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

Common/Usual Name:

Classification Names:
Product Code:

Predicate Device(s);

Vivid i, Vivid q

Class 11

Ultrasonic Pulsed Doppler Imaging System, 21 CFR 892.1550, 90-IYN
Ultrasonic Pulsed Echo Imaging System, 21 CFR 892.1560, 90-1YO
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-ITX
Picture Archiving and Communication System, 21 CFR 892.2050,
90-LLZ

Vivid i and Vivid q Diagnostic Ultrasound Systems, K102388.
Vivid E9 Diagnostic Ultrasound System, K101149.

Device Description: The Vivid i and Vivid q are mobile ultrasound consoles having a wide

assortment of electronic 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 Vascular;
Musculo-skeletal Conventional and Superficial; Urology (including
prostate); Transesophageal; Transrectal; Transvaginal; and
Intraoperative (abdominal, thoracic, and vascular).
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Technology:

Determination of
Substantial Equivalence:

The device may include EchoPilot reporting software which
provides guidance to support the quality of the echocardiography
examination and report. [t 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.

The modified Vivid i/q employs the same fundamental scientific
technology as its predicate devices.

Summary of Non-Clinical Tests:

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

e Requirements Reviews

* Design Reviews

o Testing on unit level (Module verification)
» Integration testing (System verification)

» Final Acceptance Testing (Validation)

¢ Performance testing (Verification)

e 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.

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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GE Medical Systems Israel Ltd.

% Mr. Bryan Behn ' AUG 17 201
Regulatory Affairs Manager

GE Healthcare

9900 Innovation Drive

WAWATOSA WI 53226

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

Dear Mr. Behn:

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 Vivid $5/86, as described in your premarket notification:

- Transducer Model Number

38-RS 8C-RS
3Sc-RS E8C-RS
58-RS 3C-RS
6S-RS 8L-RS
7S-RS 9L-RS
10S-RS 12L-RS
128-RS 112L-RS
M4S-RS 6Tc-RS




9T-RS AcuNav™ 8F
P2D SoundStar 3D 10F

P6D SoundStar ecol0F
AcuNav™ 10F

If your device is classified (see above) into either class II (Special 'Contréls) or class Il (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 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a cla551ﬁcat10n 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 hitp://www.fda.gov/AboutFDA/CentersOffices’f CDRH/CDRHOffices/ucm|1 15809.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 goto
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH $ 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,
f
Dot Ol &y -
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/g

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 gu1delmes and
studies, and helps to identify mismatches, inconsistencies and unusual or mlssmg data.
It can generate a preliminary data analysis that can be used as basis for the examination
report.

PrescriptionUsg X AND/OR  Over-The-Counter Use
Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

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

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

(D}@lsmn Sign- Off)
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) Number \Z\ \a\ Qb 9~
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GE Healthcare

510(k) Premarket Notification Submission

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

Diagnostic Ultrasound Indications for Use Form

Vivid i/q Ultrasound System

Vivid i and Vivid q Diagnostic Ultrasound System

April 5,2012 -

Made of Operation

Clinical Application B | M PW

Anatomy/Region of Interest Doppler

cw
Doppler

Color
Doppler

Color M
Doppler

Power
Doppler

Combined
Modes*

Harmonic
Imaging

Coded
Pulse?

Other

Ophthalmic

Fetal/Obstetrics

Abdominall"!

Pediatric

)

Small Organ (specify)i?)

Neonatal Cephalic

Adult Cephalic

Cardiac®

Peripheral Vascular

T| W| W} W

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Otherl]

<| v| vl | o| u| ©| | ©| W|
| | vl v v| vl o] v| 9| V|

©| 9| 9| W; V| V| V| W] W O T

v| V| 9| W O U W V| 9| OO

9|9 W| 9| | V| W V| W] V| O

9| 9| 9| 9| W| W| 9| BW| VW V| O

| | 9| 9| 9| W| 9| W| V| V| W

9| P 9 W 9| W W| V| U, U| O

v| 9| | v v w| w, v|w W| O

Exam Type, Means of Access

Transesophageal P|P

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)[sl PlP

Intraoperative Neurological

Intracardiac and Intraluminal P|P

Laparoscopic

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

Notes:

[1] Abdaminal includes GYN/Pelvic and Renal.

