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510(k) Summary
In accordance with 21 CFR 807.92 the following summary of information is provided:

Date: 5 April 2012

Submitter: GE Healthcare
9900 Innovation Dr
Wauwatosa, WI 53226

Primary Contact Person: Bryan Behn

Regulatory Affairs Manager
GE Healthcare,
T:(4 14)72 1-42 14
F:(4 14)91 8-8275

Secondary Contact Person: Carmel Lehrer

Regulatory Affairs Specialist
GE Medical Systems Israel Ltd.

T:+972-4-841 9-534
F:±972-4-84 19-500

Device: Trade Name: Vivid i and Vivid q Diagnostic Ultrasound System

Common/Usual Name: Vivid i, Vivid q

Classification Names: Class 11

Product Code: Ultrasonic Pulsed Doppler Imaging System, 21 CER 892.1550, 90-IYN
Ultrasonic Pulsed Echo Imaging System, 21 CFR 892.1560, 90-IYO
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-ITX
Picture Archiving and Communication System, 21 CER 892.2050,
90-LLZ

Predicate Device(s): Vivid i and Vivid q Diagnostic Ultrasound Systems, K 102388.
Vivid E9 Diagnostic Ultrasound System, K 10 1149.

Device Description: The Vivid i and Vivid q are mobile ultrasound consoles having a wide
assortment ofelectronic array transducers intended primarily for
echocardiography with additional capability in vascular and general
ultrasound imaging. Its intuitive user interface, high level of auto-
optimization along with significantly reduced size and weight make
it readily maneuverable, efficient and easy to use.

Intended Use: The device is intended for use by a qualified physician for ultrasound
evaluation of Fetal]/Obstetrics; Abdominal/Gynecology; Pediatric;
Small Organ (breast, testes, thyroid); Neonatal Cephalic; Adult
Cephalic; Cardiac (adult and pediatric); Peripheral \fiscular;
Musculo-skeletal Conventional and Superficial; Urology (including
prostate); Transesophageal; Transrectal; Transvaginal;- and
lntraoperative (abdominal, thoracic, and vascular).
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The device may include EchoPilot reporting software which
provides guidance to support the quality of the echocardiog'raphy
examination and report. It compares patient data, user entered
clinical data and measurements to generally accepted guidelines and
studies, and helps to identify mismatches, inconsistencies and
unusual or missing data. It can generate a preliminary data analysis
that can be used as basis for the examination report.

Technology: The modified Vivid i/q 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
modified Vivid i/q and its applications comply with voluntary
standards as detailed in Section 9, 11 and 17 of this premarket
submission. The following quality assurance measures were applied
to the development of the system:

" Risk Analysis

" Requirements Reviews

" Design Reviews

" Testing on unit level (Module verification)

* Integration testing (System verification)

" Final Acceptance Testing (Validation)

" Performance testing (Verification)

* Safety testing (Verification)
Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:
The subject of this premarket submission, the modified Vivid i/q, did
not require clinical studies to support substantial equivalence.

Conclusion: GE Healthcare considers the modified Vivid i/q to be as safe, and
effective as the predicate device(s). The performance of the
modified Vivid i/q is substantially equivalent to the predicate
device(s).
Intended uses and other key features are consistent with traditional
clinical practice, FDA guidelines, and established methods of patient
examination. The design and development process of the
manufacturer conforms with 21 CFR 820 quality systems. The
device conforms to applicable medical device safety standards and
compliance is verified through independent evaluation with
ongoing factory surveillance. Diagnostic ultrasound has
accumulated a long history of safe and effective performance.
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Therefore, it is the opinion of GE Healthcare that the Vivid i/q
Diagnostic Ultrasound is substantially equivalent with respect to
safety and effectiveness to devices currently cleared for market.
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.4 DEPARTMENT OF HEALTH &HUMAN SERVICES Food and Drug Administration

~42fl412?10903 New Hampshire Avenue
Silver Spring, MD 20993

GE Medical Systems Israel Ltd.
% Mr. Bryan Behn AUG 1 7 2012
Regulatory Affairs Manager
GE Healthcare
9900 Innovation Drive
WAWATOSA WI 53226

