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5 10(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: GE Healthcare
9900 Innovation Dr
Wauwatosa, WI 53226

Primary Contact Person: Bryan lBehn
Regulatory Affairs Manager
GE Healthcare
T:(4 14)721-42 14
F:(414)918-8275

Secondary Contact Person: Chan Sock Kim
Regulatory Affairs Leader
GE Healthcare
GE Ultrasound 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 11

Product Code: Ultrasonic Pulsed Doppler Imaging System. 2I1CFR 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System, 2I1CFR 892.1560, 90-IYO
Diagnostic Ultrasound Transducer, 21 CFR 892,1570, 90-ITX

Predicate Device(s): K 1221 14 LOGIQ S7 Expert and LOGIQ S7 Pro

Diagnostic Ultrasound Systems

K 131527 LOGIQ S8 Diagnostic Ultrasound System

K 101874 LOGIQ P6 Diagnostic Ultrasound System

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
capability. The user interface includes a computer keyboard,
specialized controls, 7-inch LCD touch screen and color 19-inch
LCD image display.
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The purpose of this 5 10k is an incremental improvement to the
LOGIQ S7 Expert and LOGIQ S7 Pro to add additional software
features, probes and the Transesophageal indication

Intended Use: 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).

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

Determination of Comparison to Predicate Devices
Substantial Equivalence: The. LOGIQ S7 Expert and Pro systems are substantially

equivalent to the predicate devices with regard to intended use,
imaging capabilities, technological characteristics and safety and
effectiveness.

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

* 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 (K 131527).

* The LOGIQ S7 and predicate LOGIQ S7 systems have
the same imaging modes.

* The LOGIQ S7 and predicate LOGIQ S7 systems
transducers are identical except for the 65-D, RIC5-9-D,
I OC-D, 6Tc-RS which are the same transducers on
predicate LOGIQ S8 (K131527), the BE9CS which is the
same transducer on predicate LOGIQ P6 (K101874) and
L-3- 12-D and S 1-4-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.

* The LOGIQ S7 and predicate LOGIQ S7 systems have
similar capability in terms of performing measurements,
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capturing digital images, reviewing and reporting studies.
* New software features added to LOGIQ S7: AutoEF,

Autosweep, Breast Measure Assistant, 08 Measure
Assistant, Compare Assistant and Preset Manager are the
same features cleared on predicate LOGIQ SS (K 131527).

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

Summary of Non-Clinical Trests:

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:

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

2. 1 EC6060 I-I-2,Medical Electrical Equipment - Part I -
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

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

5. 15010993-I, Biological Evaluation of Medical
Devices- Part 1: Evaluation and Testing

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

7. 1S014971, 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 prernarket submission, LOGIQ S7 Expert find
LOGIQ S7 Pro, did not require clinical studies to support
substantial equivalence.

Conclusion: GE Healthcare considers the LOGIQ S7 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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DEPARTMENT OF HEALTH & H1UMAN SERVICS Public Illcahh Service

Food and Drug Adrninistration
10903 New 11 .... psirc zAveoou
[)ocumnen Control Center - W066-GuO9
Silver Spring. Nil 20993340002

June 5, 2014
GE Healthcare
1/o Mr. Bryan Behn
Regulatory Affairs Manager
9900 Innovation Drive
WAUJWATOSA WI 53226

Re: K 141261
Trade/Device Name: LOGIQ 571Expert, LOGIQ S7 Pro
Regulation Number: 21 CE-R 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, LYC, (TX
Dated: May 14, 2Q14
Received: May 15, 2Q14

Dear Mr. IBehn:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is Substantially equivalent (For the indications
for use slated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976. the enactment date ofihe Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of'the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval ofa premlarket approval application (PMA).
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 prcie labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-I does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the followving transducers intended for

use wvith the Logiq S7 Expert and Loami S7 Pro, as described in your premarket notification:

Transducer Model Number

CI-5-D P?2D RICS-9-D
9L-D P6D IOC-D

ML-6-l5 RA134-8-D 6Tc-RS-D
IC5-9-D I I L-D BE9CS
3CRF-D 8C 1-3-12-D
1-8-1 8i-D 3Sp-l SI1-4-D
S4-1 0-D 6S-l)



Page 2-Mr. Behn

If your device is classified (see above) into either class If (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, 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 Pan 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 CER Part 820): and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CER 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
htto)://www.fda.gov[MedicaDevicesResourcesforYou/industrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.uov/MedicaDevices/Safetv/ReoortaProblem/default.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-free number (800) 638-2041 or (30 1)
796-7100 or at its I nternet address
http://www.fda.pov/Medica[Devices/ResourcesforYou/Inldustry/default.htm.

Sincerely yours,

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

and Radiological Health
Center for Devices and Radiological Health

Enclosure



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 Petal; 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 lntraoperative (abdominal. thoracic, vascular).

Type of Use (Select one or both, as applicable)

2 Prescription Use (Part 21 CFR 801 Subpart D) EOver-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

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

This section applies only to requirements of the Paperwork Reduction Act of 1995.
-60 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.-

The burden time for this collection of Information Is 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
Office 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 unless it displays a currently valid 0MB number'

FORM FDA 3881 (1114) Page 1 of 1 aeoc.E
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Indications for Use Formis

The following forms represent indications with clinical applications and exam types
along with the modes of operation for the LOGIQ S7 Expert and LQGIQ 57 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 I I Table 11.2.1 for information on previous clearance information on these
transducers.

