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510(k) Summary

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

Date: 16-July-20 10

Submitter: WIPRO GE HEALTHCARE PRIVATE LTD.
No. 4, Kadugodi Industrial Area
Bangalore, Karnataka - 560067. India.

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
9900 Innovation Dr.
Wauwatosa, WI 53226
Telephone: 414-721-4214
Fax: 414-918-8275

Secondary Contact Person: Gurunathan M
Regulatory Affairs Leader- Product
Wipro GE Healthcare Private Ltd
Telephone: 91-80-4088-21 08

Fax: 91-80-2841-1645

Device: VIVID P3

Diagnostic Ultrasound Imaging System

Classification Names: Ultrasonic Pulsed Doppler Imaging System
Product Code: Ultrasonic Pulsed Echo Imaging System and Diagnostic

Ultrasonic Transducer

Primary - IYN - 21ICFR 892.1550; IYO - 21CFR 892.1560 &
Secondary - ITX - 2ICFR 892.1570

Predicate Device(s): GE Logiq eli & Vivid e - K072797, GE Logiq P5/AS K060993,

GE Logiq P6 K073297, GE Vivid S5/S6 K092079

Devce escipton:The VividTM P3 is a high performance, mobile Color Doppler
Ultrasound Imaging system. This system is designed for
cardiovascular applications and including abdominal,
neonatal/pediatrics & intra-operative. It is integrated with
keyboard control panel, LCD type video display and 9
interchangeable electronic-array transducers.
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Intended Use: The device is intended for use by a qualified physician for
ultrasound evaluation of Cardiac (adult and pediatric), Peripheral
Vascular, Fetal/Obstetrics, Abdominal (including GYN),
Pediatric, Small Organ (including breast, testes, thj'roid),
Neonatal Cephalic, Adult Cephalic, Intra operative (abdominal,
thoracic and peripheral), Musculo-skeletal Conventional, Urology
(including prostate), Transrectal and Transvaginal.

Technology: The VIVID P3 employs the same fundamental scientific
technology as its predicate devices.

Determination of Summary of Non-Clinical Tests:
Substantial Equivalence: The device has been evaluated for acoustic output,

biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic and mechanical safety, and
has been found to conform with applicable medical device safety
standards. The VIVID P3 and its applications comply with
voluntary standards as detailed in Section 9, 11, 15 and 1 7 of this
premarket submission. The following quality assurance measures
were applied to the development of the system:

* Risk Management
* Requirement Reviews
* Design reviews
* Unit level testing (Module Verification)

* Integration Testing (System level verification)
* Final acceptance testing (Validation)

* Performance testing (Verification)
* Safety testing (Verification)

Summary of Clinical Tests:

The subject of this premarket submission, VIVID P3, did not
require clinical studies to support substantial equivalence.

Conclusion: GE Healthcare considers the VIVID P3 to be as safe, as effective,
and performance is substantially equivalent to the predicate
device(s).
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
10903 New Hampshire Avenue
Document MailI Center - W066-G609
Silver Spring, MD 20993-0002

WIPRO GE Healthcare Private, Ltd.
% Mr. Bryan Behn UCI 21
Regulatory Affairs Manager
GE Healthcare
9900 W Innovation Dr., RP-2138
WAUWATOSA WI 53226

Re: K 102104
Trade/Device Name: VIVID P3 Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: IYN, IYO, and ITX
Dated: September 3,2010
Received: September 8, 20 10

Dear Mr. Behn:

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 VIVID P3 Ultrasound System, as described in your premarket notification:

Transducer Model Number

4C
E8Cs
8L
8C

5Cs
3S



Page 2 - Mr. Behn

IIL
T739

6S

If your device is classified (see above) into either class IL (Special Controls) or class III (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 2 1, Parts 800 to 895. 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 53 1-542 of the Act); 21 CFR 1000-1 050.

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
go to http://www.fda.g~ov/AboutFDA/CentersOffices!CDRH-/CDRHOffices/ucm I115809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.govlMedi calDevices/Safety/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biomietrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahram Vaezy at
(301) 796-6242.

Sincerely yours,

David G. Brown, Ph.D.
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)



GE Healtlicare
5 1 0(k) Premarket Notification Submission

5 1 0(k) Number (if known):

Device Name: VIVID P3

Indications for Use:

The device is intended for use by a qualified physician for ultrasound evaluation of
Cardiac (adult and pediatric), Peripheral Vascular, Fetal/Obstetrics, Abdominal
(including GYN), Pediatric, Small Organ (including breast, testes, thyroid), Neonatal
Cephalic, Adult Cephalie, Intra operative (abdominal, thoracic and peripheral), Musculo-
skeletal Conventional, Urology (including prostate), Transrectal and Transvaginal.