Re: K121062
Trade/Device Name: Vivid i/q
Regulation Number: 21 CER 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, ITX, and LLZ
Dated: August 10, 2012
Received: August 13, 2012

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 S5/S6, as described in your premarket notification:

Transducer Model Number

3S-RS 8C-RS
3Sc-RS EBC-RS
5S-RS 3C-RS
6S-RS 8L-RS
7S-RS 9L-RS
IOS-RS 12L-RS
12S-RS il2L-RS
M4S-RS 6Tc-RS
4C-RS 6T-RS



9T-RS AcuNavTM 8F
P2D SoundStar 3D lOF
P6D SoundStar ecolIOF
AcuNavTM IlOF

If your device is classified (see above) into either class 11 (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 .21, 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 1000-1050.

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
go to http://www.fda.gov/AboutFDA/CentersOffices/CDR1H/CDRHOffices/ucml I 5809.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" (2 1 CFR 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.gov/MedicalDevices/SafetvlRep~ortaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Joshua Nipper at
(301) 796-6524.

Sincerely Yours,

Janine M. Morris
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



510(k) Number (if known): K121062

Device Name: Vivid i/q

Indications for Use:

The Vivid i/q ultrasound systems are intended for use by, or under the direction of, a
qualified physician for ultrasound imaging and analysis in Fetal/Obstetrics;
Abdominal/GYN; Pediatric; Small Organ (breast, testes, thyroid); Neonatal Cephalic;
Adult Cephalic; Cardiac (adult and pediatric); Peripheral Vascular; Musculo-skeletal
Conventional and Superficial; Urology (including prostate); Transesophageal;
Transrectal; Transvaginal; and Intraoperative (abdominal, thoracic, and vascular).

The device may include EchoPilot reporting software which provides guidance to
support the quality of the echocardiography examination and report. It compares patient
data, user entered clinical data and measurements to generally accepted guidelines and
studies, and helps to identify mismatches, inconsistencies and unusual or missing data.
It can generate a preliminary data analysis that can be used as basis for the examination
report.

Prescription Use X AND/OR Over-The-Counter Use ___

Part 21 CFR 801 Subpart D) (Part 21 CER 801 SubpartC)

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

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

Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) Number ~ 5 69
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GE Healthcare
51 0(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

Vivid i and Vivid q Diagnostic Ultrasound System

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

Mode of Operation

Clinical Application PW CW Color Color M Power Combined Harmonic Coded Ote
Anatomy/Region of Interest B M Doppler DoplrDple ope oplrMds Imaging Pulse'Ote

Ophthalmic

Fetal/Obstetrs P ,P P P P PN P P P P

Abdominal 11  P P P P P P P P P P

Pediatric P P P P P P P P P P

Small Organ (specify)[21  P P P P P P P P P

Neonatal Cephalic P P P P P P P P P P

Adult Cephalic P P P P P P P P P P

Cardiac131  P P P P P P P P P P

Peripheral Vascular P P P P P P P P P P

Musculo-skeletal Conventional P P P P P P P P P

Musculo-skeletal Superficial P P P P P P P P P

Other[ 1  P P P P P P P P P

Exam Type, Means of Access

Transesophageal P P P P P P P P P,

Transrectal

Transvaginal P P P P P P P P P

Transuretheral

lntraoperative (specify) 51  P P P P P P P P P

lntraoperative Neurological

Intracardiac and Intraluminal P P P P P P P P

[aparoscopic

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

Notes:
[1] Abdominal includes GYN/Pelvic and Renal.
(2) Small organ includes breast, testes, thyroid.
[31 Cardiac is Adult and Pediatric.
14] Other use includes Urology.
[5) Intreoperative includes abdominal, thoracic (cardiac), and vascular (PV).
[*] Combined rTjodep are RIM, B/Color M, B/PWD, BICWD, B/Color/PWD, BIPowerIPWD.

C P 0-or digitally encoded harmonics.

