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GE Healthcare

310(k) Premarket Notification Submission

510(k) Summary

In accordance with 21 CFR 807.92 the following summary of information is provided:
Date: May 14, 2014

Submitter: GFE Healthcare
9900 Innovation Dr
Wauwatosa, WI 53226

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
T:(414)721-4214
F:(414)918-8275 -

Secondary Contact Person: Chan Sook Kim
‘ Regulatory Affairs Leader
GE Healthcare
GE Uitrasound Korea, Ltd.
T:+82 31 740 6307

Device: Trade Name: LOGIQ S7 Expert and LOGIQ S7 Pro Ultrasound System
Common/Usual Name: LOGIQ S7 Expert and LOGIQ S7 Pro

Classification Names: Class Il

Ultrasonic Pulsed Doppler Imaging System. 21CFR 892.1550 90-1YN
Ultrasonic Pulsed Echo Imaging System, 21CFR'892.1560, 90-1YO
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-1TX

Predicate Device(s): K122114 LOGIQ S7 Expert and LOGIQ S7 Pro
Diagnostic Ultrasound Systems
K 131527 LOGI(Q 58 Diagnostic Ultrasound System
K101874 LOGI(Q P6 Diagnostic Ultrasound System

Product Code:

Device Description: The LOGIQ S7 Expert AND LOGIQ S7 Pro is a full featured,
general purpose diagnostic ultrasound system which consists of a
mobile console approximately 62 cm wide, 86 ¢cm deep and 175
cm high that provides digital acquisition, processing and display
capabitity. The user interface includes a computer keyboard,
specialized controls, 7-inch LCD touch screen and color 19-inch
L.CD image display. '
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Intended Use:

Technology:

Determination of
Substantial Equivalence:

1/

GE Healthcare

310(k) Premarket Notification Submission

The purpose of this 510k is an incremental improvement to the
LOGIQ S7 Expert and LOGIQ S7 Pro to add additional software
features, probes and the Transesophageal indication

The device is intended for use by a qualified physician for
ultrasound evaluation of Fetal; Abdominal; Pediatric; Small
Organ (breast, testes, thyroid); Neonatal Cephalic; Adult
Cephalic; Cardiac (adult and.pediatric); Peripheral Vascular;
Musculo-skeletal Conventional and Superficial; Urology
(including prostate); Transrectal; Transvaginal; Transesophageal
and Intraoperative (abdominal, thoracic, vascular).

The LOGIQ S7 Expert and LOGIQ S7 Pro employs the same
fundamental scientific technology as its predicate devices

Comparison to Predicate Devices

The LOGIQ S7 Expert and Pro systems are substantlally
equivalent to the predicate devices with regard to intended use,
imaging capabilities, technological characteristics and safety and
effectiveness.

e The systems are all intended for diagnostic ultrasound
imaging and fluid flow analysis.

e The LOGIQ S7 and predicate LOGIQ S7 systems have
the same clinical intended use with the exception of
Transesophageal which is substantially equivalent to
Transesophageal on the LOGIQ S8 (K131527).

e The LOGIQ S7 and predicate LOGIQ §7 systems have
the same imaging modes.

e The LOGIQ S$7 and predicate LOGIQ §7 systems
transducers are identical except for the 65-D, RIC5-9-1,
10C-D, 6 Tc-RS which are the same transducers on
predicate LOGIQ S8 (K131527), the BE9CS which is the
same transducer on predicate LOGIQ P6 (K101874) and
L3-12-D and 51-4-D, which are new and equivalent to
existing transducers.

* The systems are manufactured with materials which have
been evaluated and found to be safe for the intended use
of the device.

¢ The systems have acoustic power levels which are below
the applicable FDA limits.

e The LOGIQ S7 and predicate LOGIQ S7 systems have
similar capability in terms of performing measurements,
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510(k) Premarket Notification Submission

capturing digital images, reviewing and reporting studies.

s New software features added to LOGIQ S7: AutoEF,
Autosweep, Breast Measure Assistant, OB Measure
Assistant, Compare Assistant and Preset Manager are the
same features cleared on predicate LOGIQ S8 (K131527).

e The LOGIQ S7 and predicate systems have been designed
in compliance with approved electrical and physical safety
standards.

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 to applicable medical device
safety standards. LOGIQ S7 Expert and LOGIQ S7 Pro and its
applications comply with voluntary standards:

1. AAMI/ANSI ES60601-1, Medical Electrical
Equipment — Part 1: General Requirements for Safety

2. 1EC60601-1-2,Medical Electrical Equipment — Part 1-
2: General Requirements for Safety — Collateral
Standard: Electromagnetic Compatibility
Requirements and Tests

3. 1EC60601-2-37, Medical Electrical Equipment — Part
2-37: Particular Requirements for the Safety of
Ultrasonic Medical Diagnostic and Monitoring
Equipment o

4. NEMA UD 3, Standard for Real Time Display of
Thermal and Mechanical Acoustic Qutput Indices on
Diagnostic Ultrasound Equipment

5. ISO10993-1, Biological Evaluation of Medical
Devices- Part 1: Evaluation and Testing

6. NEMA UD 2, Acoustic Qutput Measurement Standard
for Diagnostic Ultrasound Equipment

7. 18014971, Application of risk management to medical
devices: Second edition

8. NEMA Digital Imaging and Communications in
Medicine (DICOM) Set. (Radiology)
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The following quality assurance measures are 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, LOGIQ S7 Expert and

LOGIQ S7 Pro, did not require clinical studies to support
substantial equivalence.