19



GE Healthcare
5 1 0(k) Premarket Noti fication Submission

Diagnostic Ultrasound indications for Use Form
GE LOGIO S7 Expert and LOGIO S7 Pro Ultrasound System

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

Clinical Application------------------ od 2 9etn ___ ___
B M CW Color Color M Power omtbined Harmonnnic Coded Other

AnaromjVReuion off lrrest - Doppler Doppler Doppler Dopple Doppler Modes* Imaging pulse lNotes]

Ophthalmic

Fetal /Obstetrics"' P P P p p I' P I' P P.L. 5.6

Abdominal" p P P Ip p p p P p Ip 3.5.6*
Pediatric p i' ' pF p P P P P p 3.5.6

Smnall Oran' P P p P P P P P p p 3.5.6

Neonatal Ccphalic p p p P P p p p P P 5.6

Adult Cephtalic P P P p p p p p p P 5.6

Cardiac AdultI& Pediatric P p p p p Ip p p p p

Peripheral Vascular P p p p pI P P p P P 3.5.6

Musculo-skelelal Co,entaonal P p p, p P P P P P P 3.5.6

Mosculo-skeletal superficial P p p P P, P p P p P 3.5.6

otiteo" P P P P P p p P P? p 3.5A6

£tam Type, Weam oIAccess
ITransesohageal N N N N N N N N N N

Transrectal"' P p p p P P p p p p 3.5.6

Transvaginal I' p i' , P P p p P, P 3.5.6

Transuret erm------------------------------------

lntroorativet", P p P p P p P p p p 3.5.6

intoperative Neurological------------- ---------- - - -

* Intyuvscular----------------------------- -------

l'aparoscopit
N:- new Indication; P = previously cleared by FDA

Notes: [I I Abdominal Includes Renal, GYNiPelvlc.
121 Small organ includes breast. testes and thyroid

[31 Elastography imaging - Elastielly.
(.4) Other use includes Urology/Prostate
(5J 3D/4D Imaging mode
161 Needle guidance Imaging
[71 Includes Infertility monitoring of folticle development
[8) Intreotperative Includes abdomidnal. thoracic (Cardiac), and vascular (PV)

(I Combined modes are B/I, B/Color M, B/PWD or CWD. BIColoriPWD or CWD. B/PowerIPWD,

(PLEASE G0 NOT WPITE eEtOW THIS LIKE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescriptiont User (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form

GE LOGRO S7 Expert and LOGIC S7 Pro with CI1-5-D Transducer

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

-- - - Modeof rtpration
Clinical Application S M CW Color Color Mv Power Combined Harmonic Coded Other

AnalatrookeRioni of Inrxr D oppkr Doppler Doppler Doppler Doppler Modes* Imagmng Pulse INoies)

Ophthalm~ic-- - - - ___ ___- -

Fetal ! (Thsetries'1  P P P P p P p P P p 5.6

Abdominall'1  P P p p P p, p P P p 3.5.6

Pediatric P, P P P P P P? P p p 3,5.6

Small Orpnt1

Neonatal Cephalic

Adult Cephalic- - - - - -- - -

Cardiac Adult & Pediatric __

Peripheral Vacular P P P P p1 P? InP 3.5,6

Mustculo-skelelal Conventional ____

Musculo-skelelal Superricial II

Othce" P P P P P p p P P p 3.5.6

Exam Type. Meows of Accuss __

Tmanscsopttagel
Transrcclal''

Tranvoginal---

Transurtheral- - - - -

Introoperetive erological ___

Intr v ascutlat _____

N = new Indication; P - previously cleared by FDA
Notes: III Abdominal Includes Renal. GYNIPelvic.

[21 Small organ includes breast, testes and thyroid
[3) Blastography Imaging - Elasticity.
(41 Other use Includes UrologylPrvstate,
[5) 30140, Imaging mode
(61 Needle guidance Imaging
M7 Includes infertlity monitoring of rolcle development
[8) Intraopersllve includes abdominal. thoracic (eardiac). and vasclar (PV)
11 Combined modes are BIM. BiColor M. BIPWD or CWD, BJColor/PWD or CWVD. B/Power/PWD.

(PtEASE 00 NOT MRtn BELOW THIS LINE. .COTINUE ON ANOTHER PAGE IF NEED'ED)

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 tor Use Form

GE LOGIO 87 Expert and LOGIC S7 Pro with 9L--D Transducer

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

- - - Mode ofo Opration ___

Clinical Application B M CW Color Color M Powr Combined Harmonic Coded Oither

A4natomy/Region ofIneres, ope Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Noles)

Ophthalmic I I

Fetal / Obiletrics"' P P P P p P P P P1 5,6

Abdominal 11 P P p P P p p P 3.5.6

Pediatric r p p p p p p p P 3.5.6

Small Orgo, 14 p p P P P lp p p p 3,5.6

Neonatal Cepwaic

Adult Cephalic

Cardiac Adult & Pediatric -------------------------------

peripheral Vascular P I, I' p I' P p r' P 3.5.6

Musculo-skelelal Conventional P P P p P P p P P 3.5.6

Musculo-skelial Superficial P P p p p P P P p 3.5.6

Othe9i' - ~-
Exam Type. Aleam, of.Access--

Ilransesophageal -f--

Transrectall"I
Trans~a rial-

Transureihera --

Inlrooperaitiveii

lniraopenhtive Neuroalogical __ - ---

Intravascular

Loparoscopic . --

N - nEy. indication; P =previoustly cleared by FDA
Notes: [I13 Abdominal Includes Renal. OVN/Pelvic.

121 Small organ includes breast, testes and thyroild
13) Elastography Imaging - Elasticity.
(4) other use includes UrologyIProstalo
(51 30l4D Imaging mode
161 Needle guidance imaging
[71 Includes infertility monitoring of follicle development

[8) Introtoperative includes abdomnal, thoracc (cardiac), and vascular (PV)

['I combined modes are Bfl. B/Color M. BIPWD or CWD. B/ColorlPWVD or CWD. BiPowerIPWD.