(iiinSign- if) (PLEASE DO NOT WRITE EELOWTHIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

51 0rt oRadi agiY1DeVI Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 8O1.109)
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GE Healthcare
5 1 0(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid i/q with 3S-RS Transducer

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

Mode of Operation

Clinical Application B M PWN CW Color Color M Power Combined Harmonic Coded Ote
Anatomy/Re gion of Interest B MDoppler Doppler Doppler Doppler Doppler Modest  Imaging Pulse1  he

Ophthalmic

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

Abdomi 1  P P P P P P P P P P

Pediatric P P P P P P P P P P

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic P P P P P P P P, P P

Cardiac 21  P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraop~erative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

[a paroscopic

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

Notes:
[11 Abdominal includes GYN/Pelvic and Renal.
[2] Cardiac is Adult and Pediatric.
[*3 Combined modes are RIM, B/Color M, RIPWVD, BICV'D, B/Color/PWVD, BIPowerIPWD.
[I] Coded Pu for digitally encoded harmonics.

U,4JIA. I
(Division lign-Off (PLEASE DO NOT WRITE BELOWTHIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
51 0(k) Preniarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid i/q with 3Sc-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Cliicl AplcatonPW CW Color Color M Power Combined Harmonic Coded
Anatomy/Re gion of Interest B MDplrDoppler Doppler Doppler Doppler Modes* Imaging Pulse' he

Ophthalmic

Fetal/Obstetrics E E E E E E E E E

AbdominalM1  E E E E E E E E E E

Pediatric E E E E E E E E E E

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic E E E E E E E E E E

Cardiac['1  E E E E E E E E E

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify)

Intraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[1] Abdominal includes GYN/Pelvic and Renal.
[2] Cardiac is Adult and Pediatric.

1Combined1 modes are B/M, B/color M, B/PWD, B/C WD, B/Color/PWD. B/Power/PWD.
,/,[h~yde~ rsdigially encoded harmonics.

tiilo f Radlologl~al D
1 11 (PLEASE DO NOT WRITE BELOW THIS IJNE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Vlc\A-Q'VPConcurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescniption Use (Per 21 CFR 801,109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid-ilq with 5 S-RS 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 Ote
Anatomy/Region of interest B MDopple Doppler Doppler Doppler Doppler Modes* Imaging Pulse' ~e
OphthalmicI

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

Abdominal

Pediatric P P P P P P P P P P

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac['] P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[11 Cardiac is Adult and Pediatric.
ri Combined modes are RIM, B/Color M, R/PWD. BICWD. BIColor/PVVC. B/PowerIPWD.
[)I Coded Pulse isfor digitally encoded harmonics.

4 &tosL gn-j~o SgOmf PLASE 0O NOT WRITE BELOWTIS LINE.- CONTINUE ON ANOTHER PAGE IF NEEDED)

1p vl51 of r urY~l VCOroncurrence of CDRH, Office of in Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.,109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid ilq with 6S-RS 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
Anatomy/Region of Interest B MDoppler Doppler Doppler Doppler Doppler Modest  Imaging Pulse' Other

Ophthalmic

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

AbdorninalM ' P P P p P, P p

Pediatric p p P P P P P P P

Small Organ (specify)

Neonatal Cephalic p p P, P P P P P P

Adult Cephalic

Cardiac[2Z P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Tra nse s op hag ea

Transrectal

Transvaginal

Transuretheral

lntraolperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
111 Abdominal includes GYN/Pelvic and Renal.
2] is Adult and Pediatric.

d dare R/M, B/Color M, RIPWD, BICWD, BIColorIPWD, B/Power/PWD.

ly encoded harmonics.

Qivisiofl of Radiological Devices

(PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription Use (Per 21 CFR 801.109)

4-8



GE Healthcare* 05 510(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid i/q with 7S-RS 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
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse Other

Ophthalmic

Fetal/Obstetrics P P P P P P P P

AbdominalM1  P P P P P P P P P

Pediatric P P P P P P P P P

Small Organ (specify)

Neonatal Cephalic P P P P P P P P P

Adult Cephalic

Cardiac 21  P P P P P P P P P

Peripheral Vascular P P P P P P P P P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[IJ Abdominal includes GYN/Pelvic and Renal,
[21 Cardiac is Adult and Pediatric.

rCom Tned modes are RIM, 8/Color M, R/flfWf, B/CWVD, B/ColorIPWD, RlPower/PWD.FL (PES ONTW-t EOTI N -OTNEO NTE AEI EDD