Conclusion: GE Healthcare considers the LOGIQ §7 Expert and LOGIQ S7
Pro to be as safe, as effective, and performance is substantially
equivalent to the predicate device(s).
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3 / DEPARTNMENT OF HEALTH & HUMAN SERVICES Public Heabh Service

S

“'w . Food and Drug Administration

. 10903 New Hampshize Avenue
Document Control Center ~ WOB6-(7609

Silver Sprirg. M2 209930002

June 3, 2014
GE Healthcare
% Mr. Bryan Behn
Regulatory Affairs Manager
9900 Innovation Drive
WAUWATOSA WI 53226

Re: K141261
Trade/Device Name: LOGIQ S7 Expert, LOGIQ S7 Pro
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: il
Product Code: YN, [YO, ITX
Dated: May 14, 2014
Received: May 15,2014

Dear Mr. Behn:

We have reviewed your Scction 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in intersiate
commerce prior to May 28, 1976, the cnactment date of the Medical Device Amendments, or Lo
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval ol'a premarket approval application (PMA}.
You may, therefore, market the device, subject 1o the general controls provisions of the Act. The
general controls provisions ol the Act include requirements for annual registration, listing of’
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. Wc remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applics to the following transducers intended for
use with the Logiq 87 Expertand Logig S7 Pro, as described in your premarket notification:

Transducer Model Number

Cl-3-D P2D RIC5-9-D
9L-D P6D | 10C-D
MLG-13 RAB4-8-D 61c-RS-D
IC5-9-D 11L-D ) BEICS
JCRE-D 8C L3-12-D
.8-18i-D 3Sp-D S1-4-D

S4-10-D 6S-D



Page 2—Mr. Behn

If your device is classified (see above) into either class [ (Special Controls) or class 111 (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation contro! provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041
or (301) 796-7100 or at its Internet address

http://www.fda.gov/Medical Devices/ResourcesforYou/Industry/default.htm. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification™ (21 CFR Pan
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/Med|ca|Dev|ces/SafetyfRegortaProbIem/defauIt htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll- frce number (800) 638-2041 or (301)
796-7100 or at its Internet address .

hitp://www.fda. ov/Med1calDewces/ResourcesforYou/Industr /defauit.htm,

Sincerely yours,

fon i)

Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

for

Enclosure



DEPARTMEI;IT (gF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
°°. and I.Jrug Adminlstration Expiration Date: January 31, 2017
Indications for Use See PRA Statement below.

510(k) Number {if known)
K141261

Device Name
LOGIQ S7 Expert and LOGIQ S7 Pro

Indications for Use (Describe)

The device is intended for use by a qualified physician for ultrasound evaluation of Fetal; Abdominal; Pediatric; Small
Organ (breast, 1estes, thyroid), Neonatal Cephalic; Adult Cephalic; Cardiac (adult and pediatric); Peripheral Vascular;
Musculo-skeletal Conventional and Superficial; Urology (including prostate); Transrectal; Transvaginal;
Transesophageal and Intraoperative (abdominal, thoracic, vascular).

Type of Use (Select one or bath, as applicable)
Prescription Use {Part 21 CFR 801 Subpart D) (] COver-The-Counter Use (21 CFR 801 Subpart C}

——

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Cancurrence of Center for Devices and Radiological Health (CDRH) (Signature)

i)

This section applies only to requirerments of the Paperwork Reduction Act of 1995,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information s estimated to average 79 hours per response, including the
time to review Instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this Information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration

Qffice of Chief Information Officer

Paperwork Reduction Act (PRA) Staff

PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unfess it displays a currently valid OMB number.”

FORM FDA 3881 {1/14} Page 1 of 1 PSC Pebinhiag Services (M1 436740 EF
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Indications for Use Forms

The following forms represent indications with clinical applications and exam types
along with the modes of operation for the LOGIQ 87 Expert and LOGIQ S7 Pro system.
Combinations identified *P" for the transducers represents those previously cleared with
this or another GE Ultrasound system and those identified and “N™ are new. Please see
section 1! Table 11.2.1 for information on previous clearance information on these
transducers.
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Diagnostic Ultrasound Indications for Use Form

GE LOGI

87 Expenrt and LOG!

87 Pro Ultrasound System

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

) Mode of Opemtion
Clinica) Application B M PW | Cw Color |Color M| Power Combined] Harmonic | Coded Oiher

Anatomy/Region of interest Dopplcr | Doppter | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse | [Notes)
Ophthalmic
el 7 Obstetrics'™ P P P P P r P F [ P 56
Abdominal*'! P P P P P P P P P P 3.56
Pediatnc P P P [ P P P P P [ 3.5.6
Small Orgpn'™' P 4 P P P P P P P P 356
Neonatal Cephalic P P P P P P P P P P 5.6
Adult Cephatic P r P P P P r P P P 5.6
Cordiac Adubl & Pediairic P [ P P P P P P P P
Periphcral Vascular P P P P P P | P 4 P 3.5.6
Musculo-skeletal Convemional P P P P P P | P P P 3,56
Musculo-skeletal Superflicial P P P P P P P F P P 156
Other! P P P [ P P P P P P 3.5.6
Exam Tvpe, Means of Access

Transesophagenl N N N N N N N N

Transrecial™ P P 3.5.6

Transvaginal P 4 P F [ r 356

Transuretheral

Inmraoperntive!”! P [ P P P P P P P P 3356

Inraoperative Neurclogical
- Imravascular

|.apuroscopic

N = new Indication; P = previously cleared by FDA

Notes: [1) Abdominal includes Renal, GYN/Pelvic.
{2] Small organ includes breast, lestes and thyroid
{3] Elastography Imaging - Elasticity.

