletal
Superficial

Other

N: new indication: I, previously cleared by FDA; I. added under Appendix E

Additional CommeInts
I I I Applicable combined modes: B+PW+CFM+M+PD
[31 Tissue Harmonic Imaging

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

Concurrec of CDRH. Officeof Dervice

(Division Sign-Off)

Trescription Uses Division of Reproductive, Abdominal. "

and Radiological Devices,+.~ A,.

510(k) Number-e_"_



Diagnostic ultrasound Indications for Use Form

Transducer: PA122

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

Clinical Appliaion A WD CD olr Amplitude Colo Combned Other (Specify

Dplr Doppler Velocit seiy

Tntrecal

Tran s urethl

ethraIVaSCUl&N N N

VasarocO ar

.Conventional.

Musculo-SkletMS fca

N==new indication; p=previously cleared by FDA; E= added under Appendix ES

Additional Comments:de:BmP CW FM D

[lI Applicable combined MOdsBtMP CW FM D

(PLESE DO NOT WRIFTE BEWW ThIS IANF. OmNTIUE ON "NOMER PAGE IF NEEDED

concunmece of CDRHI, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 80 I.1 09)

&ttisin Sgn- ff) n

Division of Reproductive, Abdominal,
awd Radiological Devices

0(k) Number ________________
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Appendix F
PA023

Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system and each transducer.

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

Mode of Operation

Clinical Aplcation A BM 7W-D 
Othe

ClinicalApplicaton A B M PWD CWD Color Amplitude Color Combined Other

(PW) Doppler Doppler Velocity (specify) (specify)

(CFM) (PD) Imaging

Ophthalmic

Fetal

Abdominal

lntraoperativC
(specify)

Intraoperative
Neurological

PeditricN N N N N NNi

Small Organ
(specify

Neonatal Cephalic N NIlNNl

N N N N N N~N I

iAdult Cephalic

Cardiac N N N N N NIl

Tranesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral N N N N N N NIl

Vascular
Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other

= new indication: P: previously cleared by FDA; E
= added under Appendix E

Additional Comments:
I I Applicable combined modes: B+PW+CFM+M+PD

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

Concurrence of CDRN, Office of Device Evaation (ODE)

- (Division Sign-Off)
......... , .....Division of Reproductive, Abdominal. 20

and Radiological Devices / . ~ :
1lW f~li Ni *,r



LA522 
Appendix F

Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system and each transducer.

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

lntraoperatlve ~ ~ ~ ~ ~ ~ Moe f peato

(spec if$') ~ ~ ~ PW oplr Doper Vlciy (seiy) (peiy

Neontal Cpai

AbdultCepali

nTraniesopagiea

Tr(srecifal

Intravaculeari

Peripheral N N N N N N Il!

VascultCpar i

apanosopicea

Coanventioal

Muscula-r lea

Superficial _________

Other

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

Additional Comments:
[I] Applicableccombined modes: R+PW+CFM+M+PD
(21 Small Organs (specifically, thyroid, testicles, and breasit)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOI HER PAGE IF NEEDED)

Concurrence ofCCDRH. Office of Djfa]u ion (ODE)

(Division Sign-Off)/
6 'rj" ~~~~~Division of Reproductive. Abdominal.,

and Radiological Devices 2
51M() Number



AppendixF
LA532

Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system and each transducer.

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

Superficiperataon

ClnclAddiction AlB CoPWenC:

Clil APPlcab On mAmplitude 
Colombined +her

(P( Doppler Doppler Velocif y (specify) bst)
TCFMu HmDc Imaging

Ophthami

Abdominal

Intraopeatve

Intraopatve
Nur 

ological v

Pediatric N II ]

Smal Organ m 
l 3

Neonatal aCepnl

Adult Cephnl

Cardiac

Tranesophagea

Transrectal

Transvaginal

Tramue

Intrayascula

Peripheral N N N N NNN11 N [3

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal

Other

N= new indication: P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
[1] Applicable combinedmodes: B+PW+CFM+M+PD
[21 Small Organs (specifically, thyroid, testicles, and breastt;

131 Tissue Harmonic Imaging

(PLEASEDO NOT WRITE BELO THIS LUNE4CONTINUE ON ANnTHlER PAGE IF NEEDED)

Concurrence ofCURB, Office of Devic Evluation (ODE)

',: :. ........... (Division Sign-Off)
Division of Reproductive, Abdominal, 22
4red Radiolo0gical Devices;~ __



Diagnostic Ultrasound Indications for Use Form

Transducer: LA523

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

Clinical Application A B M PWD CWD Color Amplitude Color Combined Other (specify)
Doppler Doppler Velocity (specify)

Ohthalmnic

Pen hcral~asctilM N N N N N

Addiioa Cmens

TransurethrcncreneofCR-a ffc o evc Eauain OE

PnrevscuripinUe(e 1CR8119

Conventional~~)vs~ll fReroutieAboinl

Additional CommentsdioogcalDevce
II I Aplicabe comined mdes:.BM ,PW sWnber+

[21 Smal organ includ~hyroi, Breas and Teticl23



LA424 Appendix F

Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system and each transducer.

