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510(k) Summary

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

Date July 16, 2012

Submitter: GE Healthcare
9900 Innovation Dr
Wauwatosa, WI 53226

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
T:(4 14)72 1-42 14
F:(414)918-8275

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 II

Product Code: Ultrasonic Pulsed Doppler Imaging System. 21CFR 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System, 21CFR 892.1560, 90-IYO
Diagnostic Ultrasound Transducer, 21 CER 892.1570, 90-ITX

Predicate Device(s): KI 11582 LOGIQ S8 Diagnostic Ultrasound System

K092271 LOGIQ E9 Diagnostic Ultrasound System

K 10 1874 LOGIQ P6 Diagnostic Ultrasound System

KI 113690 LOGIQ e Diagnostic Ultrasound System

KI 112213 Voluson E6/E8/E8 Expert 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.

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
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(including prostate); Transrectal; Transvaginal and lntraoperative
(abdominal, thoracic, vascular and neurosurgical).

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

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

biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety,
and has been found to conform to ap plicable medical device
safety standards. LOGIQ S7 Expert and LOGIQ S7 Pro and its
applications comply with voluntary standards:

1 . IEC60601-l- , Medical Electrical Equipment -
Part 1: General Requirements for Safety

2. 1 EC60601-l-2,Medical Electrical Equipment -
Part l-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. ISO010993-I. Biological Evaluation of Medical
Devices- Part 1: Evaluation and Testing- Third Edition

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

7. 1S014971, Application of risk management to medical
devices

8. NEMA, Digital Imaging and Communications in
Medicine (DICOM) Set. (Radiology)
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The following quality assurance measures were applied to the
development of the system:

0 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 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 & HUMAN SERVICES Food and Drug Administration

10903 New Hampshire Avenue
Silver Spring, MD 20993

GE Healthcare
c/o Bryan Behn
9900 Innovation Dr.
Wauwatosa, WI 53226

Re: K122114
Trade Name: LOGIQ S7 Expert

LOGIQ S7 Pro Ultrasound System
Regulation Number: 21 CFR §892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: Class II
Product Codes: JYN, LYO, LTX
Dated: July 16, 2012
Received: July 17, 2012

Dear Mr. Behn:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general control provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling, and
prohibitions against m-isbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use
with the LOGIQ S7 Expert and LOGIQ S7 Pro, as described in your premarket notification:

Transducer Model Number

CI-5-D L8-18i-D I1L-D
9L-D S4-1Ib-D 8C
ML-6-15 P2D 3Sp-D
1C5-9-D P6D
3CRF-D RA134-8-D



If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA may
publish fuirther announcements: concerning your device in the Federal Reg-ister.
Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CFR Part

807); labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the
quality systems (QS) regulation (21 CFR Padt 820); and if applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to proceed
to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucml I 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Qifice of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda. goviMedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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

Sincerely Yours,

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

Radiological Health
Center for Devices and Radiological Health

Enclosure(s)
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5 10(k) Number (if known): K 122. I IL(

Device Name: LOGIQ S7 Expert and LOGIQ S7 Pro

Indications for 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
and Intraoperative (abdominal, thoracic, vascular-and neurosurgical).

Prescription Use x- AND/OR Over-The-Counter UseNA
(Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

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

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

Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and
Safety ~ 2-L

510(k) Number______________
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Diagnostic Ultrasound Indications for Use Form
GE LOGIQ S7 Expert and LOGIQ S7 Pro Ultrasound System

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

Mode of Operation ____ ___ ____

ClincalAppicaion B M PW CW Color ColorMl Powert ombined aroi Cde Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Mdes* Imaging Pulse [Notes]