[2] Small organ includes breast, testes, thyroid.
. [3] Cardiac is Adult and Pediatric.

[4] Other use includes Urology.

[5] Intraoperative includes abdominal, thoracic (cardiac), and vascular (PV).

[*] Combined mod

[ AFD

are B/M, B/Color M, B/PWD, B/ICWD, B/Color/PWD, B/Power/PWD.

or digitally enceded harmonics.

(Division Sign-Cff)

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE |F NEEDED)

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

T .

Prescription Use {Per 21 CFR 801.109)
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, o GE Healthcare
510(k) Premarket Notification Submission
- April 5, 2012

Vivid i/q Ultrasound System

pe

‘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 Appli_cation B | m PW cw Color |Color M| Power | Combined Harmgnic Coded Other
Anatorny/Region of Interest Doppler | Doppler | Doppler | Doppler| Doppler; Modes* | Imaging Pulse*
Ophthalmic
Fetal/Obstetrics P|P P P P P P p P
Abdominall') P|P| P P P P P P P p
Pediatric P[P P. P P P P P P P
Small Crgan (specify)
Necnatal Cephalic
Adult Cephalic PP P P P P P P P P
Cardiacl?] 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

Intraoperative (specify)

Intraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes: ) R

[1] Abdominal includes GYN/Pelvic and Renal.

[2] Cardiac is Adult and Pediatric.

[*] Combined modes are B/M, B/Color M, B/PWD, BICWL, B/Color/PWD, B/Power/PWD.

[M] Coded P%ij for digitally encoded harmonics.

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

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

510

Prescription Use (Per 21 CFR 801.109)
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- . , : ' GE Healthcare
' 510(k) Premarket Notification Submission
) ivid 1 1 April 5,2012

Vivid i/g Ultrasound System

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

Clinit.:al Appli.cation Bl M PW cw Color | Color M| Power | Combined I-farmc_mic Coded Other
Anatomy/Region of Interest Doppler | Dopptler | Doppler | Doppler [ Doppler | “Modes* | Imaging | Pulse®
Ophthalmic

Fetal/Obstetrics E}E E E - E E E E E
Abdominall'l E E| E E E E E E E E
Pediatric 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

Cardiacl 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

Intraoperative (specify)

intraoperative Neurotogical

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.

T*] Combineg modes are B/M, B/Color M, B/PWD, BICWD, B/Color/PWD, B/Power/PWD.

jon :
Dﬁhn cf Radiohglcai Devices (PLEASE DO NOT WRITE BELOW THIS LENE - CONTINUE ON ANOTHER PAGE IF NEEDED)
10K

\@_a-. Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

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

Diagnostic Ultrasound Indications for Use Form
GE Vivid-i/q with 58-RS Transducer

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

_ Mode of Operation
CIinicaIAppIicatibn B | M PW cw Color |Color M| Power | Combined Harmt.mic Coded Other
Anatomy/Region of Interest Doppler | Doppler | Doppler | Doppler Doppler| Modes* | Imaging ; Pulse®
Ophthalmic
Fetal/Obstetrics P|P P P P P P P | P
Abdominal
Pediatric — [PplP| P | P P P p P P P
Small Oréan (specify)
Neonatal Cephalic
Adult Cephalic
Cardiaci!] P|P P P P P P P P

Peripheral Vascular

Muscuto-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intraoperative 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.
[*] Combined modes are B/M, B/Color M, B/PWD, B/ICWD, B/Color/PWD, B/Power/PWD.

[¥] Coded Puke is or digitally encoded harmonics.
4’ (Dlvislog Slgn-Ofﬂ {PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

S10K \9' (b 3 —

Prescription Use (Per 21 CFR 801.109)




GE Healthcare

: ~ 510(k} Premarket Notification Submission
Vivid i/q Ultrasound System

April 5,2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid i/q with 6S-RS Transducer

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

Mode of Operation
Clinical Apgplication B | m PW CcwW Color | Color M| Power | Combined | Harmonic | Coded Other
Anatomy/Region of interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes* | Imaging | Pulse®
Ophthalmic
Fetal/Obstetrics P[P P P P P P P P
Abdominall!] PP P P P P I P P P
Pediatric P|P P P P p P P P
Small Organ (specify)
Neonatal Cephalic PP P P P P P P P
Adult Cephalic
Cardiac? - PIP| 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

Intraoperative (specify)

Intraoperative Neurological v

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] iaglis Adult and Pediatric.