Prescription Use: Yes AND/OR Over-The-Counter Use: No
(Part 21 CFR 801 Subpart D) (Part 21 CFRS80l Subpart C)

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

Concurrence of CDRH, O~ffice of In Vit-ro -Diagnostic D~evices (OIVD)

(Division Sign-Off)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) Number' / / 9(£

Page 1 of 1
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Diagnostic Ultrasound Indications far Use Farm

GE VTVID P3 Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___ __ ______

Clinica Appliction 8PM W cw Color Co!or M Pow~er combined Harmonic Coded Other
Alnialomy/Reion of7MeetDoppler DDoppler Doppler ople Dopeioe maging Pulse [Notesi

Ophthalmic _ _

Fetal /Obstetrics P P P P P P P P P

Abdominal 1 P P P P P P P P P 15,_ l61
Pediatrc P P P P P P p pD p 15,6

Small rgan [21 P P P P P PD P P[,6

Neonatal Cephalic P P PD P P P P P P

Adult Celphalic P P P PD P P P P P ___

Cardiac(1 ) P P P P P P P p p 5

Peripheral Vascular P P P P PD P P P [5,61

Musculo-skeletal Conventional P P P PD P P P P 15,61
Musculo-skeletal Superficial
Other (41 P p p P P PD P P P56
Exam Type, Means of Access

Transesophageal ____- ____ -____

Transrectal P P P ____P P P P [5,61
Transvaginal P P P PD P P P p[51

Transuretheral _______-

lntraoperadive P P P P P P P P ,6

lntraoperaflve Neurological ___ - ___ - ___ - ____ -

Intravascular

Laparoscopic ___ _ _ _ _ _ _ ___ _ _ _ _____ _ _ _-

N = new indication; P = previously cleared by FDA;
Notes: [1] Abdominal includes renal, GYN/Pelvic

[2] Small organ includes breast, testes, thyroid.
(31 Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[5] 30 Imaging Mode
(61 Needle guidance imaging
[¶I Combined modes are B/M, B/PWD, B/CF/PWD, BIPD1, B/CF/CWD, BICWD, B/THI-, and B/CMM

(PILEASE DO NOT WRITE BELOW THIS UINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

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

(Divisior; S;jI-(ft!
Orvisioro of Racojogoar Ouce

Office of In Vitro Oragrosuc Devtoe Evamau~nn Pirxi Sarety

510K IL



Diagnostic Ultrasound Indications for Use Form

GE VIVID P3 with 4C Transducer

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

Mode of Operation ______

Clinical Application BPM W cw Cola ColorM Power Combined Harmonic Coded Other

Anatomy/Region of nterest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse

Ophthalmic I__

Fetal I Obstetrics p pD p ___ p Ip P PD P [5,61
Abdominal 11 pI p ID p _ _ p p ID p p (5,6]
Pediatric P p p ___ p p P PD P [5,61

Small Organ [21

Neonatal Cephalic

Adult Cephalic
Cardiac [3
Peripheral Vascular P P P P p P P p 15,6
Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other 141 p-- -- p--- P P+-P P P P _____ [561
Exam Type, Means of Access

Transesophageal
Transrectal
Transvaginal
Transuretheral
lntraolperative
Intraoie rative Neurological _ __ _ _ _ _ _ _ _ _ _ _ _ _ _

Intravascular

IN = new indication; P = previously cleared by FDA; Previously cleared on GE LOGIO P5/A5 K<060993 -___

Notes: (1] Abdominal includes renal, GYN[Pelvic
(21 Small organ includes breast, testes and thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[5] 3D) Imaging Mode
[6] Needle guidance imaging
ri Combined modes are B/IM, B/PWID, B/CF/PWD, BIPDI, B/CF/CWD, B/CWD, B/THI, and B/CMM

(PtEASE DO NOT WFRTIE BELOW TK5S UINE -CONTINUE ON MOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109)

(Divison sign-off)
Division of fladiologicaj Devices

4 i'e of"n vitro Diagn6stic Device Evaluation end saiesy6



Diagnostic Ultrasound Indications far Use Form

GE VIVID P3 with E8Cs Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation __ __ ___