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

Clinical Application A B FPWD CwD -Co-lor Amplitude Colo-r Combie Othe

(PW) Doppler Doppler Velocity (specify) (specify)

Fetal

Abdolminal

Intraoperative
(specify)

lntraoperative

Pediatric N N N N N N[Il!

Small Organ N N N N N NIII

Neonatal Cephalic _________ _____

Conventional

Musri o-sereal N NN N N NII]

AddietionalComns

(IJI Applicable combined mnodes: B4 PW+CFM+M+PD
[2J Small Organs (specifically, thyroid, testicles, and brewas)

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

Concurrencecof CDRIHI.Office of L7 Evaluation (ODE)

(Division Sign-Off) I
"ts O'~f Renroductive Abdoirninji 24



Diagnostic Ultrasound Indications for Use Form

Transducer: CA421

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

Clinical Application A B M PWD CWD Color Amplitude Color Combined Other (specify)

Doppler Doppler VOlocity (specify)

[3] Tissue H ~ ~ ~ ~ ~ ~ ~ ~ ~ ~~~IarmonicIagn

Fetal ( N W N N N N EEDED

Abdominal N N N N N N[I]N[3

_1ntoncrano Oc Devce io(

raopcriptioe Use(ro eo1Fca0

_t¢diatric N N N N N N [ ]N [3

-Small Orga spci 7

Neonatal Ccphafic

Adult~ ~ ~ ~ ~ ~ ~ ~ ~ ~~~~.,v tCeph(jtICabliOclfl

Cardiac

Transrectal2

ITrmosurethral

Intravascular

Prpaheral 'Vascuflar N N N N N N[I] [3

Musculo-skeletal
Conventional

Other/(specify) I

N=new indication; P=previously cleared by FDA; E= added tinder Appendix E

Additional Comments:
[I I ]Applicable combined modes: B+M+PW+CFM+PD.
{3] Tissue Harmonic Imaging

(pLEASE D:O NOT WRITE HEL0, TillS LINE. CONTINUE ON ANO
T M

IE PACE IF NEEDED

concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(D vision Sign-Off)
FD,r ¢ lo-rl "t ~eprodiuclive., AbdioJ¥1iala,

25



AppendixF

CA430

Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system and each transducer.

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

Mode of Operation

Clinical Appicaion A B M wD~ CWD Color Amplitude Color Co mbined rOth

Cliicl pp n A(PW Doppler Doppler Velocity (specify) (specify)

CFM PD Im n

Ophthalmic

Feta-~

Abdomina

Intraoperatve

Intraop ratve
Neurolo ical

Small Organ

Nonatal-Cephalic

Periperialr-

Adult Cae

Cardiac

Tranesophc

Mransrect al

Transvaeinal

ntaascular

Vascular _
-~paroscop c

Musculo-skeletal

Suefcial 
-

Other

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

Additional Commcnts

Il IApplicable combined modest B+PW+CFM M4 I'D

13l Tissue Harmonic Imaging

(PLEASE DO NOT WRITE BELOW THIS LINECONTIU E ON ANOTHER PAGE IF NEEDED)

Concurrenlce of CDRII, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal. 26
and Radiological Devi ces

Z-1//2 4,-7').~' ~-



CA621 Appendix F

Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system and each transducer.

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

Mode of Operation

Clinical Application -A B Ms PWD CWD Color Amplitude Coor C -ombined Other

(PW) Doppler Doppler V elct (specify) (specif')

(CFM (PD Iai

Ophthalmic

Fetal N4 N N N NNhN131

Abdominal N N N N N Ni 131

Intraoperativ'
(specify)

Intraoperative

Pediatric

S~mall Organ

Neonatal Cephalic

Adult Cephalic

Cardiac

Trariesophageal

Peripheral N N N N NN 1N13

Laparoscopic

Musculo-skeletal
Conventional
Musculowskeletal
_Superficial_
Other

N-= new indication: P=- previously dclard by FDA; E> added under Appcndix F

Additional Comments:
I) Applicable combined modcs: B+PW-4CFM+M+PD

[3) Tissue Enhanced Imaging (TEl)

(PLEASE DO NOT WRITEBELOW THIS LINE-CONTINUEON ANOTHER PAGE IF NEEDED)

Concuncncc of CDPH, Office of Device: Evaluation (ODE)

U.. ~~~~~(Divis~ion Sign-Off) 2
Division of Reproductive, Abdominal.
aui6 Radiological Devices



CA123 AppendixF

Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system and each transducer.