) des are B/M, B/Color M, B/FPWD, B/ICWD, B/Color/PWD, B/Power/PWD.
ly encoded harmonics.

{Pilvision Sign- ) )
Division of Radiological Devices

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

k \ ; [@MQI s . {PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANQTHER PAGE IF NEEDED)
510k

Prescription Use (Per 21 CFR 801.109)
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' . GE Healthcare
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 A

Fetal/Obstetrics PP P P P 2] ‘ P P

Abdominal} PIP| P P P P P P P

Pediatric P|P P P P P P P P

Small Organ (specify)

Neonatal Cephalic P|lP| P P P P P P P

Adult Cephalic

Cardiact?! PIP| P P P P P P P

Peripheral Vascular PP P P P P P P P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative {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.

[*] Combjned modes are B/M, B/Color M, BfPWD, BICWD B/Color/PWD, B/Power/PWD.

; z (valslon Slgn-dFF) {PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

K'Ton of Rad' Concurrence of CDORH, Office of In Vitro Diagnostic Devices (O1VD)
g NP

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

Diagnostic Ultrasound Indications for Use Form
GE Vivid i/lq with 10S-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 [ColorM! Power | Combined | Harmonic | Coded

Anatomy/Region of Interest Doppler| Doppler | Doppler | Doppler | Doppler| Modes* | Imaging | Pulse | Ot
QOphthalmic

Fetal/Obstetrics

Abdominall’ plepl | P [ Pr | p [P P P

Pediatric P|P P P P P P P P

Smalt Crgan (specify)

Neonatal Cephalic P|P P P P P P P P

Adult Cephalic

Cardiac[zl : 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

Intraoperative (specify)

Intracperative 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/IPWD, B/CWD, B/Color/PWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED}
Concurrence of CORH, Office of In Vitro Diagnostic Devices (OIVD)

-

ption Use (Per 21 CFR 801.109)

{Division Sign- .
Diyision of Radiologicglﬁt;evioet

AR A
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Dlvistoft Sign- :
Division of Radiological Devices

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

Diagnostic Uitrasound Indications for Use Form
GE Vivid i/q with 12S-RS Transducer

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

Mode of Operation

Clinical Appli_cation B | M PW cw Color | Color M| Power | Combined Harmclmic Coded Other
Anatomy/Region of interest Doppler, Doppler | Doppler | Doppler | Doppler| Modes* | Imaging | Pulse
Ophthalmic

Fetal/Obstetrics

Abdominall*] N|N| N N N N N N | N

Pediatric N[N N N N N N N N

Smait Organ (specify)

Necnatal Cephalic N | N N N N N N N N

Adult Cephalic

Cardiacl?! NN 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

Intraoperative (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.

[*] Gombined modes are B/M, B/Color M, B/PWD, B/ICWD, B/Color/PWD, B/Power/PWD.

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

1 g ]d%ﬂa__ Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OiVD)

Prescription Use (Per 21 CFR 801.109)

4-11



GE Healthcare
510(k) Premarket Notification Submission
: Vivid i/q Ultrasound System April 3, 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 M PW CW | Color |Color M| Power | Combined Harmc_mic Coded Other
Anatomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes* | Imaging Pulse®
Cphthalmic .
Fetal/Qbstetrics P[P P P P P P P P
Abdominalll P|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 P | P P P P P P P P P
Cardiacl?! P|lP| 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

Intraoperative (specify)

Intraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

N = new Indication; P = previgusly cleared by FDA,; E = added under Appeﬁdix E

Notes:

1] Abdominal lncludes GYN/Pelvic and Renal.

[2] Cardiac is Adult and Pediatric.

[*] Combined modes are B/M, B/Color M, B/PWD, BICWD, BfCoIorIPWD BfPower/PWD.

W [d] Goded Pulse is for digitally encoded hammonics.

. {Division Sign-0ff) {PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
vision of Radiological Devices Concurrence of CORH, Office of In Vitro Diagnostic Davices (OIVD)

w LI

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission
: Vivid i/q Ultrasound System

April 5,2012

Diagnqstic Uitrasound Indications for Use Form

GE Vivid i/q with 4C-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
Anatomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler

Combined
Modes*

Harmonic
Imaging

Coded
Pulse’

Other

Ophthalmic

Fetal/Obstetrics P|P P P P P

Abdominall’] P|P P P P P

Pediatric

Small Organ (specify)

Necnatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular PP P P P P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Otherl?l . PP} P P P P

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

Notes:
[1] Abdeminal includes GYN/Pelvic and Renal.
[2] Qther use includes Urology.