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other
Anatomry/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse

Ophthalmic

Fetal I Obstetrics P P P P ____ P p p 56

Abdominal III p p p ___ pp p P ___ [5,61

Pediatdic

Small Organ [23

Neonatal Cephalic
Adult Cephalic
Cardiac 13

Peripheral Vascular
Musculo-skeletal Conventional ___

MUSCUIG-skeletal superficial ___

Other 141 P P P P p p p156

Exam Type, Means of Access
Trantsesophagqeal

Transrectal P P P ____ P p p P [5,61

Transvarjinal P P P P ____ P P P156
Transuretheral

Intraoperative
lntraoperafive Neurological ___ ___ - _ _ _ _ _ _ -____

Intravascular
Laparoscopic

N = new indication; P = previouslyjcleared by FDA (Previously cleared on GE LOGOQ P5/A5 K060993):
Notes: [1] Abdominal includes renal, GYN/Pelvic

[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[5] 3D Imaging Mode
[6] Needle guidance imaging
ri Combined modes are B/MA, B/PWD, B/CF/PWD, B/PDI, B/CF/CWD, BICWD, B/THI, and B/CMM

PLEASE DO NOTWRI1E BELOW This UNE -CONTINUE ON ANOThER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801 .109)

CL nSign-Off),
0ovishon of Radiological Devices

iffi1ce of in vnut. Jiagjiostc Device Evaluation and Safety

/1,sn ,n(I ~~~~~~~~7



Diagnostic Ultrasound Indications for Use Form

GE VIVID P3 with 8L Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___ ______

Clinical Application P w CW Color Color M Power Combined Harmonic Coded Other

Anatomn vRegion of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse

Ophthalmic _ _

Fetal I Obstetrics
Abdominal I'
Pediatric P PD P P P P P P(56
SmallIOrgan [1 P p p p p p p p [5,6]

Neonatal Cephalic

Adult Cephalic
Cardiac1(31

Peripheral Vascular P P P ____P P P P P[56
Musculo-skeletal Conventional p p p p ID P P P

Musculo-skeletal Superficial
Other (4]

Exam Type, Means of Access
Transesophag eal
Transrectal

Transvaginal
TransuretheralL
lntraopierative P P P p p p P P 56

lntraopoerative Neurological ___ ____ _________________

Intravascular
Lap arosoopic

N = new indication; P = previously cleared by FDA;
Notes: [II Abdominal includes renal, GYN/Pelvic

[2J Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
(51 3D Imaging Mode
[6] Needle guidance imaging
[I Combined modes are BIM, B/PWVD, B/CF/PW/D, B/P~l, B/CF/CWD, B/CWD, Br/Wi, and B/CMM

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

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

Prescription User (Per 21 CFRBOI1.109)

DMsion of RadiolgicA Devices
Office of in Vitro Diagnostic Device Ealsjaton and Satety

510K1<-162/L5Y 8



Diagnostic Ultrasound Indications far Use Form

GE VIVID P3 with 8C Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___ ___ __

Clinical Application BPM w CW Color Color MA Power Combined Harmonic Coded Other
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse

Ophthalmic
Fetal I Obsteltrics
Abdominal E' ' P ID p p p p p J[L.
Pediatric P P P P P P p p 1

SmallOrgan[2 P P p p p p pD p [5]

Neonatal Cephali6 P p p ___ p p p pD p .J51
Adult Cephalic _ ____

Cardiac

Peripheral Vascular
Musculo-skeletal Conventional ___

Musculo-skeletal Superficial
Other 141

Exam Type, Means Of Access
Transesophageal

Trans rectal
Transvaginal
Trans ureth oral
lntraoperafive

Intraopierative Neurological ___ ___ - - ___ ____ _____

*Intravascular- - _ _ _ - _ _ _ - _ _ - _ _ _ _

Laparoscopic _ _ _ _ _ _ - - _ _ _ _ _ _ - _ _ _ _ _ _ - _ _ _ - . _ _ _ _

N = new indication; P = previously cleared by FDA;
Notes: (1] Abdominal includes renal, GYN/Pelvic

(2] Small organ includes breast, testes and thyroid.
[3] Cardiac is Adult and Pediatric.
[41 Other use includes Urology/Prostate
[5] 3D Imaging Mode
[6] Needle guidance imaging
[1 Combined modes are S/M, B/PWD, B/CF/PWD, B/PDI, B/CF/CWO, B/CWO, BrTHI, and B/CVMM