{4] Other use inctudes Urclogy/Prostate
{5] 3D/4D Imaging moda
[6) Needie guidance Imaging

(7] Includes infertility monitoring of follicle devetopment
[8) Intraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[*) Combined modes are B/M, B/Color M, B/PWD or CWD. BIColor/PWD or CWD, B/Power/PWD,

(PLEASE DO NQT WRITE BELOW THIS LINE - CONTINUE ON ANQTHER PAGE IF NEEDED)

Concurrence of CORH, Office of In Vitro Diagnostics and Radiological Health (OIR}
Prescription User (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form
GE LOGIQ S7 Expert and LOGIQ S7 Pro with C1-5-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Made of Operation

Clinical Applicati .
nical Application R M PW cw Color [Cotor M| Power [Comhined|Harmonic| Coded [ Other

Anatom'Region of Interest Doppher | Doppler | Deppler | Doppler | Doppler | Modes™ | Imaging | Pulse | [Notes)

Ophihalmic

Fetal ! Obstetrics'™ P P P P P P P P P P 5.6

Abdomina)!'! P ¥ [ P P P p P P P 356

Pediatric P P P P P P P P P P 3356

Small Qrgan'’!

Neonatal Cephalic

Adul Cephalic

Cardiac Adult & Pediatric

Peripheral Vascular P |4 P P P P P P P P 3.5.6

Musculo-skeletal Conventiona!

Musculo-skeletal Superficial

Other'” P P | d P P P P P P P 156

Exam Tvpe. Means of Access

Transesophageal
I

Transrccla

Transvpginal

Transuretheral

Intracperative!™

Imraoperntive Neurological

Intrpvascuiar

Loparoscopic

N = new indication;, P = previously cleared by FDA

Notes:  [1} Abdominal includes Renal, GYN/Pelvic.

(2] Small organ includes breas, testes and thyroid

[3] Elastography Imaging - Elasticity.

[4] Other use includes Urology/Prostate

[5} 3D/4D Imaging mode

[6] Needie guidance imaging

[7] Inctugdes infertitity monitoring of follicle development )

[8] Intraoperalive includes abdominal, thoracic {cardiac), and vascular (PV)

['] Combined modes are B/M, B/Calor M, 8/PWD or CWD, B/Calor/PWD or CWD, B/Power/PWD.

{PLEASE DO ROT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Cancurrence of CORH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User {Per 21 CFR 801.109)
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¥

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ §7 Expert and LOGIQ S7 Pro with 9

L-D Transducer

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

Maode of Operation

Clinical Application g | wm [ Pw [ ow | color [ColorM| Power [Combincd|Harmonic! Coded [ Other
Anatomy/Region of Inierest Doppler| Doppler | Doppler | Doppler | Doppler| Modes’ | Imaging | Pulsc | [Noics)
Ophthalmic
Fetal / Obiterrics”! P P P E P P P P 56
Abdomina!" P P P P P P P P P 3.5.6
Pediatric P L4 P P P P P P P 3.5.6
Small Organt! P P P P P P P P P 356
Neonatal Ccpﬁalic
Adult Cephalic
Cordine Adul & Pedintric
Peripheral Vascular [ P P .56
Musculo-sketeta Conventional P P 1.5.6
Musculo-skelewat Superficial P P P 156

Gther”!

Exant Type, Aleans of Access

b 1

Tran

 alld -3

Transrectal"

Transvaginal

Transuretheral

Inraoperative’™

JMraoperative Neurologicul

Iniravascular

Loparoscopic

Notes:

N = new indication; P = previously cleared by FDA
[1) Abdominal Includes Renal, GYN/Pelvic.

{2) Small organ includes breast. testes and thyroid

[3) Elastography Imaging - Elasticity.

[4) Other use includes Urology/Prostale
[5] 3D/4D Imaging mode

{6] Needle guidance imaging

{7] Includes infertility monitoring of lollicte development
[8} Intravperative includes abdomina!, thoracic (cardiac), and vascular (PV)
["} Combined modes are B/M. B/Color M. B/PWD or CWD, BiColor/PWD or CWD, B/Power/PWD.

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

Concurvence of CDRH, Office of fn Vitro Dingnostics and Radiological Health (OfR)

Prescription User (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form
o GE LOGIQ S7 Expert and LOGIQ S7 Pro with ML8-15 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 [Cotor M| Power (Combined|Harmonic | Coded |  Other

Angtomy/Region of hierest Doppler | Doppler| Doppler { Doppler| Doppler | Modes ™ | Imaging | Pulse | [Noles)

Ophthalmic

Fetal / Obstetrics"”

Abdominal'"*

Pediginic r P F 4 r P P P P 356

$mall Organ'™! p P P P P P P P P 15.6

Neonatal Cephalic P P P P P P P P P

Aduly Cephatic

Cardiac Adult & Pediatric

Periphernl Vascular P [ r P P P P P r 1.5.6

Musculo-skelelal Conventional | P F P P P P P P P 3.5.6
| Musculo-sketetnl Superficial i P g [ [ P P [ P 356

Other™!

FExam Tvpe, AMeans of Access

Transesophageal

Transrectal™

Transvaginal

Transuretheral

Intraoperative!™!

Intraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA
Notes:  [1) Abdominal includes Renal, GYN/Palvic,
(2] Small organ Includes brenst. testes and thyroid
(3) Elastography Imaging - Elaslicity.
{4] Other use includes Urolopy/Prostale
[5} 3D/4D imaging mode
[6] Needie guidance imaging
[7] Includes infertility monitoring of follicle development
[6] Intracperative includes abdominal, thoracic {cardiac), and vascular (PV)
[*) Combined modes are B/M, B/Color M, BIPWD or CWD, B/Color/PWD or CWD, BfPower/PWD.

{PLEASE DO NOT WRITE BELOW THIS LINE . CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Dingnostics and Radiclogical Health (OIR)

Prescription User (Par 21 CFR 801.109}
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Diagnostic Ultrasound Indications for Use Form
GE LOGIQ 87 Expert and LOGIQ S7 Pro with IC5-9-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of ODperation

Clinica| Applicalion 5 1 M | ™ | cw | Color [ColorM | Power [Combincd|Harmonic] Coded | Other
AnatomyiRegian of nerest Doppler | Doppler | Doppler | Doppler | Doppler Modes' | Imaging { Pulse | [Notes)
Qphthalmic
Fetal / Obstesrics”! P P P P P P P P P 56
Abdomina)!"! -
Pedigtric
Small Qrgan'™

Neonatal Cephalic

Aduh Cephalic

Cardisc Adult & Pediatric

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletnl Superficial

Crher™ d P P P P [ P P P 3.5.6

Exam Type, Means of Avcess

Transesophageal

Teansrectal™ P P L P P P P P P 358
Transvaginal r P r r [ P | P r 356
Transurethera)

Intraoperative™

Intraoperative Neurclogical

Intrvascular

Laparoscopic

N = new indicalion; P = praviously clearad by FDA
Notes:  [1] Abdominal includes Renal. GYN/Pelvic.
{2} Small prgan includes breast, testes and thyroid
[3) Eiastography Imaging - Elasticity.
[4] Other use includes Urology/Proslate
[5] 30440} Imaging mode
(8] Need!e guidance Imaging
[7] Includes infeniility monitoring of follicle development
(8] Intraoperalive includes abdominal, thoracic (cardiac}, and vascular (PV)
[*] Combined modes are B/M. B/Color M, B/PWD or CWD, B/ColorfPWD or CWD, B/Power/PWD,

[PLEASE DQ NOT WRITE BELOW THI5 LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of bn Vitro Diagnostics and Radiologlcal Health (OIR)

Prescription User {Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form

GE LOG|

S7 Expert and LOG!

S7 Pro with 3CRF-D Transducer

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

Clinical Application

Maode of Cperation

B M W CW | Color |Color M| Power [Combincd|Harmonic| Coded | Other
Anatomy/Region vf Interesi Doppler | Doppler { Doppler | Doppler | Doppler Modes’ Imaging | Pulse | [Notes)
Ophthglmic
Feal 7 Obstetrics'™ P 56
Abdominal!! P S.h
Pedintric P P 5.6
Small Organ'™!
Neonatal Cephalic
Adull Cephalic
Cardiac Adult & Pediairic
Peripheral Vascular
Muscuto-skeletal Conventional

| Musculo-skeleal Superficial

Other*! P P P P P P P P P 5.6

Exam Type, Means of Access

Transesophageal

Transrectal™

Transvaginal

Transureiheral

_Inimaoperative!®

Intraoperative Neurological

Intravascular

Lapargscopic

N = new indication; P = previpusly cleared by FDA

Notes:

[1] Abdominal includes Renal. GYN/Pelvic.

[2) Small orgen includes breas!, testes and thyrold
[3] Elaslography Imaging - Elasticity.
[4) Other use includes Urology/Prosiate
|5] 30/4D Imaging mode

[6]) Needle guidance imaging

{7} Includes infertility monitoring of follicle development
[8] Intraoperative includes abdominal, thoracic (cardiac), and vascular (PV}
(] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

{PLEASE DO NOT WRITE BELOW THIS UNE - CONTINUE ON ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109}
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Diagnostic Ultrasound Indications for Use Form
GE LOGIQ S7 Expert and LOGIQ S7 Pro with L8-18I-D Transducer
Intended Use: Diagnestic ultrasound imaging or fiuid flow analysis of the human body as follows.

Clinicol Application

Anatomy/Region of Interest

Mode of Operetion

Doppler

cw
Doppler

Color
Doppler

Color M
Doppler

Power
Doppler

Combined
Modes

Coded
Pulsc

Harmonic
Imaging

Cthee
[Netes)

Ophtholmic

Fetal / Obstetrics'”!

Abdominaf?'!

Pediatne

5.6

$mafl Orgon™

Nconatal Cephalic

Adult Cephalic

Cardiac Adult & Pedialric

Peripheral Vascular

156

Musculo-skeletal Conventional

3,56

Musculo-skeletn] Superficial

356

Other'!

Exam Tvpe, Means of Access

Transesophagenl

Transrcclal’!

Transvaginal

* Teansuretheral

Intraoperative®!