Ophthalmic ________

Fetal / Obstetrics 7 1  N N N N N N N N N N 5,6

Abdominall'i N N N N N N N N N N 3,5,6

Pediatric N N N N N N N IN N N 3,5,6

Small Organ 2 ) N N N N N N N N N N 3,5,6

NeonatalCephalic N N N N N N N N N N 5,6

Adult ephaic N N N N N N N N N N 5,6

Cardiac Adutt & Pediatric N N N N N N N N N N _ __

Peripheral Vascular N N N N N N N N N N -3,5,6

Musculo-skeletal Conventional N N N N N N N N N N 3,5,6

Musculo-skeletal Superficial N N N N N N N11 N N N 3,5,6

Othet 1' N N N N N IN N N N N 3,5,6

Exam Type, Means ofAccess

Transesophageal

TransrectalM1  N N N N N N N N N N 3,5,6

Transvaginal N N N N N N N N N N 3,5,6

Transuretheral

lntraoperativel'I IN N N N N N N N N N 3,5,6

lntraoperative Neurological N N N N N N N N N N

tntravascular

Laparoscopic

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

[21 Small organ includes breast, testes and thyroid
131 Elastography Imaging - Elasticity.
[41 Other use includes Urology/Prostate
[5] 3D140 Imaging mode
[6) Needle guidance imaging
171 Includes infertility monitoring of follicle development
[8] lntraolperative includes abdominal, thoracic (cardiac), and vascular (PV)
1*1 Combined modes are R/M, B/Color M, B/PWvD or CWD, B/Color/PWD or CWD, B/Power/PVVD.

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

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

Prescription User (Per 21 CFR 801.109)

Division of Radiological Devies
office of In Vitro Diagnostic Device Evaluetuon and Safety 20
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Diagnostic Ultrasound Indications for Use Farm

GE LOGIO S7 Expert and LOGIO S7 Pro with C1I-5-D Transducer

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

Moe of Operation ____

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

Anatomy/Region of Interesi Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal /Obstetris [
7

1 p p p p p p p p p p 5,6

Abdomnal 11  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 Organ 2 ;

Neonatal Cephalic

Adult Cephalic

Cardiac Adult & Pediatric

Peripheral Vascular p pF p p p p p p p p d35,6

Musciulo-skeletal Conventional

Musculo-skeletal Superficial I I__

Othet 1' p p p p p p p p p p 3,5,6

Exam Type, Means ofAccess

Transesophageal

TransrectaPIr

Transvaginal

Transuretheral

Intraoperative[8
t

Intraoperative Neurological ___

Intravascular

-Lamarscopic __________________________

N = new indication; P = previously cleared by FDA (Ki 11582) -________-____-____

Notes: ill Abdominal includes Renal, GYN/Pelvic.
[2) Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
(51 SD/4D Imaging mode
[6] Needle guidance imaging
[71 Includes infertility monitoring of follicle development
[8] lnlraolperative includes abdominal, thoracic (cardiac), and vascular (PV)
[*I Combined modes are RIM, B/Color M, B/PVJD or C'/.D, B/Color/PWD or CWD, BIPowerIPWD.

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

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

Division of RediologICill Devices
OffliO of In Vitro Diagnostic Device Evaluaton and Safety

510K___/7-2-______ 21
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Diagnostic Ultrasound Indications for Use Form

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

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

Mode of Operation ___ ____

Clinical Application Bw M [. CW Color lColor M Power Combined Harmonic Coded Other

Anatomy/Rtegion of Interest Dppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic I

Fetal / Obstetrics~' (7P p p I P P 1P p p P 5,6

Abdominal"' p P p p Ip p p p P 3.5,6

Pediatric P p p p P Ip p p P 3.5.6

Small OrgaI 2  p p p p? p p P P P 3,5,6

Neonatal Cephalic - -________

Adult Cephalic

Cardiac Adult & Pediatric ________ ___ ___ ________

Peripheral Vascular p p p P__ p. p p p p P 3,5,6

Museulo-skeletal Conventional p p p p p p p Ip P 3.5.6

Musculo-skeletal Superficial P p p p P P p p p 3,5,6

Other']

Exam Type. Means ofAccess PPPPP____

Transesoplhageal

Tranrectal 8t

Transvaginal-

Transuretheral

lntrooperativel t

lntraoperativeNeurological ___ ___ ___ ________

Intravascular P

Laparoscopic

N = new indication; P = previously cleared by FDA (1 1{1582)- __ ___-____ ____-

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

[3] Elastography Imaging - Elasticity.