(PIEASE DO NOT WmrrE BELOW THIS UINE -cONTINUE ON ANOThER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109)

Office of in n-ogialDvie
Oficrf d no Digotic Device Evaiuation and safety



Diagnostic Ultrasound Indications for Use Form

GE VIVID P3 with 5Cs Transducer

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

Mode of Operation
Clinical Application B M W Cw Cdaor ColorM Power combined Harmonic Coded Oilier

Anatomy/Region of Interest ~Doppler Doppler Doppler Doppler Doppler Modes maig Pulse

Ophthalmic
Fetal /Obstetrics p p P P P P P P ,6
Abdominal llP P P P P P P P 56
Pediatric P P P P P P P P[56

Small Organ 12]

Neonatal Cephalic

Adult Cephalic
Cardiac 13l

Peripheral Vascular P P P P P P P P ____ 5,61
Musctllo-sketetal Conventional

Musculo-skeletal Superficial
Other 141 P P P P P P P P [6
Exam Type, Means of Access

Transesophagecal

Transrectal

Transvaginal
Transuretheral

Intraoperative
lntraoperadive Neurological

Intravascular
Laparoscopic

N = new indication; P = previously cleared by FDA (Previously Cleared on GE LOGIQ PSIA5 K060993);
Notes: [1] Abdominal includes renal, GYN/Pelvic

[2] Small organ includes breast, testes and thyroid.
[3) Cardiac is Adult and Pediatric.
[41 Other use includes Urology/Prostate
[5] 3D Imaging Mode
[6] Needle guidance imaging
[1 Combined modes are B/M, B/PWD, BWCF/PWD, BIPDI, B/CF/CWD, B/CWD, BrTHI, and B/CMM

(PLEASE DO NOT WRITEMBLOW Ir-US LINE-CONJTINUEONANOTHER PAGEIF NEEDED)

Concurrence of CDRH-, Office of In Vitro Diagnostic Devices (O1D))

Prescsiption User (Per 21 CFRBO01.109)

-- ~~Si~on slo5'g-Om4 ~
Otkie of in Vito Dansi eieEazi~adSafety 10

51OKL/



Diagnostic Ultrasound Indications for Use Form

GE VIVID P3 with 3S Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___ __

Clinical Application B M CW Color Color M Power Combined Harmonic Coed Other
Anatotmv/Region of nterest Doppler Doppler Doppler floppier Doppler ModeS Imin Pulse

Ophthalmic
Fetal!I Obstetrics
Abdominalt1 p p P P P P P P 56
Pediatric p p P P P P P p P [5.61

Small Organ [21

Neonatal Cephalic
Adult Cephalic P P P P P P P P P 15,61
Cardiac P P P P P P P P P 15,61
Peripheral Vascular
Musculo-skeletal Conventional
Musculo-skelelal Superficial
Other t4l

Exam Type, Means of Access
Transeso phag eal
Transrectal

Transvaginal
Transuretheral
lntraolperative
Intraolierative Neurological ___ ______

Intravascular
Lap aroscopic

N = new indication; P = previously cleared by FDA;
Notes: (11 Abdominal includes renal, GYh/Pelvic

[2) Small organ includes breast, testes and thyroid.
[3] Cardiac is Adult and Pediatric.
[41 Other use includes Urology/Prostate
[5] 3D Imaging Mode
[6] Needle guidance imaging
rM Combined modes are BIM, B/PWD, B/CF/PWD, B/Pal: BICF/CWD, BICWD, B/THI-, and B/CMM

(PLEASE DO NOT WRITE BELOW TI-S UNE -COINTIJE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH-, Office of In Vitro Diagnostic Devices (OIVD)

PREScRiPTION USER (PER 21 CFR 801.109)

DMsiou, ot Radiologje D,,*es
OffiCe of in Vnto DIODsda eteEnuc ni at

510K ~ seDft viit ndS~



Diagnostic Ultrasound Indications far Use Form

GE VIVID P3 with 1 IL Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body. as follows:

Mode of Operation
Clinical Application B IM W cw CoJC ColaM power Comnbined lHarmonicl Coded Other

Anatoy/egion of Interest Doppler Dplr operDoppler Doppler Modes Imaging Pulse

Ophthalmic
Fetal I Obstetrics

Abdominal
Pediatric P P P P PD P P (5,6St
SmallOrgan 1 2) P P P p p , P p PD [5,61