(PLEASE DO NOT WUT E BELOW THIS LINE.- CONTINUE ON ANOTHER PAGE IF NECEED

Concarme"c or'CapinI011 of eIn Vitro Diagnoslcs and Rod lologlcsl Hetalth (OI1R)

Prescription User (Per 21 CFR 801. 109)
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Diagnostic Ultrasound Indications for Use Form

GE ILOGIC S7 Expert and ILOGIC S7 Pro with ML1116-16 Transducer

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

-- - Mode of npeation

Blnia Mplcai P CW Color Color M Power ontined Harmonic Coded Other
A4noramyVRegion ofIntact 7 l oppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse INale)

Ophthalm~ic

I'eIal / Obstetrics"'l

Abdomnralt1 '

Pediatric P P P P P lP P P P 3.5.6

Small Orlan'1  Ip p p P F P P P p 3.5.6

Neonatal Cephalic _ P P pa p p p P P P

Adult Cephalic ____

Cardiac Adult & pediatric

Peripheral Vasular P I' I' P P P P la P 3.5.6

Musculo-skeletal Conventional P P P p p p p0 p P 3.5.6

Museculo-skelelal Superficial P P, IF p P P, P P I' 3.5.6

OthcrH'

Exan, Type, A/can of Acess - - - - - - -- -

1ransesophageal

TrensrecialII

Transvaginal

Transuretheral

lntrooperaivce1  
-

Inroperalive Neurological _______

Intravascular

Lanaroscopic- .___- -- ___- -___

N - new; Indication: P = previously cleared by FDA
Notes: 111 Abdominal includes Renal. GYNtPelvic,

121 Small organ Includes breast. testes and Ihyrold
131 Elaslography Imaging - Elasticity.
141 Other use includes Urology/Prostale
151 30/4D Imaging mode
161 Needle guidance Imaging
[73 Includes infertility monitoring of follicle development
(BI Intreoperative Includes abdominal. thoracic (Cardiac), and vascular (PV)
[I Combined modes are B/NI B/Color M, BIPWD or CWD, 8/ColorIPWD or CWD. BIPowerIPWD.

(PLEASE 00 NOT WITE BELOJ THIS LINE. CONTINUE ON MNOTHER PAGE IF NEEDED)

Concurenc or DRII.Offie .fIn Vtro Dagnollcsfind RdiliclIeIb OIR).K

Prescription User (Per 21 CFR 801. 109)
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Diagnostic Ultrasound Indications for Use Form

GE LOGIC) S7 Expert and LOGIC) S7 Pro with ICS-9-D Transducer

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

Mode of C4crneol ____

Clinical Application BPIN CW Color Color MA Power Combined Ilanic Coded Other

.4om/Rgoio neres 7 7 Dopplcr Doppler Doppler Doppler Doppler Modes* Imagingl Pulse (Notesi

Ophthalmic- - - - - ___- -

Few]l/ Obsielrics$t" P P P P P p p p P 5.6

Abdominal1 ' IP p p P P P P p P

Pediatric

Small Orglani
t

- - - --

Neonatal Cepharlie

Adult Ceplialic

Cardiac Adult & Pediatric ___

Peripheral Vascular- - - - - - -

Musculo-skelelal Conventional ___

Musculo-skelelal superficial - - - -- - - -

Other? p p P P P p p p P 3.5.6

Exam TypeAfeans of, Acess __

Tranhesnphagecal- - - -- -

Transrcclall"' P P P P P P P p P 3.5.6

Tmansvagiinal P P P' P P P P P P 353.6

Transurcthenal

lntrzopnsivc - - --

lntroopcroiive Neurological ___

lotrnvascular

Laparoscopic
N -near indication: P previously cleared by FDA
Notes: [11 Abdominal includes Renal. GYNPOIvic.

[2) Small organ includes breast, testes and thyroid
[3) Fiaslography Imaging - Elasticity.
(4) Other use includes Urologryliarustate
151 ZD/40 Imaging mode
(6) Needle guidance Imaging
(71 Includes Inferility monitoring of follicle development
(8) lntrasoperalive Includes abdominal. thoracic (cardiac), and vascular (PV)
*Ii Combined modes are BIM. B/color M. 6/PWO or CWD, BIColorIPWO or CWD. BIlacwerIPWD.

(PLEASE 00 sOT WVRITE BELOWY THIS LINE . CONTINUE ON ANOTHERl PAGE IF NEEDED)

ontrrenceortCum it, offiecor I n Vitro Diagmntles and Radiologkcal HealthI (0O1R)

Prescription User (Per 21 CPFI 80 1. 109)
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Diagnostic Ultrasound Indications for Use Form

GE 10010 S7 Expert and LOGIO SIT Pro with 30RF-D Transducer
Intended Use: Diagnostic ultrasound Imaging or fluid flaw analysis of the human body as follows:

Mode ofrat ion
Clinical Application

B M PW CW Color Color M Power Combi Harmonic Coded Other
.-nafomvrniegio,. or le resi Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)i

Ophthalmic

Forta I Obsietrics'1 p P i' P p p P P P 5.6

Abdominal'' P p p p r P P P p 5.A

ediaric p p p p P P P p p 5.6

Small Organ"------------------------------ t__

Neonatal Cephalic - ____

Aduli Cephalic

Cardiac Adult & Pediatric- - -

Peripheral Vascular- - - - - - - -- -

Muscuto-skelelaI Comenta-------------------------------___

Musculo-skelolal Superficial-------------------------------

Othert"' P P P P P P p p P 5.6

&xam Type. titan, ofAcces------------------------- -

Tnanscsophageol---------------------------- -

Tnmnisrectal'

Transvagtinal

Transurei muj

lnlrooperalivcll

Innrsoperative Neurological

Iniravascular

Laptti ____ ____-- -____ ___ -____

N = flew indication; P =previously cleared by FDA
Notes: 1IJ Abdominal includes Renal. GYN/Pelvic.