[41 Other use includes urology/Prostate
[5 3D/4D Imaging mode

(6] Needle guidance imaging

[7) Includes infertility monitoring of follicle development

[81 lntraoperative includes abdominal, thoracic (cardiac), and vascular (PaV)

[Combined modes are BIM, B/Color M, B/PWD or CWC, B/Color/PWD or CWD, B/PowerIPWD.

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

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

Divison of Radiological Devices
office of In Wro Diagnostic Device Evaluaton and aty 2

it i22
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Diagnostic Ultrasound Indications far Use Form

GE LOGIC S7 Expert and LOGIC S7 Pro with MLS6-15 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 Color M Power Combined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics 71

Abdominal 11

Pediatric p, p p P ___ p p p p p p 3,5,6

Small Organ 121  p p p p. p p p p p 3,5,6
Neonatal Cephadic N N N ___ N N N N .N N

Adult Cephalic

Cardiac Adult & Pediatric _________ ___

Peripheral Vascular P P p ____ p p p p P p 3,5,6

Musculo-skeletal Conventional N N N . N N N N N N 3,5,6

Musculo-skeletal Superficial N N N ____ N N N N N N 3,5,6

Other 41

Exam Type. Means 0/Access __

Transesophageal

Transrectall']

Transvaoial

Transuretheral

Intraoperative
11l

lntratoperative Neurological ___

Intravascular

Laparoscopic _________

N = new indication; P = previously Cleared by FDA (KI 01 874)- ___ _______ ____-____ ____

Notes: [I] Abdominal includes Renal, GYN[Pelvic.

[2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 3D/AD Imaging mode
[61 Needle guidance imaging
[71 Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)

(1Combined modes are BIM, B/Color M, B/PWD or CWD, B/Color/PWD or OWO, B/Power/P WD.

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (O[VD)

Prescription User (Per 21 CFZ80 09

Divsion1 of Radi 5logie Devices ae
office of In V"tr Diagnostic Device EvaluaIton anid S323



GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Farm

GE LOGIQ 87 Expert and LOGIQ S7 Pro with ICS-9-D Transducer

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

Mode of Operation ___ ____

ClnclAplcto B M DP CW Color Color M Powver Combined Harmonic Coded Other

Anatomy/Region oInte rest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal/IObstetrics 171  P P P p p p? p p P 5,6

Abdomina1 'I

Pediatric

Small Organ'
2'

Neonatal Cephalic

Adult Cephalic

Cardiac Adult & Pediatric

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Othet 1' p p p p p p p p p 3,5,6

Exam Type, Means ofAccess I___

Transesophageal f

Transrectallt1  P P P P P P is P? P 3,5,6

Transvaginal P P P _ _ P P P P P P 3.5,6

Transuretheral

lntraoperative 181

lntraoperativeNeurological ___

Intravascular

Laparoscopic

N = new indication; P m previously cleared by FDA (K111582)=
Notes: [11 Abdominal includes Renal, GYN/Pelvic.

[2j Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
I5] 3D/4D Imaging mode
[6J 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/P V/f or CWD, BIColor/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT MITE BELOWTHIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 2t CFR 801.109)

L 4onsnigflC;4(

Otvslofl of RadiOI09gi DevicEs
office 61 In Vitro Diagnostic Device Evaluaton and Safetyf
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Diagnostic Ultrasound Indications for Use Form

GE LOGIO 87 Expert and LOGIQ S7 Pro with 3CRF-D 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 omnbined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Dopple Dplr oper Modes Imaging Pulse [Notes)

Ophthalmic ________

Fetal /Obstetrics 71  p p p ____ p p p p p 5,6

Abdominal 11  p p p P__ p p p p p p 5,6

Pediatric 1P P p p p p p p p 5,6

Small Orga 121l

Neonatal Cephalic

Adult Cephalic

Cardiac Adult & Pediatric

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Offiet'l p p p p p p p p p 5,6

Exam Type, Means ofAccess

Transesophageal

Truarectal 81

Transvaginal

Transuretheral

lntraoperativel
81

lntraoiperative Neurological

Intravascular

N = new indication; P = previously cleared by FDA (Kil 1582) - - -- ____ ___-___

Notes: (11 Abdominal includes Renal, GYN/Pelvic.
[2J Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 3D14D Imaging mode
[61 Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)

[jCombined modes are B/M, B/Color M, B/PWD or CWVD, B/ColorPVVD or CWD, B(PowerlPWD.