W @ ™ ined modes are B/M, B/iColor M, B/PWD, B/ICWD, B/Color/PWD, B/Power/PWD,

¢ Pulse is for digitally encoded harmonics.
7 (Division Sign-Off)

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

Division of Radiotogical Devices
Ok__ 14

\ g\\ dl% a Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
L) Ll N

Prescription Use {(Per 21 CFR 801.109)
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: GE Healthcare
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 g | m PW CW | Color |Color M| Power | Combined Hannt?nic Coded Other
Anatomy/Region of Interest Doppler| Doppler | Doppler | Doppler [ Doppler| Modes* | Imaging Pulse’
Ophthalmic
Fetal/Obstetrics
Abdominatl'l P|P| P P P P P P P
Pediatric PP P P P P P P .P
Small Organ (specify)l?} P{P| P P P P P P P
Neonatal Cephalic P[P P P P P P P P
Aduit 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
Intraoperative (specify)
Intraoperativé 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.
bined modes are B/M, B/Color M, B/PWD, BICWD, B/Color/PWD, B/Power/PWD.
4 A_M 0 ded Pulse is for digitally encoded harmonics.
(Division Sign-Off)
on Of RadIOiOQlcal DEV‘CES ’ {PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANCTHER PAGE IF NEEDED)
NZ: ]HFM ;}_ Concurrence of CORH, Office of In Vitro Diagnostic Dovices (OIVD)

Prescription Use (Per 21 CFR 801.108)
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Vivid i/q Ultrasound System

" GE Healthcare
- 510(k) Premarket Notification Submission
: . ivid i April 5, 2012

Diagnostic Ultrasound Indications for Use Form
Vivid i/q with EBC-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 Doppler | Doppler | Doppler | Doppler| Doppler| Modes* | Imaging Pulse® Other

Ophthalmic

Fetal/Obstetrics PP P P P P P P P

Abdominall! 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

Otherl? P|P| P P P P P P P

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal PP P P P P P P P

Transuretheral

Intraoperative (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] Other use includes Urology.
*] C\omblned modes are B/M, B/Color M, B/PWD, B/ICWD, BICo!orIPWD B/Power/PWD.

M Aj [W for digitally encoded harmonics.

(DiMsion Sign-off)
D“ﬂs'on of RBGIOIOQ“:Q_LD_EVICES {PLEASE DO NOT WRITE BELOW THIS LINE - CONTINLIE ON ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
510k K\ al %’m

Prescription Use (Per 21 CFR 801.109)
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- GE Healthcare
510(k) Premarket Notification Submission
_ : April 5,2012

Vivid i/q Ultrasound System

Diagnostic Ultrasound Indications for Use Form
GE Vivid-i/q with 3C-RS Transducer

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

Mode of Operation

ClinicaiApplicatidn PW cw Color |Color M| Power | Combined | Harmonic | Coded

Anatomy/Region of Interest Doppler Dbppler Doppler | Doppler | Dappler| Modes* | Imaging | Pulse® .Other

Ophthalmic

Fetal/Obstetrics PP P P P P P P

Abdominall'] P|P| P P P P P P | P

Pediatric P|P P ' P P P P P P

Small Qrgan (specify)

Neonatal Cephalic
Adult Cephalic

Cardiac

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Otherl?] PIiP| P P P P P P P

Exarn Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

"I Intraoperative (specify)

Intrapperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

dominal includes GYN/Pelvic and Renal.

use includes Urology.

ined medes are B/M, B/Color M, B/PWD, B/CWD, B/Color/PWD, B/Power/PWD.
e is igically encoded harmonics.