[21 Small organ Includes breast, testes arid thyroid
[31 Elaslography Imaging - Elasticity.
143 Other use Includes UrologyiProstate
[53 3DIAD Imaging mode
[83 Needle guidance imaging
[71 Includes Infertility monitoring of follicle development
(8J Intraoperative includes abdominal. thoracic (cardiac). and valscular (PV)
[-I Combined modes are B/N, 5tCOlor M. 8/PWD or CWD. BlColorlPWD or CWD, B/PovverlPWD.,

(PLEASE 00 NOT WRITE BELOW THIS LINE.- CONTIWJC ON MOTHER PAGE IF NEEDED)

Cocurrence of ClRu,ODifferofrIn Viro Diagnostics and Radiological is (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 L-8-18I-D Transducer

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

- - - Mdsfrpcrtion

ClnialAplcaio B NI~CW Color Color MI Powver Combined Hanrmonic Coded Other
ln icalom Appliatiof un: D~opper Doppler Doppler Doppler Doppler Modes Imaging Pulse INois)

Ophthalmic

Frt l Obnactrics"'

Abdomimill t

Pediatric P P P P P P P p p 5.6

Small Organ''1 P P P p p P P IF P

Neonatal Ce halic P P P p P' p P P P

Adult Cephalic

Cardiac Adult & Pediatric

Peripheral Vascular P P P / P P P P P p 3.5.6

Musculo-skeletsI Conventional P P P P P P P P P 3.3,6

lMscuto-sketetal Superficial P iP P P I P IF P P 3,3.6

Oihc$'t

F~am Twit. Meam :fAca'ss it-

I rarnsesonhageoal

1ransrecialS1

Trans itnS al

Traitsu rethteral

lnlmopcmtive"1  P P P P P P P P P 3,5.6

Iniraco trati ye Neurological ____

Intraasular

Laparoscopic
N - neW indication: P = previously cleared by FDA
Notes: [lJ Abdominal indcles Renal. GYN/Pelvc.

121 Small organ Includes breast, testes and thyroid
[3) Elastography Imaging - Elasticity.
[41 Other use Includes UrologytProstate,
[51 3D/AD Imaging mode
161 Needle guidance imaging
171 Includes infertility monitoring of follicle development
[81 Intraoperative includes abdominal. thoracic (cardiac), and vascular (PV)
1[1 Combined modes are B/I. B/Color M. B/PWD or CWVD. BIColor/PWID or CWVD. B/Powver/PWD.

PLEASE 00 NOT WRITE BELOW THUS LINE .CONTINVE ON MnOTHER PAGE IF NEEDED)

Concurrence orCDRII. Office or in Vitro Dlagnoullcs and Radiological Health (0tH)

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

GE LOGIC S7 Expert and LOGIC ST Pro with S4-10-0 Transducer

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

Made c lraion- -

Cliica Aplcton BW CW Color Color M Power omdbuod Harmonic Coded Other

.-naron, oReioflti 7 -1 Doppler Doppler Doppler Doppler Dopplerl Modes' Imaging Pulse [Notes)

Ophthalmic----------------------------------------

Peud !/Obstetrics"' P P p P P p I P P IF p 5

Abdominal1 '1  P p pF p pF P P PF pF p 5

Pediatric PI P P P pF ps PI P PF I 5

Small Orlan" pI p p P p pF pF p P P I

NeonaalCephaic P P, p 1' IF IF IF P P PF 5

Adult Cephalic-----------------------------

Cardiac Adult & Pediatric P P lP P P1 P PF p pF P ___

Peripheral Vascular ____ - - - - - - - - - - - -

Musculo-skelelal Contwional

Musculo-skeletMl Superficial-------------------------

Other 4'

EFa. Type. Means a/Access

Transesopliageal

Transrcclal
tt 
l"-- - -

Tnans~azinal --- - - - - - - - - - -

Tronsurethend---------------------------------------

iniraopenitivS" - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

lnimtoperauive Neurological-----------------------------------

Iniravascular--------------------------

IN -new indication: P = previously cleared byFD
Notes: III Abdominal includes Ronal, GYNJPelvic,

[21 Small organ includes breast, testes and thyroid

(31 Elastography Imaging - Elasticity.
(41 Other use includes UhrologylProstate,
[51 3014D Imaging mode
13 Needle ofdac iolilmdvlomntadiacng (V

(71 Includes infertility monitoringofoliedvlpmn
(8) lntrseojerative Includes; abdominal. thoracic (Cardiac), advlolr(V
[I Combined models ame BIM. BiColor M. B/PWD or CwD. BJColor/PWD or CWOD. BIPowierIPVAfl

(PLEASE MO NOT WRITE BELOW THIS LINE - CON4TINUE ON ANOTHER PAOE IF NEEDED)

Conledurirrce orfCDRiI. Offie arm I niiro Diagnostins and RadiolgIcal -Halth (01IR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Uhtrasound Indications for Use Form

GE LOGiQ S7 Expert and LOGIO 37 Pro with P2D3 Transducer

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

Mod cofoperation

Clinical Apptication Bi M PW CW I Color lColor M Power ombincrillarmonic Coded Other

An~ow'e~o efnrre/DopplcrlDopplcr Doppler Doppler Doppler Modes' Imaging Pulse INoicsi

Fetal I Obstetrics"'l

Abdomirl 1'

Pediatr-------------------------------------------

Small Orsanli'

Neonatal Cephalic-----------------------------------

Adult Cephailic P p

Cardiac Adull & Pediatric F____ P

Peripheral Vascular P I'

Musculo-slceletal Conventional

Musculo-skeletal superficial

otheI"
E.""" Tpe. Means, ofAccess-

Trosesophageal

Transvo inal- -- - - - - - - --

Trmnsurelheral---------------------------------------

Intrzoperwhive Neurological-----------------------------------

lInrascular--------------------------------- ------

N = new Indication: P = previously cleared by FDA
Notes: [I] Abdominal includes Renal, GYN/Pelvic.

[2J Small organ includes breast, testes end thyroid
131 Elastogrophy Imaging - Elasticity.
l41 Other use includes Urology/Prostate
(53 3D/A1D Imaging mode
[6) Needle guidance imaging
(71 Includes infertility monitoring of follicle development

181 Intretoperative includes abdomninal. thoracic (cardfiac), and vascular (PV)

[Combined modes are B/M. 8/Color M. B/PWD or CW/D. RIColor/PWD or OWI), B/Power/PlWID.