(PLEASE DO NOTWVVITE BELOW THIS UNE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109)

~sl ~ l g n ~ 25
Divsion of Radiological Devices

office of In Vitro Diagnostic Device Evaluation and Safety

510K J L 1
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Diagnostic Ultrasound Indications for Use Farm

GE LOGIQ S7 Expert and LOGIQ S7 Pro with L8-18i-D Transducer

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

Mode of Operation ___ ____

ClnclApiain B M Pw CW Color Color M Power Combined Harmonic Coded Other
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pldse [Notes)

Ophthalmic

Fetal / Obstetrics
1

Abdominal 1  
____ ____

Pediatric P P P ___ P p p p p P 5,6

Small Organ 21  p p p I__ p p p p p p -

Neonatal Cephalic _P 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 p 3,51,6

Musculo-skeletal Conventional P p p ____ p p p p p p 3,5,6

Musculo-skeletal superficial p p p ____ p p p p p p 3,5,6

OtheS41  I II

Exam Type. Meansr ofAccessI

Transesophageal

TransrectalI'1

Transvag inal

Transuretheral ____

lntraoperativet'1  P p _____ p p p p p p 3,5,6

lntraoperativeNeurological ___

Intravascular

N = new indication; P = previously cleared by FDA(Ki 11582) - - - -_______ ___

Notes: [1] Abdominal includes Renal, GYN/Pelvic.
[2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] SD/4D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraolperative includes abdominal, thoracic (cardiac), and vascular (PV)

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

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

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

Prescription User (Per 21 CER 801.109)

Ofie fIn I9M0o Of Aactiorogicsl Devices 2

Ofie Vfin r Ovna "gnv~ic Device Evaluation and Safety 2

011_ __ _ _ __ _ _ ?-1
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Diagnostic Ultrasound Indications for Use Farm

GE LOGIG S7 Expert and LOGIO S7 Pro with S4-1O-D 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 rombined Harmonic Coded Other

Anatomy/Region of interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal /Obstetics 71  p p p P P P P P P 5
Abdominall'I P P P P P P .P P P? P 5

Pediatric P P P P P P P P P P 5

Small Orgmn'1 P I P P I P P P P P P P 5

Neonatalephalic P P P P P P P P P P 5

Adult Cephalic ___

CardiaceAdult &Pediatric P P P P P P P P P P

Peripheral Vascular

Musculo-skeletnl Conventional

Musculo-skeletal Superficial

GibeS41l

Exam Type. Means ofAccess

Transesophageal-

Transrectal 81

Transvaginal

'rransuretheral

Intraoperative 81  
I

lntraoperative Neurological

Intravascular

N = new indication: P = previously cleared by FDA (Ki 11582)
Notes: J1ll Abdominal includes Renal, GYN/Pelvic.

(2] Small organ includes breast, testes and thyroid
(3] Elastography Imaging - Elasticity.
(4] Other use includes Urology/Prostate
[5] 30140 Imaging mode
(6] Needle guidance imaging
[7] Indludes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (cardiac), and vascular (Ply)
(Combined modes are BIM, 8/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescripton User (Per 21 CFR 801.109)

Oce o oMsion of Rawiog"cic~, 0ees ~ ~ 2Oficeofi Vir, Oanv1Oviee EVlution 27 aft

510Ky
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Diagnostic Ultrasound Indications for Use Form

GE LOGIQ S7 Expert and LOGIO S7 Pro with P2D Transducer

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

Mode of Operation ___

ClnialApliaton B PW CW Color Color M Po~ver -ombined Harmonic Coded Other

A4natomy/Region ofInterest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / ObstetricsL7l

AbdominallI

Pediatric

Small Organ' t

Neonatal Cephalic ___

Adult Cephal ic _____P P

Cardiac Adult & Pediatric _____P P

Peripheral Vascular ____ P P _______

Musculo-skeletal Conventional

Musculo-skeletal Superficial ____

Other
41

Exam Type. Means ofAccess

Transesophageal

Transrecta ll8

Transvaginal

Transuretheral

Jntraope rat ivel-I

lntraoperative Neurological

Intravascular

N = new indication: P = previously cleared by FDA(KI 11582)
Notes: [11 Abdominal includes Renal, GYN/Pelvic.