356

Intraoperative Neurological

Intravascular

Loparoscopic

Noles:

N = new indication; P = previously ¢
[1] Abdominal includes Renal, GYN/Pelvic.

eared by FDA

[2] Small organ includes breast, testes and thyroid
(3] Elastography Imaging - Elasticity.
[4) Otrer use intludes Urology/Prostate

[5) 34D Imaging mode

[8) Needle guidance imaging
|7] Includes infertility monitoring of follicle development

(8] Intraoperative includes abdominal, thoracic (cardiac), and vascular (PV)

[*) Combined modes are B/M, B/Color M, BIPWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

[PLEASE DO ROT WRITE BELOW THIS UINE - CONTINUE ON ANQTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagrostics and Radiological Health (O1R)

Prescription User {Per 21 CFR 801.109)
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Diagnostic Uitrasound Indications for Use Form
§7 Pro with §4-10-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

GE LOGI

S7 Expert and LOG

Clinical Application

Made of Operation

Combmcdl Harmonic

B M PW CW Color |Color M| Power Coded | Other
AnatomyRegion of Interest Dappler | Doppler | Doppler | Deppler | Doppler| Modes™ | Imaging | Pulse | [Notes)
Ophihalmic
Fewl / Obsterrics”’ P P P P P P P d d P 5
Abdominal!"! P P P P P P P P P P $
Pedianic P P P P [ P P P P P 5
Small Organ™ P P P P P P P P P P 5
Neonalal Cephalic P P id | P P P P P P 5
Adult Cephalic
Cardiac Adul & Pediatric P P P P P P P P P P

Periphera! Vascular

Musculo-skeleta! Conventional

Musculo-skeletal Superficinl

Other"

Exam Tvpe, Means of Access

Transesophageal

Transrectal*]

Transvoginal

Transureiheral

Intraoperative!™

Iniraoperative Neurological

Inimvascular

Laparoscopic

N = new indicalion; P = previously cleared by FDA

Noles:

|1} Abdominal includes Renal, GYN/Pelvic.

[2] Small organ includes breast, lestes and thyroid

[3] Elastograpghy imaging - Elasticity.

(4] Other use includes Urclogy/Prostate
{5] 30/4D Imaging mode

{6) Needle guidance imaging

(7] Includes infertility monitoring of follicle development
[8] tntracperative includes abdominal, thoracic {cardiac), and vascular PV}
[ Combined modes are B/, BiColor M, B/PWD or CWD. BIColor/PWD or CWD, B/Power/PWD.

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

Concurreace of CDRH, Office of 1n Vitro Diagnostics und Radiological Health (OIR}

Prescription User {Per 21 CFR 801.109)
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GE Healthcare

510{k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ $7 Expert and LOGIQ S7 Pro 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 | Other

AnotomyRegion of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | 1maging | Pulse | [Notes)

Ophthalmic

Fetal / Obstetrics”

Abdominaf!"!

Pedintne

Small Organ'™

Nconatal Cephalic

Adult Cephalic P
Cordiac Adult & Pedisiric
Peripheral Vascular P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Onher'™

Exam Tvpe. Meons of Access

Transesophogeal

Transrecial'™

Transvaginal

Transurelheral

Intraoperative’™!

Intraopertive Neurological

Iniravascular

Laparoscopic
N = new ndication; P = previously clearad by FOA

Notes:  [1] Abdominal includes Renal, GYN/Pelvic.

" |2) Small organ includes breast, lestes and thyroid

{3] Elastography imaging - Elasticity.

[4] Other use includes Urclogy/Prostate

{5} 3040 Imaging mode

[6]) Needle guidance imaging

[7] Includes infertitity monitoring of follicle development

[8] Intracperative includes abdominal, thoracic {cardiac). and vascular (PV)

[*] Combined modes are B/M, B/Color M, B/IPWD or CWD., Bi/Color/PWD or CWD, B/Power/PWID.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE tF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Henlth (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

510(k} Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGI

S7 Expert and LOGI

S7 Pro with P6D Transducer

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

Clinicat Application

Anatomy/Region of Interest

Maode of Operation

PW
Doppler

Cw

Doppler

Color
Doppler

Color M
Doppler

Power
Doppler

Coded
Pulse

Combincd] Harmonic
Modes' | Imaging

Other
[Notes)

Ophihalmic

Fetal ¢ Obsietrics'™

Abdominal'"!

Pediatric

small Organ'”!

Nconalal Cephalic

Aduh Cephulic

Cardisc Adult & Pedistric

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other'!

Exam Tvpe, Means of Access

‘ransesophageal

Transrccial™!

Transvaginal

Transuretheral

|_Inirsoperntive!”

Intraoperative Neurological

Iniravascular

Laparoscopic

Notes:

N @ naw indication; P = previously cleared by FDA
[1] Abdominal includes Renal, GYN/Pelvic.

(2} Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4} Other use includes Urology/Proslate

5] 3D/4D tmaging mode

(6} Needle guidance imaging

{7] Includes infertility monitoring of follicle developmeni
(8) Intraoperative includes abdominal, thoracic {cardiac), and vascular (PV)
[*) Combined modes are B/M. B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASé DO ROT WRITE BELOW THIS LINE - CONTINUE QN ANQTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Dingnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ S7 Expert and LOGIQ S7 Pro with RAB4-8-D Transducer

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

Clinical Application

Anatomy/Regron of Interest

Maode of QOperation

PW
Doppler

CWw Color
Doppler | Doppler

Color M
Doppler

Pawer
Doppler

Coded
Pulse

Combined] Harmenic
Mades” | Lmaging

CQther
{Notes}

Ophthalmic

Fetal 7 Obstetrics'”!

36

Abdoming!")

5.6

Pediatric

5,6

Smalt Organ®™!

Nco}ialal Ccphalic

Aduh Cephulic

Cardiac Adult & Pediatric

Periphernl Vascular

Musculo-skeletal Conventional

56

Musculo-skeletal Superficial

Other'"!

56

Exam Tvpe, Means of Access

Tt phageal

Transrectal™

Transvaginal

Transurctheral

Intraoperative™

Intraoperative Neurological

Imiravascular

Laparascopic

Noles:

N = new indication; P = previously clearad by FDA
[1) Abdominal includes Renal, GYN/Pelvic,

[2] Smali organ includes breast, lestes and thyroid

|3] Elastography Imaging - Elasticity.