Neonatal Cephalic ___

Adult Cepghafic
Cardiac PI

Peripheral Vascular P P P p P P P P ____ 56
Musculo-skeletal Conventional P P P P P PD P P156
Musculo-skeletal Superficial ___

Other [41

Exam Type, Means of Access
Transesophageal

Transrectal

Transivaginal
Transuretheral
Intraolieratlve ID P P PD P P P P 15,61
intraoperative Neurologi Cal __ ___

Intravascular

Laparosoopic
N = new indication; P = previously cleared by FDA (Previously Cleared on GE LOGIQ P5/A5 K060993);
Notes: [1] Abdominal includes renal, GYN/Pelvic

[2] Small organ includes breast, testes and thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[5] 3D Imaging Mode
[6] Needle guidance imaging
[M Combined modes are B/M, B/PWD, BICFIPWD, B/PDI, BICFICWD, B/CWD, BITHI, and BICMM

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

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

PRESCRIPTION USER (PER 21 CFR 801.109)

81041 sign-Om~
DMsion co RadiobigicaI eie

Office of in Vrtni Diagnostic Devie Evaiston ami Safety 1I2

510K-1iLL



Diagnostic Ultrasound Indications for Use Form

GE VIVID P3 with T739 Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

_____ ~~~~~Mode of Ope ration __ __ ___

Clinical Application P w cw Color Color M Power Combined Hamrnrdc Coded Ofther
Anatmy/Rgionof Iteret Dople Doppler Doppler Doppler Doppler Modes Imaging Pulse

Ophthalmic
Fetal I Obstetrics

Abdominal11

Pediatric
Small Organ (2 P *P P P P P P P 5

Neonatal Cephalic

Adult Cephal c

Cardiac1 (31

Peripheral Vascular P P P ____P P P P P 5
Musculo-skeletal Convenfional P P P P P P P P 5

Musculo-skeletal Superficial

Other [41

Exam Type, Means of Access
Transesophageal

Transreclal
Transvaqinal

Transuretheral
lntraoperafive P P P P P P P P

Intraoperative Neurological
Intravascular

Laparoscopic ___

N = new indication; P = previously cleared by FDA;
Notes: [1] Abdominal includes renal, GYN/Pelvic

[2] Small organ includes breast, testes and thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[5] 3D Imaging Mode
[61 Needle guidance imaging
Mi Combined modes are B/M, B/PWID, B/GF/PWID, B/PDI, B/CF/CWD, BICWD, B/THi, and B/CMM

(Pt.EASE DO NOT WRTrE BELOW THIS LINE -CONTINUE ON AMOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

PREscRIPTIoN USER (PER 21 CFR 801.109)

Dlvisn of Radolo~gkcaj Devices
DIonVftrO (Nagoostc Device Evaluato, and SAtey

510K IA JOQ/~~~~~(-/ ~13



Diagnostic Ultrasound Indications for Use Form

GE VIVID P3 with 6S Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _ ____

Clinical Application A M PI CW Color Color M Pewer Contgned Harmonicn Coded Othier
Anatomy/'Region ofrinterest Doppler Doppler Doppler Dopper Doppler Modes Imaging Pulse

Ophthalmic
Fetal I Obstehics
Abdominal I1 p p P P P P P P P l
Pediatric P P P P P P P P P 1

Small Organ (1

Neonatal Cephalic P P P P P P P P P 5
Adult Cophalic P P P P P PD P P P 5
Cardiac [31 p Ip I P P P P P P P 5

Peripheral Vascular

Musculo-skeletal Conventional
Musculo-skeletal superficial _ _

Other [41

Exam Type, Means ofAccess

Transesoph~agenal
Transrectal
Transvaginal

Transuretheral
Ilntraolpemtifie

Intraoperaflve Neurological ___

N = new indication; P = previously cleared by FDA; -______

Notes: (1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast. testes, thyroid.
[31 Cardiac is Adult and Pediatric.
[4] Other use includes UrologryiProstate
[5] 3D Imaging Mode
[6] Needle guidance Imaging
[1I Combined modes are BIM. B/P WD, B/CF/P WD, B/PDI, B/CFIC WD, B/CWVD, EB/rI, and B/CMM

(Pl-EAsE DO NOT MITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF HEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices.(01 VD)

Prescription User (Per 21 CIFR 801.109)

51 OK 0' o1 4