[21 Small organ includes breast, testes and thyroid

[31 Elastography Imaging - Elasticity.
[41 Other use includes Urology/Prostate
[5] 3014D Imaging mode
[61 Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lnlraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[*I Combined modes are BIM, B/Color M, B/PWD or CWD, B/ColorIPWD or CWD, B/PowerfPWD.

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

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

Prescription User (Per 21 CFR 8O1.1O9)

DIlison of Radiological Devices
office of In VIVO Diagnostic Device Evaluationl and Safety 2

WIK
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Diagnostic Ultrasound Indications for Use Form

GE LOGIO S7 Expert and LOGIO S7 Pro with P6D Transducer

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

Mode of operation ____

ClnclAplcto M PW CW Color Color M Power ombined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthialmic

Fetal / Obstetricslll

Abdominal[']

Pediatric ____

Small Organ(,)

Neonatal Cephalic

Adult Cephalic _____ P P

Cardiac Adult & Pediatric _____ P p

Peripheral Vascular P p

Musculo-skeletal Conventional

Musculo-skeletal Superficial ____

Otherr')

Exam Type. Means ofAccess

Transesophageal

Transrectaltll

Transvagainal

Transuretheral

Intraoperativel'i

lntraoperative Neurological

Intravascular

-Lars-copic-
N = new indication- P = previously cleared by FDA (Kl 582) - _ _ _______

Notes: [11 Abdominal includes Renal, GYN/Pelvic.

[2] Small organ includes breast, testes and thyroid
[31 Elastography Imaging - Elasticity.
[4) Other use includes Urology/Prostate
[5] SDI4D Imaging mode
[6] Needle guidance imaging
(7] Includes infertility monitoring of follicle development
[8) lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[Combined modes are R/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD. R/Power/PVVD.

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

Concurrence of CDRH, Office of In Vit~o Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Diion of Radilolgical Devices
Office of In Vitro OiagnoStiC Device Evgtatiofl and 60±8W 2
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIO S7 Expert and LOGIO S? Pro with RA134-8-D 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 ombined Harmonic Coded Other

Anatomy/Region ofInterest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic ____________ ________

Fetal / Obstetrics?1  P p p I?___ P p p p p p [5,6]

Abdominan) p p p P__ p p p p p p [5,6]

Pediatic p p p __ _ p p p p p P [5,6]

Small Organ
12' ________

Neonatal Cephalic ____

Adult Cephal ic

Cardiac Adult & Pediatric

Peripheral Vascular

Musculo-skeletal Conventional P P P P P P P p p [5,6]

Musculo-skeletal Superficial

Othet 1I N N N IN N N N N N 15,6]

Exam Type. Means ofAccess

Transesophageal

Transrectalt'

Transvaginal

Transuretheral

Inrraoperutive
11)

Intraoporative Neurological-

Intravascular

N = new indication: P = previously Cleared by FDA(K092271) - ______ ___ ____

Notes: [1] Abdominal includes Renal, GYN/Pelvic.
[2] Small organ includes breast, testes and thyroid
(3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
(5] 3D14D Imaging mode
[63 Needle guidance imaging
[71 includes infertility monitoring of follicle development
[81 lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)

[Combined modes are RIM, B/Color M, BIPWD or CWVD, RIColorIPWD or CWD, BIPowerIPWD,

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

Concurrence of CDRH, Office-of In Vitro Diagnostic Devices (01 VO)

Prescription User (Per 21 CER 801. 109)

(Divsion i-Of f
DOvsIon of Radiologla1i Devices 3Office of In Vitro Diagnostic Device Evaluation and safety 3
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIC S7 Expert and LODGIC S7 Pro with 111--D Transducer

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

Mode of Operation
Clinical Application B M CW Color Color M Power ombined Harmonic Coded Other

Anatomy/Region of jnterest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics 
7

)

Abdominal 1'] p p p ____ p p p p p p [3,5,61

Pediatric p p p ____ p p p p p p [3,5,6]