[4] Other use includes Urology/Prosiate

[5] 3D/4D Imaging mode
{8} Needle guldance imaging

[7] Includes infertility monitoring of follicle development

[8] Intraoperative includes abdominal, thoracic (cardiac). and vascutar (PV}

("] Combined modes are B/M, B/Color M, B/PWD or CWD. BICotor/PWD or CWD, B/Power/PWD.

¥

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

Concurcence of CDRH, Office of In Vitra Diagnestics and Radlolopica) Health (O1R)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

‘ 510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGI

S7 Expert and LOGI

§7 Pro with 11L-D Transducer

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

Clinical Applicalion

Made of Qperntion

B M PW W | Color |Color M| Power [Combincd] Harmonic| Coded | Other
Anatomy Region of herest Doppler | Doppler | Dappler | Doppler | Doppler| Modes™ | Imaging § Pulse | [Notes)
Ophtholmic
Fewl 7 Obstetrics'”
Abdominal't P P 3356
Pediatric 356
$mall Crgan®®! P P Pp_| 356
Neonatal Cophalic
Adult Cephalic
Cardiac Adult & Pediatnig
Peripheral Vasculor P P 356
Musculo-skeletal Conventional P P P P P P 3,5.6
Musculo-skeletal Superficial P r [ P P P 356
Qther*

Exam Tvpe, Means of Access

‘T'ransesophogeal

Fransrectal!™

Transvaginal

Transurctheral

[niraoperntivel®!

[ntraoperntive Neurological

{riravascular

Laparascopic

N = new indication; P = previously cleared by FDA

Notes:

11) Abdominal includes Renal, GYN/Pelvic.

{2} Small organ includes breast, lestes and thyroid

{3) E'astography Imaging - Elasticily.

[4] Other use includes Urglogy/Prostale

[5] 3D/MD Imaging mode

[6] Needle guidance imaging

[71 Includes infenility monitoring of follicle development
[8] Intraoperative includes abdominal, thoracic (cardiac), and vascutar (PV)
{*] Combined modes are B/M. B/Color M, BfFWD or CWO. B/Color/PWD or CWD. B/Power/PWD.

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

Concurrence of CDRH. Office of In Vitro Diagnestics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGI

S§7 Expert and LOGI

87 Pro with 8C 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 | cotor [CotorM| Power [combined| Harmonic| Coded | Omer
Anctomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes' | Imaging | Pulse | [Notes}
Ophihalmic .
Fetal / Obsletrics'™
Abdominal'" p P P [ P P P P P 5
Pediatric P P P P P P P P P 5
Smatl Organ'"™ P P P P P P P P P 3
NMeonatal Cophalic P P P P P P P P P 3

Adult Cephalic

Cardiac Adult & Pediairic

Peripheral Vascular

Musculg-skeletal Convenlional

Musculo-skeletal Superficial

Other*!

Exam Tvpe. Mveans of decess

Transesophagenl

Transrecial*!

Transvaginal

Transuretherol

Intragpevative™

Intraoperative Neurological

Intravoscular

Laparoscopic

N = new Indication; P = previously cleared by FDA

Notes:

[1] Abdominal includes Renal, GYN/Pelvic.

[2] Small organ includes breast, testes and thyroid

[3) Elastography Imaging - Elasticity.

[4] Other use Inctudes Urology/Prosiate

[5] 3D Imaging mode
[8] Needls guidance imaging

{7] Includes infertility moniloring of follicle devetopment
18] intraoperative includes abdominal, thoracic (cardlac), and vascular PV}
I"] Combined modes are B/M. BiColor M, B/PWD or CWD. B/Colar/PWD or CWD, B/Power/PWD.

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

Concurrence of CDRH, OfMice of In Vitro Dingnosiics und Radiological Healih {Q1R)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

510(k} Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGI

S7 Expert and LOG!

87 Pro with 3Sp-D Transducer

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

Clinical Application

Maode ol Operation

B M PW cw Color {Color M| Power Combined| Harmonicy Coded | Other
AngomwRegion of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse | {Notes)
Ophthalmic
Fetal ¢ Obstetrics'™ P P 5.6
Abdominal!"! P P P P 5.6
Pediatnc P 5.6
Small Organ'™!
Neonatal Cephalic
Adult Cephalic P P P 4 P P P
Cardiac Adult & Pediatric P P P P P P

Peripheral Vascular

Musculo-skelernl Conventional

Musculo-skeletal Superficial

Other'™

Exam Tvpe, Means of Access

T v ¥

Transrectal™

Transvaginal

Transuretheral

Introoperative™

Intrapperative Neuralogical

Intravascular

Laparoscopic

N = new Indication; P = previously cleared by FDA

Notes:

1] Abdominal includes Renal, GYN/Pelvic.

[2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
|4] Other use includes Urotogy/Prostate

|5] 3D Imaging mode

[8] Needle guidance imaging
[7] tncludes infertility monitoring of follicle development

[8} intracperative includes abdominal, thoracic (cardiac), and vascular (PV)

[*] Combined modes are B/M, B/Color M, BFWD or CWD. BIColorPWD or CWD, B/Power/PWD,

[PLEASE DO NGT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRM, Office of ln Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
$7 Pro with 65-D Transducer
Intended Use; Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

GE LOGI

S7 Expert and LOGI

Muode of Operstion

Clinical Application B M PW cW | Color |ColorM| Power [Combincd|Harmonic| Coded | Quher
Anatomy!Region of Interest Doppler | Doppler | Doppler | Doppler | Doppicr Modes | imaging | Pulse | [Notes)
Ophihalmic
Fetal / Obstetrics'™ P P P
Abdominal" P
Pediutric P P
Small Organ'”!
Neonatal Cephalic r r P [ [ [ [ | P "
Adul Cephalic
Cardiag Adult & Pediatric P P P P 4 r P P | P

Peripheral Vasculor

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other'™!