(vision Sign-dJLAED O IEBLWH N COTNEO NTE AEI EDD

51O~ rnot~adi~a ~Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21'CFR 801,109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid i/q with iOS-RS 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
Anatomy/Region of/Interest B MDopplerl Doppler Doppler Doppler Doppler Modest  Imaging Pulse

Ophthalmic

Fetal/Obstetrics

Abdominall11  P P P P P P P P P

Pediatric P P P P P P P P P

Small Organ (specify)

Neonatal Cephalic P P P P P P P P P

Adult Cephalic

Cardiac 2' P P P P P P P P

Peripheral Vascular P P P P P P P P P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[1] Abdominal includes GYN/Pelvic and Renal.
[2] Cardiac is Adult and Pediatric.

*Combined modes are B/M, B/color M, B/PWD, B/CWD, RIColorIPWD, BlPower/PWD.

(PLEASE 00 NOT WRITE BELOW THIS LINE -cONTINuE ON ANOTHER PAGE IF NEEDED)

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

LA 4 tionUse(Per 21 CFR 801.109)

viv IVan~ w %n-~ RaiigciDVc
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid ilq with 12S-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human. body as follows:

Mode of Operation

Clinical Application PW 1 W Color Color M Power Combined Harmonic Coded Other
Anatomy/Region of Interest B MDopplerl Doppler Doppler Doppler Doppler Modes* Imgn Pus

Ophthalmic

Fetal/Obstetrics

Abdominal 11  N N N N N N N N N

Pediatric N N N N N N N N N

Small Organ (specify)

Neonatal Cephalic N N N N N N N N N

Adult Cephalic

Cardiac 21  N N N N N N N N N

Peripheral Vascular N N N N N N N N N

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraolperative (specify)

lntraolperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[1] Abdominal includes GYN/Pelvc and Renal.
[2] Cardiac is Adult and Pediatric.

,,jt*g jrnbined modes are BIM, B/Color M, BIPWD, B/CWD, BICoiorIPWD, B/Power/PWD.

Division of Radiological Device (PLEASE DO NOT WRTE 8ELOWTHIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

-10kL 1 1,11 -tt Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)

4-11



GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid i/q with M4S-RS Transducer

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

Mode of Operation

Clinical Application B PW CW Color ColorliM Power Combined Harmonic Coded
Anatomy/Region of neest MDplrDoppler Doppler Doppler Doppler Modes* Imaging Pulse'Ote

Ophthalmic

FetallObstetrics P P P P P P P P P

tAbdominall11  P P P P P P P P P P

PdarcP P P P P P P P P

Adult Cephalic P P P P P P P P P P

Cardiacl 2 l P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Ilntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

ILaparoscopic

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

Notes:
(1] Abdominal includes GYN/Pelvic and Renal.
[2] Cardiac is Adult and Pediatric.
[* Combined modes are BIM, B/Color M, B/PWD, BICWD, BIColorIPWD, BIPowerIPWD.

[]QedPus I s for digitally encoded harmonics.

(Divison Sgnfl (PLEASE DO NOT WRITE BELOW THIS UNE -cGOTINUE ON ANOTHER PAGE IF NEEDED)

Division ofRaiog~ Uev ceS Concurrence of CORN, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CPR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid ilq with 4C-RS 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 Ote
Anatomy/Region of Interest B MDoppler Doppler Doppler Doppler Doppler Modes4  Imaging Pulse'Ote

Ophthalmic

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

AbdominalM P p p P P P P P P

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular P P P P P P P P P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Otherl21  
. P P P P P P P P P

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Ilntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[11 Abdominal includes GYN/Pelvic and Renal.
[21 Oher use i ncludes Urology.

ined Modes are B/1m, B/Color M, BIPWVD, B/CWD, B/lColor/P WD, B/PowerIPWD.
dPulse is for dgtlyencoded harmonics.