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

Mode of Operation

CnlM WD CWD Color Amplitude Color Combined Other

(PW) Doppler Doppler Velocity (specify) (specify)

(CFM) (PD Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative
(specify)

lntraoperative
Neurological
Pediatric N N N N N N Nih

Small Organ
specie j2J

Neonatal Cephalic

Adult Cephalic

Cardiac N ~ ~~~N N_ _ N_ NP -

Tranesophageal

T srans..c tal

Transvaginal

Transurethral

peripheral N W B T N N N P IF N III

Vascular
Laparoscopic

Musculo-skeletal
Conventional

Superficial o

Other

N= new indication: P prcviously cleared by FDA, E= added under Appendix E

[I I Applicable combined modes: B+PW+CFM+M+PD

( PLFA-;E DO NOTWRITE BEL.OW T~ilsLINE-CONT IN U E ON ANOTHER PAGE IF NEEDED)

Concurrece of CDRH, Office y'/Device Evaluation {TDE)

.. ¢-/ ~~~(Division Sign-Off)'/
Division of Reproductive, Abdominal,

~,"0, ~2cdiological Devices ,- ~ _ 28



AppendixF

2.0 CW

Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system and each transducer.

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

Mode of Operation

Clinical Appliation A B Mc fWD
Clinicl Appicatio A 13 M PWD CWD Color Amplitude Color Combined Other

(PW) Doppler Doppler Velocity (specify) (specify)

(CEM) PD) Imaging

Ophthalmic

Fetal

Abdominal

Intraopcrative
(specify)

Intraoperative
Neurological
Pediatric

Small Organ
(specif
Neonatal Cephanice

Adult Cephalie

Cardiac N

Tmaesophageal

Tran srectal

Transvaginal

Transurethral

Intravascular

Periphea
Vaclar

Laaroscoipic

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other

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

Additional Comments:

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

Concurrence of CDRHI Offiqf Device Evaluation ~ODE)

J (Division Sign-Off)

Division of Reproductive, Abdominal, 29

and Radiological Devices
r~~~cve> 'l~ - ?



AppendixF

5.0 CW

Diagnostic Ultrasound indications for Use Form

Fill out one form for each ultrasound system and each transducer.

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

Mode of Operation

Clinical Applicaton A B M PW CWD Color Amplitude Color Combined Other
(PW) Doppler Doppler Velocity (specify) (specify)

CFM PD bai

Ophthalmi c

Neurolo ia
Pediatric

Small Orga

Neonatal Cep ali

Adult Cephalc

Cardiac

Tranesophageal

Transrectal

Transvalginal

Transurethral

Intravascular

PeripheralN
Vascular
Lap aro scop ic

Musculo-skeletal
Conventional

Superficial
O0the-r ::~

N-iw indication P--previously cleardbyFDA: IEadded underAppendix E

Additional Cormments

(PLEASE DO NOT WRITE BELOW T HIS LINE-CONTINUE ON ANTER PAGE IF NEEDED)

concurrence of CDL I, Office of Device Evaluation (ODE)

U ~~~(Division Sign-off)
Division of Reproductive, Abdominal, 30
and Radiological Devices Z/ -z 2



Diagnostic Ultrasound indications for Use Form

Transducer: EC123

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

ClinicalApplicaion A B i PWD CD Color Ampltd oo Conbifed Other(pcfa
P ~ ~~ oplr Dplr VCIOCity (specify)

Addi'tionc aliComn:

Pre vscritif Use(e 1CR8119

Convent ~ ~ ~ ~ ~ ~ (iiso

N~ne indcatin; --prvioulyileard byFDA of Rdeprductier Abpedoinal

Addiionl Cmmens: s: adMuWogCFMlDevcs,

1 1 Applicable ceombined mod.-

W NOTWon BWW aM~E ,uMU~o "01-ER PAE IF EEDE



Diagnostic Ultrasound Indications for Use Form

Transducer: TEE022

intededUse Dign~tic ultrasound imaging or fluid flow analysis of the human body as follows:

Other(S ci )~~~~~~~~~~~eCoReOhe 
Spc

Clin eWa indicati lPpeio Ycere yFA EPaded uDer Appendix

A ddo itinal Comns

Ifl~ao [i] plcbecmbndmdse+M P +C~ M

i~ ~ ~~(rFS O O WE NTISLfLCOINJuO 
NmlRPC f EIE

Sm~~~~~~~~~~l~lfC 
fCDH fieo eieEauto OE

rer~ ~~~~50k)Nme

ascular ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~~~3