‘Division Sign-0ff)
i.visio{n of Radiotogical Deviced

. o ,
i ‘ a !g Z% é ﬂ (PLEASE DO NOT WRITE BELOW THIS LINE - GGNTINUE ON ANDTHER PAGE IF NEEDED) .
B Concurrence of CORH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid i/q Ultrasound System

April 5,2012

Diagnostic Ultrasound Indications for Use Fbrm

GE Vivid i/q with 8L-RS Transducer

Intended Use: Diagnostic ultrasound imaging 6r fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Applipation g | M PW cw Color |Color M| Power | Combined Harm9nic Coded Other
Anatomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes* | Imaging Pulse’
Ophthalmic

Fetal/Obstetrics

Abdominall'] P|P| P P P P P P P
Pediatric P|P P P P P P P P
Small Organ (specify)l?! P|P| P P P p P P P
Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular P P P P -]
Muscule-skeletal Conventiconal P P P P

Musculo-skeletal Superficial P P P P P P P

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intraoperative Neurclogical -

Intracardiac and Intraluminat

Laparoscopic

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

Notes:

[1} Abdominal inciudes GYN/Pelvic and Renal.
[2} Small organ includes breast, testes, thyroid.
(Combined modes are B/M, BiColor M, B/PWD, B/CWD, B/Color/PWD, B/Power/PWD.
ed Pulse is for digitally encaded harmonics. '

ot

© (Diviston Sign-Off)
Klvis!on of Radiological Devices
510K

\ D TBD

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANQTHER PAGE IF NEEDED)

Prescription Use (Per 21 CFR 801.109)

Concurrence of CDRH, Office of In Vitro Diagnostic Dovices (OIVD)
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- GE Healthcare
. ' 510(k) Premarket Notification Submission
Vivid i/q Ultrasound System April 5,2012

Diagnostic Ultrasound Indications for Use Form -
Vivid i/q with 9L-RS Transducer

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

_ Mode of Operation _

Clinical Application Bl m PW cw Color {Color M| Power | Combined Harm9nic Coded Other
Anatomy/Region of Interest Doppler| Doppler | Doppler | Doppler | Doppler | Medes* | Imaging Pulse’
Ophthalmic
Fetal/Obstetrics

" Abdominall’] P|P| P P P p p P P
Pediatric P[P P P P P P P P
Small Organ (specify)i? plpP! P P P P P P P
Neonatal Cephalic
Adult Cephalic
Cardiac
Peripheral Vascular PP P P P P P P P
Musculo-skeletal Conventional ; P | P P P P
Musculo-skeletal Superficial P|P P P P P P P
Other -

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative {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] Small organ includes breast, testes, thyraid.

[{] Combined modes are B/M, BiColor M, BIPWD, BICWD, B/Color/PWD, B/Power/PWO.

4) p ded Pulse is for digitally encoded harmonics.

(Dlvlslon Slgn-0ff)
slon of Radiological Devices (PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
510k ’a‘ (ﬁm Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use {(Per 21 CFR 801.109)
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‘ GE Healthcare
SFO(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 Appli_cation B | M PW cw Color {ColorM| Power | Combined Harmc_)nic Coded Other
Anatomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler!  Modes™ | Imaging | Pulse
Ophthalmic
Fetal/Obstetrics
Abdominal PPIP| P PPl N | P P P | P
Pediatric Pe| Pe| P» P- P- P P P- P
Srnall Organ (specify)!] P|P P P P P P P P
Neonatal Cephalic
Adult Cephalic
Cardiac
Peripheral Vascular P|P P P P P P . P
Musculo-skeletal Conventional | 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

Transuretheral

Intragperative {specify)}

Intraoperative Neurological

intracardiac and Intraluminal

Laparoscopic

N = new indication; P = previously cleared by FDA,; P = previously cleared by FDA {(K102393); E = added under Appendix E
P" = Previously Cleared by FDA (K113690)}

Notes:
[1] Small organ includes breast, testes, thyroid.
[*] Combined modes are B/M, B/Color M, BIPWD, BICWD, B/Color/PWD, B/Power/PWD.

%M ﬁ mfr digitally encoded harmonics.

(Division Sign-Off) _
ﬂ ion of Radiclogical Devices (FLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD
510Kk | Q| T g {oVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

April 5,2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid i/q with i12L-RS Transducer

Vivid i/q Ultrasound System

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

Clinical Application
Anatomy/Region of Interest

Mode of Operation

PW
Doppler

Cw
Doppler

Color
Doppler

ColorM
Doppler

Power
Doppler

Combined
Modes*

Harmonic
Imaging

Coded
Pulse

Other

Ophthalmic

Fetal/Obstetrics

" Abdominall']

Pediatric

Small Organ (specify)l?]