(Division gn
0 isn o RadoloicalDevces(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

I D Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

Ok

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare05 510(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid i/q with 8C-RS Transducer

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

Mode of Operation

Clinical Application PW CW Color Color M Power Combined Harmonic Coded
Anaom/R gonof ntret MDoppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse' ~e

Ophthalmic

Fetal/Obstetrics

AboomnalM1  P P P P P P P P P

Pediatric P P P P P P P P P

Small Organ (specify) 21  P P P P P P P P P

Neonatal Cephalic P P P P P P P P P

Adult Cephalic

Cardiac P P P P P P P P P

Peripheral Vascular P P P P P P P P P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraolperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[11 Abdominal includes GYN/Pelvic and Renal.
[21 small organ includes breast, testes, thyroid.

bined modes are RIM, 8/Color M, B/PWD, B/CWD, B/Color/PWD, B/Power/PWD.
ced Pulse is for digitally encoded harmonics.

(Division Sign-
Divi~on f Raiolgica Devcas(PLEASE DO Nor WITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, office of in vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcarei5 51 0(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

Vivid i~q with E8C-RS 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 Ote
Anatomy/Region of Interest B MDoppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse'Ote

Ophthalmic

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

AbdominalP1' P P P P P P P P P

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Othed[21 P P P, P P P P P P

Exam Type, Means of Access

TransesophagealI

Transrectal

Transvaginal P P P P, P P P P P

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[1J Abdominal includes GYN/Pelvic and Renal.,
[2) Other use includes Urology.
[*I C,~ombjned modes are BfM. B/Color M, B/PWD, B/CWVD, BlColoriPWD, BIPowerF'WD.

d usI for digitally encoded harmonics.

SDiain Sign'-Off)
Division oF Radiological Device (PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

5101 f{~~c~1 Concurrence of CDRI4, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFRBO01. 109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid-ilq with 3C-RS Transducer

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

Mode of Operation

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

Ophthalmic

Fetal/Obstetrics P P p p p p p P

Abdominall'1  p p p p p p p p P

Pediatric p p p P P P P P P

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other[ 21  p p p p p p p p p

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify)

Intraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[lJ 4bdcominal includes GYN/Pelvc and Renal.
[2 h use Includes Urology.

AAIII1 4Jined modes are" B/M, B/Color M, B/PWvD, BICWD, BfColor/PWD, B/Power/PWVD.
eis ally encoded harmonics.

visb 'n of Radioloicl DUVIUW
(PLEASE DO NOT WRITE 8ELOWTHIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid ilq with 8L-RS Transducer

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

Mode of Operation

Clinical Application PW CW Color Color M Power Combined Harmonic Coded Ote
Anatomy/Region of Interest B M Doppler Doppler Doppler Doppler Doppler Modest  Imaging Pulse'Ote

Ophthalmic

Fetal/Obstetrics

Abdominall11  P P P P P P P P P

Pediatric P P P P P P P p P

Small Organ (specify)[21  P P* P P P P P P P

Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular P P P P P P P P P

Musculo-skeletal Conventional P P P P P P P P P

Musculo-skeletal Superficial P P P P P. P P P P

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Trans uretheral

lntraoperative (specify)

lntraolperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[1) Abdominal includes GYN/Pelvic and Renal.
[2] Small organ includes breast, testes, thyroid.

A fl~ombined modes are RIM. B/Color M, B/PWD, BICWD, RlColor/PWD, B/Power/PWD.
edPulse is for digitally encoded harmonics.

(i lnSign-Off

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

V~cA~ ~Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
510k >IT

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrsound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

Vivid ilq with 9L-RS Transducer

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

Mode of Operation

Clinical Application PW CW Color Color M Power Combined Harmonic Coded Ote
Anatomy/Region of Interest B M Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse'Ote

Ophthalmic

Fetal/Obstetrics

Abdominal['] P P P P P P P P

Pediatric P P P P P P P P P

Small Organ (specify)[ 21  P P P P P P P, P P

Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular P P P P P P P, P P,

Musculo-skeletal Conventional P P P P P P P P P

Musculo-skeletal Superficial P P P P P P P P P

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Tranavaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intracardiac; and Intraluminal

Laparoscopic

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

Notes:
[1] Abdominal includes GYN/Pelvic and Renal.
[2] Small organ includes breast, testes, thyroid.
[tJ Combined modes are B/M, B/Color M, B/P va, B/C V/f, B/color/P V/fl B/Power/PWD.

4Pulse is for digitally encoded harmonics.