Exam Tvpe, Means of Access

Transesophogeal

Transrecial™

Transvaginal

Transuretheral

tnirnoperative™!

Intraoperative Newrological

Intravascular

Luparoscopic

MNoles:

N = new indication; P = previously cleared by FDA(K131627)
(1] Abdominat includes Renal, GYN/Pelvic.

{2] Small organ includes breast, testes and thyroid
|3} Etastography Imaging - Elasticity.
[4]) Other use inclutes Urology/Prostale

[5] 3D Imaging mode

[8] Need!e guidance imaging
{7] includes infertility monitoring of follicte development

{8) Intraoperative includes abdominal. thoracic (cardiac). and vascular {PV)
|*] Combined modes are B/M, B/Color M, B/PWD or CWD. B/IColor/PWD or CWD, B/Power/PWD.

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

Concurreace of CDRH, Office of In Vitro Dingrostics and Radiological Health (OIR)

Prescription User (Per_21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ §7 Expert and LOGIQ S7 Pro with RIC5-9-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow anaiysis of the human body as follows:

Clinical Application

Anatomy/Region of Interesi

Mo

de of Operation

PW
Doppler

cw
Doppler

Color
Doppler

Color M
Doppler

Power
Doppler

Coded
Pulsc

Combined] Harmonic
Modes' | Imaging

Other
[Noles)

Ophihalmic

Feval / Obstetrics'™

5,6

Abdominal''!

Pedistric

Small Organ*’!

Neonatal Cephalic

Adult Cephalic

Cardiac Adult & Pediatric

Peripheral Yascular

Musculo-skeleial Conventional

Musculg-skeleial Superticial

OCiher®

Exam Typw, Means of Access

‘Transesophag

Transrecial™

3.5.6

Transvaginal

3.56

Transurciheral

Iniraoperative!™!

Inteaoperative Neurological

| Intrvascular

Laparoscopic

Notes:

N = new indication; P = previously cleared by FDA{K131527)
(1] Abdominal includes Renal, GYN/Pelvic.

(2] Small organ includes breast, testes and thyroid

{3] Elastography {maging - Elasticity.

{4] Other use includes Urology/Prostale

|5] 3D \maging mode
[8] Needla guidance imaging

[7] Includes infertility monitoring of follicle davelopment
[8) Intraoperative includes abdominal. thoracic {cardiac), and vascular (PV}
[*] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Colar/PWD or CWD, BiPower/PWD.

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

Concurrence of CDRH, Office of In Vitre Dingnostics znd Radiotogical Health (QIR)

Prescription User (Per 21 CFR 801.109)

35




GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ 87 Expert and LOGIQ S7 Pro with 10C-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mixde of Qperation

CwW Color | Color M| Power Combimd]liarmonic

B M PW Coded | Other

AnatomyRegion of Inerest Doppler | Doppler | Doppler | Doppler | Doppler Modes' | Imaging | Pulse | [Notes)

Ophihalmic

Feral - Obstetrics'™

Abdorminal''!

Pediatric P P P [id P P P P 36

Small Organ®!

Neonatal Cephalic P P [ P P | P P 5.6

Adult Cephalic

Cardiac Adull & Pediatric P P P P P P P 56

Peripheral Vascular P P ¥ P P P P P 5.6

Musculo-skeletal Conventional P P P P P P P 5.6
| Musculo-skeletal Superficial r P P 4 [ P P P 56

Other'®!

Exam Tvpe, Means of Access

Transesophageal

Transreetal!™

Transvaginal

Transuretheral

Intracperative!™

Intrgoperative Neurologicol

Intravascular

Lapuroseapic

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

[3] Elastography Imaging - Elasticlty.

[4] Other use includes Urology/Prostate

(5] 3D Imaging mode
18] Needle guidance imaging

N = new ingication; P = previously cleared by FDA(K131527)

[7] Includes infertility monitoring of follicle development
[8] Intraoperative includes abdominal, thoracic (cardiac), and vascular (PV)

[1] Combined modes are B/M, B/Color M, B/PWD or CWD. B/Color/PWD or CWD, B/Power/PWD.

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

Concarrence of CDRH, Office of In Vitro Diagnostics and Radiologicat Health (OIR)

Prescription User (Per 21 CFR 801.108)
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ $7 Expert and LOGIQ 87 Pro with 6Tc-RS-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid fiow anatysis of the human body as follows:

Mode of Qperation

Clinical Application PW CW | Color {Color M| Power Combined]Harmonic| Coded | Onher

AnatomyRegion of Interest Doppler | Doppler | Doppler | Doppler | Doppler Modes' | Imaging | Pulse | [Notes)

Ophthalmic
Fewl / Obsterrics'™

Ahdominal'!

Pediairiv

Small Organ®!

Neonaial Cephalic

Adult Cephalic

Cardiac Adull P P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletn! Superficial

Other™

Exam Tvpe. Means of Access

Tr phageal P P P P [ P P P P P

Transrectal'™

Transvaginal

Transuretheral

Intraoperative!

{raoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA(K13152'7)

Notes:  [1] Abdominal includes Renal, GYN/Pelvic.

(2] Small organ includes breas!, testes and thyroid

{3} Elastography Imaging - Elasticity.