Small Organ 21  p I p p P___ p I P P P P [3,5,6]

Neonatal Cephalic

Adult Cephalic

Cardiac Adult & Pediatric

Peripheral Vascular p p p p p p p p p [3,5,6]

Musculo-skeletal Conventional P p p P___ p p p p p p [3,5,6]

Musculo-skeletal Superficial p p p ___ p p p p P P [3,5,6]

0ther4 ]

Exam Type, Means ofAccess

Transesophageal

Transvag inal

Transuretheral

Lnrtroperative
81

Intraperative Neurological

Intravascular

-LaparscoicL -I I
N = new indication; P = previously cleared by FDA(K092271) - - ____- - -___

Notes: [11 Abdominal includes Renal, GYN/Pelvic.
[21 Small organ includes breast, testes and thyroid
[31 Elastography Imaging - Elasticity.
[4] Other use includes Urology/ Prostate
[5) 3D14D Imaging mode
[61 Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)

Combined modes are B/M, B/Color M, B/PWAD 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 CDRJ-, Office of In Vitro Diagnostic Devices (OIVO)
Prescription User (Per 21 CFR80.1y

(iiinSign-Of)Division of Radiological DevicesClfloe oflin Vitro DignoIc Device Evfltusrion and Safety

510K 31,/t



0GE Hatcr
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ S7 Expert and LOGIO S7 Pro with BC Transducer

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

Mode of Operaion
Clinical Application B M CW Color Color M Power Combined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic
Fetal / Obsterics 71

Abdominal['] p p p _ _ p P P P p p 5

Pediatric p p p ____ p p p p p p 5

Small OrganW~ P I P P I__ p P I P p p P p 5

Neonal Cephalic p p p P__ p p p p p p

Adult Cephalic

Cardiac Adult & Pediatric

Peripheral vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial _______

Othr 41

Exam Type. Means of Access

Transesophageal

Transreetall8t

Transvaginal

Transuretheral

IntraoperativeN~

lntraoperative Neurological ____

bc ravase ular

* Laparoscopic
N =new indication; P = previously cleared by FDA(K101874)-
Notes: [11 Abdominal includes Renal, GYN/Pelvic.

121 Small organ includes breast, testes and thyroid
(3] Elastography Imaging - Elasticity.
14] Other use includes Urology/Prostate
15] 3D Imaging mode
161 Needle guidance imaging
171 Includes infertility monitoring of follicle development
181 lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
1*1 Combined modes are RIM, B/Color M, B/PWD or CWD, B/Color/PWD or CWD. B/Power/PWD.

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

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

Prescription User (Per 21 CER 801. 109)

(D ivision Sign-Of

offa f n ito ~insfc evcbEaatonand Safety 32
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications far Use Form

GE LOGIO 67 Expert and LOGIG S7 Pro with 3Sp-D 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 Zombined Harmonic Coded Other

Ophthalmic

Fetil / Obstetrics (7) P P P P P P P P p p 5,6

Abdominall'1  P P P P? P P P P P P 5,6

Pediatric P P P P? P P p? p P P 5,6

Small Organ[, II

Neonatal Cephalic

Adultephalic P l? P P P P P P P P

CardiaceAdult &Pediatric p p p p pF p P P P I P

Peripheral Vascular

Musculo-skeletal Conventional

Ivusculo-skeletal Superficial ____

Other-I4 )

Exam Type. Means ofAccess ___

Transesophageal

Tratisrectat'l

Transvaginal

Transuretheral

Intraoperativel81

Intraorperative Neurological ____

Intravascular

Laparoscopic1 ll
N = new indication; P = previously cleared by FDA(KI 12213) - ___ - ____- -

Notes: [1] Abdominal includes Renal, GYN/Pelvic.
[2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 3D Imaging made
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (Cardiac), and vascular (PV)
[*I Combined modes are B/1M, B/Color M, B/PWD or CWD, B/Color/PWD or OWD, B!PowerlPWO.

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

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

Prescription User (Per 21 CFR 801.109)

(Divsaon Stgn-0ff) *
Division al iaeiologicel Devt~es

Office of In Vitro Diagnostic Device EvaIluation end Safety
33
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