DivSlOn of Radiological Devices (PLEASE DO NOT WRITE BELOWTHIS UNE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid-i/q with 12L-RS Transducer

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

Mode of Operation

Clinical Application B PW CW Color Color M Power Combined Harmonic Coded Ote
Anatomy/Region of Interest B M Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse Ote

Ophthalmic

Fetal/Obstetrics

Abdominal p PA pA P N P p, P P 3

Pediatric P. P. P. P. P. P. P. P. P.

Small Organ (specify)['] P P, P P P P P P P

Neonatal Cephalic

Adult Cephalic

C ardiac ________________________ ____________ _________ _________

Peripheral Vascular P P P P P P P P P

Musculo-skeletal Conventional P P P P P P P P P

Musculo-skeletal Superficial P, P P P P P P P P

Other

Exam Type, Means of Access

Transesophageal

Trangrectal

Transvaginal

Transuretheral

Ilntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

N =new indication; P = previously cleared by FDA; P- previously cleared by FDA (K-102393); E =added under Appendix E
P= Previously Cleared by FDA (K1 13690)

Notes:
[1J Small organ includes breast, testes, thyroid.
f*] Combined modes are B/M, BIColor M, BIPWD, BICWD, BIColorIPWD, BfPowerlPWD.

i< ~ jj] ~e6 Ise is for digitally encoded harmonics.

I k (Division Signo 4ft

Y~sonl Radiological Devices (PLEASE DO NOT WWRTE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

51% ~ FN C A9 ~ DD.. Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801. 109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid ilq Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Farm

GE Vivid i~q with 112L-RS Transducer

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

Mode of Operation

Clinical Application 8 M PW CW Color Color M Power Combined Harmonic Coded Ote
Anatomy/Re gion of Interest B MDoppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse Ote

Ophthalmic

Fetal/Obstetrics- _________ ___

Abdoniinal 11  P P P P P P P p

Pediatric P P P P P P P, P

Small Organ (specify)[ 1  P P P P P p p P

Neonatal Cephalic

Adult Cephalic

CardiaC[31  P P P P P P P,

Peripheral Vascular P P P P P P P P

Musculo-skeletal Conventional P P P P P P PP

Musculo-skeletal Superficial P P P P P P PP

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify) 41  P P, P P P P P P

Intraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[1] Abdominal includes GYN/Pelvic and Renal.
[2] Small organ includes breast, testes, thyroid.
[3]iCardiac is Adult and Pediatric.
4 Intraolperative includes abdominal, thoracic (cardiac), and vascular (PV).

bine modes are BIM, B/Color M, BIPWD, B/CWD, B/Color/PWD, B/PowerIPWD.

0Dvto Sign-o (PLEASE DO NOT MRITE BELOW THIS uNE -CONTINUE ON ANOTHER PAGE IF NEEDED)
Division of Radiologk., DV; ocrec fCRH, Office of In Vitro Diagnostic Devices (OIVD)
IL-

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare05 51 0(k) Premarket Notification Submission
Vivid ilq Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

Vivid i~q with 6Tc-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B II PW CWN Color Color M Power Combined Harmonic Coded Ote
Anatomy/Region of/Interest B MDoppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse'Ote

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac['] P P P P P p p p P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal P P P P P P P P P P

Trans rectal

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

I44[1< Ca~Lia 'ris Adult and Pediatric.
[, (fojined modes are RI1M, B/Color M, BIPWD, BICWD, BIColorIPWD, B/Power/PWO.

jJ / esz< for digitally encoded harmonics.

givision of Radiological Devices

510k (PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

t Prescription Use (Per 21 CAR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form
Vivid ilq with 6T-RS 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 Ote

Anatomy/Region of Interest B MDoppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse'Ote

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac 11  P P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal P P P P, P P P P P P

Transrectal

Transvaginal

Transuretheral

lntraoperative, (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic- - ___

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

Notes:
[1] Cardiac is Adult and Pediatric,IWY P1 mbined modes are B/M1, B/Color M1, B/PWD, B/GWD, B/Color/P V, B/Por/PW,p t d~se is for digitally encoded harmonics.