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

Castrrener ofCDRIR. officeoarlin Vitro Diagnostics and Rod iological Il elih(0tR)

Prescription User (Per 21 CFR 801. 109)
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GE Healthcare
5 10(k) Poremarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIO S7 Expert and LOGIO 87 Pro with PBD Transducer

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

Mode of Operation

Clinical Application a M PW CW Color Color M Power Comnbined Harmonic Coded Other

A4naoamyRevon ofinterest Doppler Doppler Doppler Doppler Doppler Modes* Inmaging Pulsc [Notes)

Ophthalmic

Fetal ! Obstetrics"'

Abdominal'

Pediatric

small Organ"'--------------------------

Neonatal Ccphalic

Adult Cephalic P P

Cardiac Adult & Pediatric I' P

Peripheral Vascular I' P

Musculo-skeletol Conventional

Musculo-skecletal Superficial-----------------------------------

E.xam Type. MAfrns vf cce.,-

transouphatieal

Transreclal"
t - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

Trms~agial- - - ___-- -

Transuretherul---------------------------------

linirtoperative
t t- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -  

__

lnnoperative Neurological------------------------------------

Inravascular---------------------------- - --

Laparoscopric

N -new indication: P rprevioul clae yFA
Notes: (1] Abdominal includes Renal, GYN/Pelvic.

(21 Small organ includes brvest, testes and thyroid
(3] Etastography, Imaging-. Elasticity.
(41 Other use includes Urology/Prostate
(5] 3D/4D Imaging mode
(6) Needle guidance imaging
(7J Includes infertility monitoring of follicle developmenl
(8) lntraoperstive includes abdominal, thoracic (cardlac), and vascular (PV)

(Combined modes are BIM. 8/otor M. BIPWVD or CWD. BIColorIPWD or CWVD, B/PowerIPWD.

(PLEASE1 00 NOT WRtITE BELOW THIS LINE.- CONTINUE ON ANOTHER PAGE IF NEEOWD)

Coneurrncrof cDRlO111tofrin Vitro, Dilgoatles and Radiological Heralth COIR)

Prescription User (Per 21 CFR 801. 109)
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0GE Hatcr
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIC ST Expert and LOGIC S7 Pro with RAB4-8-D Transducer

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

Modeatropertion
Clinical Application a M PW eW Color Color M Power 7ombined Harmonic Coded oilier

A4.1 r..n v/Region ofintees, Doppler Doppler Doppler Doppler Doppler Modes* Iming Pulse [Notes)

Ophthalmec

Fetal IObslclries'''1 P P P p pF P p P 5.6

Abdominal 11  P P P p p p p p P 5.6

Pediatric P P P P p p p p P 5.6

Neonatal Cephalic----------------------------

Adult Cephulic- - -- - - - - -

Cardiac Adultl&Pediatric

Peripheral Vascular--------------------------------------
Musculo~selIial Conventional I' p p p P p P P P 5.6

Exam Type. Mean, of Acces,---------------------------------------

rirasophaggal

Tmansreclal"1I

Transvorginal- - --

Transureihera

lntraopenItive"

rnraopecralIe Neurological

Intravascular - -

Laparoscopic ____ ___ _______

N- =new Indication: P = previously cleared by FDA
Notes: [1J Abdominal Includes Renal. GYNIPOIvic.

(2) Small organ includes breast. testes and thyroid
131 ElastOgraphy Imaging -Elasticity.
141 Oither use includes Unology/PorostatO
(51 3014D Imaging mode
161 Needle guidance imaging
[71 Inctudes infertility monitoring of follicle development
(81 lntrstoperalive includes abdominal, thoracic (cardiac), and vascUlar (PV)
(31 Combined modes are SIM, B/Color M. 8/PWVD ofrCWD. B/ColorIPWD or CWVD. B/Power/PWV.

(PLEASE M0 NOT WRITE BELOW THIS LINE.- CONTINUE ON MOTH4ER PAGE IF NEEDED)

Concurrence of CDRII. Offiecof In Vito Diagnostics and Radiological Health [011R)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIG S7 Exp~ert and LOGIO S7 Pro with I IL-D Transducer

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

Made of Operolion

Clinical Application B M PW CW Color Color M Power -ombincd Harmoncnic Coded Other

Anai,oWRegtosr aofurersi ___ Doppler Doppler Doppler Doppler Doppler Modes* lnmaging pulse (Notes):

Ophthalmic---------------------------------- ----

Fet I Obstetrics",

Abdominal"' JP P p P p P P PF P 3.3.6

Paediatric rF P IF pF P P p rF P 3,5.6

SmallOrgan'"' PF P IF P pF PF P P F 3.

Neonatal Cephalic

Adult Cephalic

Cardiac Adult &Pediatric------------------ -------- -

Peripheral Vascular P P P P P P P P P 3.5.6

Musculo-skeleta) Conventional p P P PF PF P PF PF P 3,5.6

Muscuto-skelemal Superlicial IF p P Pt I P P PF PF 3.5.6

Exam Tlw. MeartoAccess----------------------------

'rnnsesophagecal

Tmnrrsrcctall"l

Tronsy Minl

Tnansuirtelbra

lnntprawrOIiV

Intraoperotive Neurologicat
Introvascular

Laparoscopic ____________

N - new indication: P = previously cleare by FDiA-
Notes: 111 Abdominal includes Renal, GVNIPGlviC.

121 Small organ includes breast. testes and thyroid
133 Elastography Imaging - Elasticity.
(41 Other use includes urology/Prostate
(51 3D/AD Imaging mode
[6] Needle guidance imaging
17) Includes infertility monitoring of follicle development
181 lntraoperalive includes abdominal. thoracic (cardiac), and vascular (PV)
[-I Combined Modes are 8dM. BIColor M. B11PWD or CWVD, B/Color/PWD or OWOD. BIPowerIPWD.