{4] Other use includes Urology/Prostale

[5) 3D imaging mode

(6] Needlg guidance imaging

(7} Includes infertility monitoring of follicle development

18] Intraoparative includes abdominal. thoracic (cardiac). and vascular {PV)

[*] Combined modes are 8/M. B/Color M, B/FWD or CWD, B/ColorlPWD or CWD, BiPower/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnestics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ S7 Expert and LOGIQ $7 Pro with BESCS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

.Mnde of Operotion .

Clinical Application B w | PW [ cw [ Cotor [Cotor M| Power [Combined[Harmonic| Coded | Other
Anatomy/Region of Inierest Doppler | Doppler | Doppler | Doppler | Dopplerf Modes™ | Imaging [ Pulse | [Notes)
Ophthalmic
Feta) / Obstetrics”

Abdominal''! P P P P F
Pediatric P P 4 P P P P P

Smatl Organ'®!

Neonatal Cephalic

Adult Cephalic

Cardiac Adull & Pediatric

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other™! P P P P P P P P

Exam Tvpe, Meuns of Access

Transesophageal

Transrectal™ P i P P P [ d P P
Transvaginal P P P P P P P P
Transuretheral

Intraoperutive®!

Intraoperative Neurological

Intravascular

Laparascapic

N = new indication; P = previously tleared by FDA (K101874)
Notes:  [1) Abdominal includes Renal, GYN/Pelvic.
{2] Small organ includas breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 30 Imaging mode
[6] Needle guidance imaging
17] Includes Infertility monitoring of follicle development )
|8} intraoperative includes abdominal. thoracic (cardiac), and vascular (PV) °
|1 Combined modes are B/M, B/Color M, B/PWD or CWD., B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANQTHER PAGE IF NEEDED)
Concurrence of CRRH, Office of In Vitro Diagnostics and Radiclogicsl Henlth (OTR)

*Prescription User (Per 21 CFR 801.109}
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Uitrasound Indications for Use Form

GE LOGIQ §7 Expert and LOGIQ ST Pro with L3-12-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

natomw Region of hiierest

Mede of Operation

PW
Doppler

cw
Doppler

Color
Doppler

Color M
Doppler

Power
Dappler

Coded
Pulse

Combined | Harmonic

Other
[Notes)

Ophthalmic

Modes” | Imaging

Fetal / Obstetrics'™!

N

5.6

Abdominal'"!

Z |2

Zz |z

3.5.6

Pediatric

Zz |z |2

3.5.6

Small Organ®!

2z |z |z 12

z |Z

Z |2 |z |2

ra

Z|Zz |2 |2

2z |2 |2 |2
Z |2 |=Z |2
Zz |z

3,56

Neonatal Cephalic

Adufl Cephalic

Cardiac Adult & Pediatric

Peripheral Vascular

356

Musculo-skeleal Conventional

4

z

z

Z

3.5.6

2

3.56

Musculo-skelelal Superficial
Other™"

|_Exom Tipe, Means of focess

Transcsophageal

Transrectal

Transvaginal

Transurctheral

Intraoperative™

Intraoperative Neurological

Intravascular
| v

Laparoscopic

Notes:

N = new indication; P = previously clearad by
[1] Abdominal includes Renal, GYN/Pelvic.

DA

|2] Small organ includes breast, lesles and thyroid
[3] Evastography Imaging - Elasticity.
{4] Other use includes Urology/Prostate

[5) 30 Imaging mode
(6] Needle guidance imaging

{7] Includes infertility monitoring of follicle developmenl

(8] Intraoperative includes abdominal, thoracic {cardiac), and vascular (FV}

[] Comblined modes are B/M, B/Calor M, BIPWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

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

Concurrence of CDRH, Office of In Vitro Dingnostics and Radictogical Health (O1R)

Prescription User {Per 21 CFR 801.109)
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GE Health
510(k) Premarket Notification Submi

Diagnostic Ultrasound Indications for Use Form

GE LOGI

S7 Expert and LOGIQ S7 Pro with S1-4-D sducer

care
ssion

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

Clinical Application

Maode of Operation

B PW cwW Color |ColorM| Power [Combincd|Harmonic | Coded | Other
Anatomv/Region of Interest Doppler | Doppler | Doppler { Doppler | Doppler Modes' | Imaging | Pulsc | (Notes)
Qphihalmic
Fetal / Ohstetrics'” N N N N N N 5.6
Abdominal"! N N N N N N N N 56
Pediatric N N N N N N 5.6
$malt Organ®’!
Neonatal Cephalic
Adull Cephalic N N N N N N N N N
Cardiac Adult & Pediatric N N N N N N N

Peripheral Vascular

Musculo-skeleral Conventional

Musculo-skelew) Superficial

Other”!

Exam Tvpe, Means of Access

‘Transesophageal
Transrectal

Transvaginal

Transuretheral

Intreoperative’™

Intrsoperntive Neurological

Irtravascular

Loparoscopic

N = new indication, P = previously cleared by FDA

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

[3) Etastography Imaging - Elasticity.

[4) Other use includes Urology/Proslate

[5] 3D Imaging mode
[8] Needle guidance imaging

[7] includes infentility monitering of follicle development
(8] Intracperative Includes abdominal, thoracic (cardiac), and vascular (PV)
['] Combined modes are BM, B/Color M. B/PWD or CWD. BI/Color/PWD or CWD, B/Power/PWD.

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

Concurrence of CDRH, Office of In Vitra Diapgnostics and Radiological Health (O1R)

Prescription User (Per 21 CFR 801.109)
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