Neonatal Cephalic

Adult Cephalic

CardiacP!

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

g W| 9| W

| 9| V| W

T, 9 V| W

v| O ©v| O

w| V| O U

v| Wl wW| O

o| T, 0| T

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative {specify)4]

Intraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

sy,

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

Notes:

11] Abdominal includes GYN/Pelvic and Renal.

[2] Small organ includes breast, testes, thyroid.

[3}Cardiac is Adult and Pediatric.

/ (Divikion Sign-

Division of Radiologicat-Devices

w DI

Off)

4] Intracperative inciudes abdominal, thoracic (cardiac), and vascular (PV).
hined modes are B/M, B/Color M, B/IPWD, B/CWD, B/Color/PWD, B/Power/PWD.

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANCTHER PAGE IF NEEDED)

Prescription Use (Per 21 CFR 801.109)

Concurrence of CORH, Office of In Vitro Diagnostic Devices (QIVD)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid i/q 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:

Clinical Application
Anatomy/Region of Interest

Mode of Operation

PW
Doppter

CcW
Doppler

Color
Doppler

Color M
Doppler

Power
Doppler

Combined
Modes*

Harmonic
Imaging

Coded
Pulse*

Other

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiacll

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intrapperative (specify)

Intraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

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

NotesL
djgc is Adult and Pediatric.

5 for digitally encoded harmonics.

‘ : n
A/}/J A/(/ ﬁ (4 Qolbined modes are B/M, B/Color M, B/PWD, B/CWD, B/Color/PWD, B/Power/PWD.
[

(bivision Sigr-Off)

vision of Radiological Devices

DG

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

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

Prescription Use (Per 21 CFR 801.109)

4-21



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

Diagnostic Ultrasound Indications for Use Form

Vivid i/q with 6T-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 Doppler | Doppler | Doppler | Doppler | Doppler| Modes* | imaging | Pulse® Other

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic
Adult Cephalic

Cardiao[n 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 PP P [ P P P P P P P

Transrectal

Transvaginzl

Transuratheral

Intracperative (specify}

Intraoperative 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.

W [*] @ombined modes are B/M, B/Color M, B/PWD, B/CWD, B/Color/PWD, B/Power/PWD.,

d Puise is for digitally encoded harmonics.

" {Division Sign-Of) _
Diyision of Radlslogical Devices {PLEASE DO NOT WRITE BELOW THiS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
10k \9’\ @ 5 d». Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare

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:

Meode of Operation

Clinical Application PW cw Color |Color M| Power | Combined
Anatomy/Region of Interest Doppler| Doppler | Doppler | Doppler  Doppler| Modes*

Harmonic
Imaging

Coded
Pulse

Other

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic -

Cardiact'] PIP| 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

Transrectal

Transvaginal

Transuretheral

Intracperative (specify)

Intraoperative Neurological

intracardiac and Intraluminal

Laparoscopic

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

ifhic is Adult and Pediatric.
ined modes are B/M, B/Color M, BIFWD, B/ICWD, B/Color/PWD, BfPower/PWD.

o LRGBS

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

Concurrence of CORH, Office of In Vitro Diagnostic Devices (OIVD}

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid i/q Ultrasound System

April 5,2012

Diagnostic Ultrasound Indications for Use Form

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

GE Vivid i/q with P2D Transducer

Clinical Application
Anatomy/Region of Interest

Mode of Operation

PW
Doppler

Ccw

Doppler

Color

Color M

Doppler | Doppler

Power
Doppler

Combined
Modes

Harmonic
Imaging

Coded
Pulse

Other

Ophthalmic

Fetal/Qbstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac!!l

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intracperative (specify)

Intraoperative 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.

Dkt O Tl

77

Knswn of Radiological Devices
510k_| \ "

APES

(Division Sign- -brfy

(PLEASE DO NCT WRITE BELOW THIS LINE - CONTINUE CN ANOTHER PAGE IF NEEDED)

Prescription Use (Per 21 CFR B01.108)

Concurrence of CDORH, Office of In Vitro Diagnostic Devices (OIVD)
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' | GE Healthcare
510(k) Premarket Notification Submisston
' : April 5, 2012

Vivid i/q Ultrasound System

Diagnostic Ultrasound Indi-cations for Use Form
GE Vivid i/q with P6D 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
Anafomy/Region of interest Doppler | Doppler | Doppler | Deppler | Doppler| Modes Imaging | Pulse

QOther

Qphthalmic
Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiaci! P

Peripheral Vascular P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageat

Transrectal

Transvaginat

Transuretheral

Intraoperative (specify)

Intracperative Neurclogical

Intracardiac and Intraluminal

Laparoscopic

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

Notes:

[11.Cardiag is Agult and Pediatric.