(Division Sign iff)
Di fRdyision of Radiological Devices (PLEASE DO NOT WRITE BELOWTHIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

10k fN% 4\ M'fa, Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CER 801.109)
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GE HealthcareC5 510(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid i/q with 9T-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___

Clinical Application PW CW Color Color M Power Combined Harmonic Coded
Anatomy/Region of Interest B M Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse Ote

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac['] P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal P P P P P P P P

Transrectal

Transvaginal

Transuretheral

Ilntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

La pa ro sco pic

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

Note -- c is Adult and Pediatric.

7Ldmoe are B/M, B/Color M, 8/PWD, BICW\D, BIColor/PWD, BIPowerIPWD.

(Division Sign -Off)
Division of Radiological Devices

1.0k (PLEASE 00 NOT WRITE BELOW THIS UNE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription Use (Per 21 CFR 801. 109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid ilq with P2D 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
Anatomy/Region of Interest B MDoppler Doppler Doppler Doppler Doppler Modes Imaging Pulse Other

Ophth almic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac['] P

Peripheral Vascular P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Tra nsre cta I

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[1] Cardiac is Adult and Pediatric.

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

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid ilq with P6D) Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application PW 1CW Color Color M Power Combined Harmionic Codedote
Anatomry/Region of Interest B M Dopplerl Doppler Doppler Doppler Doppler Modes Imaging Pulse Ote

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac 1  P

Peripheral Vascular P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal

taparoscopic

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

Notes:
it Ciardia is utand Pediatric.

(DivisionSinOf

ono ailogical Devices;

Slott K7 0 3 B22Z--~ SE DO NOTMWITE BELOWTHIS LINE -cONWiNUE ON ANOTHER PAGE IF NEEDED)

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

Prescription Use (Per 21 CFIR801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid i/q with AcuNavTM  IOF Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

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

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

CardiaS'1  P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify) 2] P P P P P P P P

lntraoperative Neurological

Intracardiac and Intraluminal P P P P P P P P
Laparoscopic

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

Notes:
[1j Cardiac is Adult and Pediatric.
(21 lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
ri Combined modes are RIM, B/Color M, BIPWD, BICWD, B/ColorIPWD, B/Power/PWD.

IFL (Diison 5iK tff
Pvisjon of Radiological Devices (PLEASE DO NOT WRITE BELOWTHIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcareo5 51 0(k) Premarket Notification Submission
Vivid ilq Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid i/q with AcuNaVTM 8F 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
Anatomy/Region of Interest B MDoppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiacl'1  P P P ~ P P P P P

Peripheral Vascular - -_______ _______

Musculo-skeletal Conventional

Musculo-skeletal SuperficialI ___________

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

I ntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intralurninal P P ::P : P P P P P

Laparoscopic

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

Notesj
1& Z HPX Adult and Pediatric.

ei d modes are B/M, B/Color M, B/PWD, 8/CWD, BIColor/PWD, B/Power/PWD.

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

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

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid ilq with SoundStar 3D 1IOF 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 ote
Anatomy/Region of Interest B MDplroperDoppler Doppler Doppler Modes* Imaging Pulse Ote

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

CardiacM1  P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intracardiac and Intraluminal P P P P P P P P

LaparoscopicI

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

No s:

I M B/PWD, B/CWD, B/Color/P V/fl B/Power/P WD.
(Division Sign-Off)

D)ivisionl of Radiological Devices

510kJ (OL
(PLEASE DO NOT WRFTE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of in Vitro Diagnostic Devices (CIVO)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare*5 51 0(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid ilq with SoundStar eco 1IOF 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
Anatomy/Region of/Interest B MDoppler Doppler Doppler Doppler Doppler Mode s* Imaging Pulse

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac0t1  E E E E E E E E

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify)

Intraopderative Neurological

Intracardiac and Intraluminal E E E E E E E E

Laparoscopic

N = new indication (previously cleared as stand-alone medical devices by Biosense Webster, Inc. K1 12050):

P = previously cleared by FDA; E = added under Appendix E

Notes:
[1) Cardiac is Adult and Pediatric.
[*] Comkined modes are RIM. B/Color M, BIPWO, BICWD, B/ColorIPWD, BlPower/PWD,

'pvl rsion ign-OsIff)vrp (PLEASE DO NOT WRITE BELOWTHIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

r~\1r~v~nConcurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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