(PLEASE DO NOT MRITE BELOW THIS LINE c ONMiNUe ONd ANOTHER PAGE IF NEEQEDI

Concurrence of CORH. Ofice of In Vitro Diagnostics and Radiologicl Health (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIO S7 Expert and LOGIO 87 Pro with 8C Transducer

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

M o~lOenlion

Clinicalw Aliain B M CW Color Color M Power ombinctd Harmonic coded Other

Anawomv/Repion ofhuevri -; F - Doppler Doppler DopplerIDoppler Doppler Mod", lmaginit Pulse [Notesi

Fetal / obsielrcsilt

Abdominal"' P P P P P p p pr p 5

Pediatric P p p P P p p p p 5

Neonatal Ccphalic P P P' p p p p P P

Adult Cephalic

Cardiac Adult& Pediatic

Peripheral Vascular

Musculo-skelelal Conventional--------------- ------------ -

Musculo-skvccal Suiperricuia

Exam Type. Meaow oj'ccess

Transesophageal - - - - -

Transeciall'---------------------------------------

Transvaginal-- --

Transureieral-

inhrooperative Neurological __- - - - - - --

Intraynscular

N - new Indication; P - previously cleared by FDA- __ -______ -

Notes: [1J Abdominal includes Renal, GYN/Pelvic.
[2) Small organ Includes breast, testes and thyroid
(3) Elastogreptiy Imaging - Elasticity.
[4] Other use Includes UrologytProslate
(5131) Imaging mode
(O) Needle guidance imaging
[7] tncludes Infertility monitoring of follicle development
18] Intraoperative includes abdominal. thoracic (Cardiac), and vascular (PV)
I'] combined modes are B/M. B/Color M. 6/PWD or CWD. BIColorIPWVD or CWD. B/PowerIPWD.

PtEASE DO NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHIER PAGE IM NEEQED)

(Concurrence ofCDERII. OMer of In Vitre, fiagnosIts% and Radiological Health (OIR)

Prescription User (Per 21 CFR 601.109)
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GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications tor Use Form

GE LOGIO 87 Expert and LOGIO 87 Pro with 3Sp-D Transducer

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

ModecorOperunon
Clinical Application R M PW CW Color Color M Power ombined Harmonic Coded Other

AncaomI(Rrron qfh In's Doppler Dopplcr Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

OphthalmicI

Fetal 1 Cbstelrics' p p p P P P p p p p 5.6i

AbdoMinal11 P P p p p P p p p p 5.6

Pediatric P p p p P p p P p p 3.6

Small Organ'-----------------------------------

Neonatal Cephalic-------------------------------- -

Adult Cephalic P P P P P p p P p p

Cardiac Adult& Pediatric P p p p P p p p p P

peripheral Vascular

Musoculo-skelelal Conpenioal----------------------------------

NMuscul o-skeletal Conerntinl 
-- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

Exa. Type. Mens of Accvss

Irnesophalleal

Transrclal t1 
'

Trnnva inal---------------------------- - - -

Transuretheral---------------------------------------

Intrsoperalive Neurological ____ - - - - - -

Intravascular---------------------------------------

N = newv Indiciation; P. = previously cleared by FDA
Notes: [1I Abdominal includes Renal. GYNIPelvic.

[21 Small organ includes breast, testes and thyroid
[31 Elaslography Imaging - Elasticity,
[41 Other use includes Urology/Prostate
[51 3D Imaging modO
[61 Needle guidance imaging
[M Includes infertility monitoring of follicle development
181 tntraoperatlve includes abdominal. Ihoracic (cardiac), and vastcular (PV)
[I Combined modes arm R00. B/Color M. BIPWOD or CWD. RlCoIOriPWD or CWD. RfPowver/PWAD.

(PLEASE DO NOT MfITE BELOW THIS INE .CONITINUE ON4 ANOTHER PAGE IF NEEDYED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiologicat Hlealth 10OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE 10010 S7 EXDivrt and LOGIC 87 Pro with 6S-0 Tmansducer

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

Mode of Operolion

Clinical Application B M Pw CW Color Color M Peower Comnbined Harmoenic Coded Oilier

Anatalnreyl~ion of/,,erest ____Doppler Doppler Doppler Doppler Doppler Modes' Imaiging Pulse [Notes)

Ophthalmice I___- - - - - - - - - - - -

Fetal/1Obsletrics'' p p p P P P P P P p

Abdominal"' P P P P P P P P P P

Pediatric P P P P P P P P P P

Small Organo'

Neonatal Cephalic r P P 1, P I, P P P I'

AdultCtpllc

Cardiac Adult & Pediatric P P p P p P P P P P

PenipheralyVascular

Musculo-skelctal Conventional----------------------------------

Musculo-skeletol superficial-----------------------------------

Other"-------------------------------

Exam Type, Men of Access ___

Trunsesciphugeal--------------------------------------

FMTrnynginol------------------------------------------

Transureliherol

Intrnopieralive Neurological--------------------------------

Iniruvascular

Loparoscopic Et

N = new Indication: P . previously cleared by FDA(K131527)
Notes: [I I Abdominal includes Renal. GYN/Pelvic.

121 Small organ includes breast, testes and thyroid
131 Elaslogrnaphy Imaging - Elasticity.
141 Other use includes Urology/Prostate
[51 3D Imaging mode
[61 Needle guidance Imaging
171 Includes Infertility monitoring of follcle development
181Ilntraoiperative includes abdominal. thioracic (cardiac), and vascular (PV)

(Combined modes are BIM, B/Color M. B/PWD Or CWD. R/Color/PWD or CWD, B/Power/PWVD.