{Division Sign-Off)

jvision of Radiological Devices
1 HNFB>
SIOk | g TPEERSE 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
510(k) Premarket Notification Submission
: Vivid i/q Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid i/q with AcuNav™ 10F 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 | ColorM| Power | Combined | Harmonic | Coded Other
‘1 Anatomy/Region of interest Doppler| Doppler ; Doppler | Doppler |Doppler| Modes* | Imaging | Pulse

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Necnatal Cephalic

Adult Cephalic

Cardiac!!! PIP| P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

intracperative (specify)4l P|P| P P P P P P

Intraoperative Neurotogical

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: .

{1] Cardiac is Aduit and Pediatric.

{2] Intraoperative includes abdominal, thoracic (cardiac), and vascular (PV).

[*] Combined modes are B/M, B/Color M, B/PWD, BICWD, B/Color/PWD, B/Power/PWD.

(Division SigR-Off) L
wsrm of Radlologlcal Devices {PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANGOTHER PAGE IF NEEDED)
510k,

a @ @ ‘d—v Concurrence of CDRH, Office of In Vitro Diagnostic Devices (0IVD)

Prescription Use (Per 21 CFR 801.108)
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- GE Healthcare
. 510(k) Premarket Notification Submission
= Vivid i/q Ultrasound System April 5,2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid i/q with AcuNav™ 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 Doppler | Doppler | Doppler | Doppler | Doppler| Modes* | Imaging | Pulse

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

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intraoperative Neurological

Intracardiac and Intraluminal PP P P P P P P

Laparoscopic

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

Notes

[1] is Adult and Pediatric.
4\/\‘ ed modes are B/M, B/Color M, B/IPWD, B/CWD, B/Color/PWD, BIPowerIPWD

(Division Slgn Off}
ivision of Radiological Devices

\a \GP) o

(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
510(k) Premarket Notification Submission
April 5, 2012

Vivid ifq Ultrasound System

Diagnostic Ultrasound Indications for Use Form
GE Vivid i/q with SoundStar 3D 10F Transducer

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

Mode of Operation

Clinical Application PW Cw Color |Celor M| Power | Combined | Harmonic | Coded

Anatomy/Region of interest Doppler| Doppler | Doppler [ Doppler | Doppler| Modes* | Imaging | Pulse Other

Ophthalmic

Fetal/Obstetrics \

Abdominal

Pediatric

Small Organ (specify}

Neaonatal Cephalic

Adult Cephalic

Cardiac!"! PIP| P p P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intracperative 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 £

ofor M, B/PWD, B/CWD, B/Color/PWD, BfPower/PWD.
' (Division Sign- ‘

ﬁiﬁlsion of Radiological Devices
510k

\ Nl o

(PLEASE CO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDORH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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Vivid i/q Ultrasound System

| | | GE Healthcare
510(k) Premarket Notification Submission
ivid i April 5, 2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid i/q with SoundStar eco 10F 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 Doppler | Doppler | Doppler | Doppler| Doppler| Modes* | Imaging | Pulse Other

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonata! Cephalic

Adult Cephalic

Cardiacl!] . 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

Intraoperative (specify}

Intraoperative Neurological

Intracardiac and Intratuminal E|E E E E E E E

Laparoscopic

N = new indication (previously cleared as stand-alone medical devices by Biosense Websler, Inc. K112050);
P = previously cleared by FDA; E = added under Appendix E

Notes:
[1] Cardiac is Adult and Pediatric.
[* Coaned modes are B/M, B/Color M, B/PWD, BICWD, BiColor/PWD, B/Power/PWD.

; ' DW’sxon Sign-0ff)

jvision of.RadeﬂglcaLDexices 8 - _
la @I 9. Concurrence of CORH, Office of In Vitro Di_agnostlc Devices (OIVD)
510k t )

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