(PLEASE DO NOT M~ITE BELOW THIS LINE .COWrINUE ON ANOTHER PAGE IF NECEMO)

Cen.rrace OfCDRH. Offie of In Vitro DIagnositIcs and RaIologtIcal Health (OIR)

Presciption User (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Prernarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIO S7 Expert and LOGIQ S7 Pro with RICB-9-D Transducer

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

Modle of ()reniion

Clinical Application B M CW Color Color M Power omrbinced Hamrmoic Coded Other

ArNaOMP/Rexion of inferest Doppler Doppler Dopapple ple Dper Modes Imnagling Pulse [Notes)

Ophthalmtic

Fetal ! Obstetrics"' P p p P p p Ip p p p 5,6

Abdominal"1I p P p p p p1 p I p Ip

Pediatric

Small orgo'
1

- - - - -

Neonatal Cephalic--------------------------------------

Adult Ceplialic---------------------------------------

Cardiac Adult & Pediatric - -- ___ - -

Peripheral Vascular--------------------------------------

Musculo-skelelal Conventional----------------------------------

-Musculo-sktlclal Supericial-----------------------------------

Othert 1  p p P pF p p p p p ps 3.5.6

Exami Ti. Meas qf Acces

'fransesophageal
Transrccial" P p p p p p Ip P p p 3.5.6

Trnsiaginul P p p p p p p p Ip p 3.5.6

Transuretheral-----------------------------

lnamopriive"'

Intramperative Neurologtical __- - - - - - - ---

lntriavascular

No- newi Indication; P = previousl cleared by FDA(K1 31 527)--.___

Notes: (I I Abdominal Includes Renal. GYN[Pelvic.
(2) Small organ includes breast, testes and thyroid
131 Elastography Imaging - Elasticity,
[4) Other use includes UrologylProstate
[5) 3D Imaging mode
[8) Needle guidance imaging
17) Includes infertility monitoring of follicle development
181 Intracoperative includes abdominal. thoracic (cardiac), and vanscular (PV)
I'] Combined modes ame R/M, BIColor M. BiPWD or tWO. B/ColerIPWD or CWD. BIPowerIPWD.

(PtEASE DO NOT W9RITE BELOW THIS LINE -CONTINUE ON ANIOTHIER PAGE IF NEEDED)

Coocurnae erCuRli. Offie orln Vitro Diagnostic, and Radiological Health (aIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIC S7 Expert and LOGIC S7 Pro with 100-D Transducer

Intended Use: Diagnostic ultrasound Imaging9 or fluid flow analysis of the human body as follows:

Mode of Oprlion - - -

Clinical Application B M PW C oo Color M Power onmbicd Ilarm~onic Coded Other

.4nwomviRen oInieres Doppler Doppler l)op'pklr Doppler floppierMo~dcs Imaging Pule INotes)

Ophthalmic ____ - - - - - - - - - - -

vltal! IOtoericsil'

Abdominal"'

KPediatric 
P P P p P P P P 5.6

Small Organ"'I

Neoastal CceItalic P P p P p lp P P 5.6

AdulCephalic56

Cardiac Adult & Pediatric P P P p p P P 1 P 5.6

PeripherauIVAsuloz 1P P P P T P p p Ip 5.6

Musculo-skeletal Conventional P P P P p P p P S.hi.,------------------------------
Musiculo-skelelal superficial ' P, P 1, P P P P, 5.6

ExmType, Means of Access

Tranmcsophageal

Transrcclalttl

Transvagiflal -

TUNIapMIVCra

Intranperative Neuroogical

Intravascular

I tpam"s'P.c- - -____ ___ ____

N = new indication; P . prevdously cleared by FDA(K 131527)
Notes: 11) Abdominal includes Renal. GYN/Pelvic.

12J Small organ includes breast. testes and thyroid
[3J Elastogriaby Imaging - Elasticity.
[4) Other use indcle. UrOlogy/ProstatO
151 3D Imaging mode
161 Needle guidlance Imaging
171 Includes infertility monitoring of follicle development
[81 lntaoperative includes abdominal. thoracic (cardilac). and vascular (PV)
[*1 Combined modes are SIM, 6/Color M. 6/PWO or OW!). BiCoior/PWD or CWD. B/PovittIPWD.

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

Concsrrece of CD)RH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIO 87 Expert and LOGIO S7 Pro with 6Tc-S-D Transducer

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

Mode of Onesrnion - - - -

Clinical Application pw CW Color ClrMPower ombind Harmonic Coded Oilier

.4ncoomVRezio', of 1Inrms, Doppler Doppler Doppler D oppler DopplerrosImgn Pue[Nt)

Ophithalmic----------------------------------------

Fetal / Ob)SleiTS'",

Abdominal'' - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

Pediatric---------------------------------- - -

Small Organ' -

Neonatal 7cphalic- - - - - - - -

AdultiCephalic---------------------------------------

Cardiac Adull P' P P P P P p p p p

Peripheral Vascular

Musculo-skeletal Conventional ___- - - - - - - - - - -

Museulo-skelethl SucTricial------------------------- - -

Exam Type. Mdens OfAccess,
Transesophateal p p P P p P P p p p
Transrecial"'i
Transvaginal ___

Transurethcral

lnloeafmiveNI

Intreoperative Neurological
Intravascular E

-Lapr. oi ____- - -____- - --

N = new indication: P;" pvously cleared by FDA(K131527)
Notes: (I] Abdominal includes Renal. OyNIPelvic.

(21 Small organ includes breast, testes and thyroid
131 Elaslogwaphy Imaging - Elasticity.
141 Other use includes UrologyIProslate
151 3D Imaging modle
(Bj Needle guidance imaging
17l Includes mIfrtility monitoring of follicle development
181 IntreoperatIve includes abdominal. thoracic (cardiac), and vascular (PV)

(11 Combined modes are SIM. B/Color M. BIPWD or CWD. B/COlorIPWVD or CWD, BlPower/PWD.

(PLEASE D0 NOT WFrE BELOW THIS LINE.- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurtnetceor CDRI. OmfcCorlfinVYtro Diagnostics and Radiological H~ealth (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Ultrasound Indicatlons for Use Form

GE LODGIQ S7 Expert and LOGIC S? Pro with BEBCS Transducer

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

Clinical~o Appicaio
ClnclApiain B M PI C Color olrM Power Combined Harmornic Coded Other

Analwmy/Regiofl of/'es Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse I Notes)

Ophthalmic----------------------------------------

Fetal' Obsuetics'--------------------------------------

Abdonminal' 1  P P p P P r P P

Pediatric P p p p P P P P

Small OrtianIi
1

Neonatal Cephalie

Adult Cephalic-------------------------------------- -

CardiaceAdult & Pediatric------------------------------------

Pcniphcrul Vtuculaf

Musculo-ketal Conventional----------------------------------

Musculo-skelelal Superflcial ___- - - - - - - - - --

Other" ~ P P P P p P IP P,

Exam Type. Means of Access

Iransesophageal-----------------------------------
Trunsrectall" p p IP P P? P1 P P

Transvolgiful IP P IP P P P P P

Transuretheral

Iniraco rutivetM

lntiraomrative Neurological

Intrava cula, 
aLaparoscopic #1

N - new Indication; P - previously Mlee by FDA (K101874)
Notes: (I1I Abdominal includes Renal, GYN/Pelvic.

(21 Small organ includes breast, tests$ and thyroid
(3) Elastography Imaaing -Elasticity.
141 Other use includes UrologyPCOsIZte
151 3D Imaging mode
(ei Needle guidance Imaging
17] Includes Infertility monitoring Of follicle development
18) Introoperatlve includes abdominal. thloracic (Cardiac). and vascular (PV)
1-iCombined modes are BIM. BIColor M, B/PVVC or CWD. B/Color/PWD or CWVD. Blpower/PV',.

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

Concurrence of CDRII. Off" of In Vitro Diagnostin and Radiologtlcal Health (0111)

Prescription User (Per 21 CFR 801.109)
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0GE Hatcr
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIC 87 Expert and LOGIC S7 Pro with 1-3-12-D Transducer

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

-- - Modjc5rperationl

Clinical Application a M PW CW Color Color M Power Combined Harmonic Coded Other

.loom.WRrjion of 1"remr __ Doppler Doppler Doppler Doppler Doppler Modcs Imaging pulse (Notes)

Ophthalmic 11-- - - -- - - - -

Fetal / Obstetrics"' N N N N N N N N N 5.6

Abdominal'" N N N N N N N N N 3.5.6

Pediarc N N N N N N N N N 3.5.6

Small Organt'i N IN N N N N N N N 3,5,6

Neonatal Cephalic -

6

Adult Cc Italic-- -

Cardiac Adult & Pediatric __

Peripheral Vascular N N N N N N N N N 3.5.6

Musculo-skelelal Conventional N N N N NIN N N N 3.5.6

Mvusculo-skelelal Superficial N N N N N N N N N 3.5.6

O)IheW 1 - -  -  - -  - -  -  - -

Exam, Tine,ika/nt of .Icss __-

Transesophageal----------------------------
Trarisrectal

Transurciheal --

Intmin aiveli)- -- - - -

lniraOperaiv Neurological __ -- - - --

Intravascular- - - - - - -

Laparoscopic - -. = .= -- - =

N = nem Indlication; P - previously cleared by FDA
Notes: [1) Abdominal includes Renal. GYN/PeMC.

[21 Small organ Includes breast, testes and thyroid
[31 Elastography Imaging - Elasticity.
141 Other use Includes UrotogylPeostate
15] 30 Imaging mode
161 Needle guidance imaging
1] Includes inferility montoring of follicle development

(8] Intraoperative includes abdominal. thoracic (cardlac), and vasicular (PV)

I'] CombIned modeas are BIM, B/Color M. BIPWVD or CWV, BICoIordPWD Or CWD. BlPower/PWD.

(PLEASE DO NOT WRITE BELOW TIlS LISE. CONTINUE ON ANlOTHER PAGE IF NEEDED)

Concurree of CDRI1I, 0oMee of I n Vitro DlagnosltIn and Rod loolgksl Health (O1IR)

Prescription User (Per 21 C FR 80 1. 109)
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Farm

GE LOGIO S7 Expert and LOGIG S7 Pro with 81-4-fl Transducer

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

- - ~Mode oroperlion -- -

Clinical Application BW M cw Color color M Powr 2ombinod Harmonic Coded Other

Anatomv/Rcgion of injuress: Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse (Note")

Ophthalmic

Fetal I'Obstetrics" N N N N IN N N N N N 5.6

Abdominall" N N N N N N N N N 4 5,6

Pediatric N N N N N N N N N N 5.6

Small Organ'----------------------------------------

Neonatal Ccphalic----------------------------------- I

Adult Cephalic N N N N NS N N N N N

Cardiac Adultl& Podiatic N N N N N N IN N N N

PeripheralVascular

Musoulo-skeletall Conventional------------------------------------

Musculo-skcletall Superficial

Othier------------------------------------------

&xam TAN. Means atAccess----------------------------------------------

ransesophageal----------------------------

Transvaginal---------------------------------------

Intraopen6v?4-- - -- - -- -

lntraouemtive Neurologtical------------------------ - -

Intravascular--------------------------------------

I aparoscopic- - = - .. -

IN - new indiCatlonrP= rviul cleared by FDA
Notes: (1) Abdominal includes Renal, GYNiPelvic.

12) Small organ includes breast. testes and thyroid
131 Etastography Imaging - Elasticity.
(4] Other use includes Urologtylrostate,
(5j13D Imaging mode
[6] Needle guidance imaging
171 Includes infertility monitoring of follicle development
(81 lntraoperatlve Includes abdominal. thoracic (cardiac), and vascular (PV)
(11 Combined modles are RIM. BIColor M. BIPWO or OW!). BIColorIP WI or CWD. Bi/lowerIP WI.

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

Concurrencetof CDRH, Offie of In Vitro Diagnouticn and Rod lological Health (O1IR)

Prescription User (Per 21 CF R 801. 109)
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