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5 10(k) Premarket Notification Submission

... ... 510(k) Summary

In accordance With 21 CER 807.92 the following summary of informationlis provided:

Date: November 19, 2012

Submitter: GE Healthcare, GE Medical Systems Ultrasound and Primary
Care Diagnostics, LLC.
9900 Innovation Dr.
Wauwatosa, WI 53226

Contact Person: Bryan Behn
Regulatory Affairs Manager ..
GE Healthcare, GE Medical Systems Ultrasound and Primary
Care Diagnostics, LLC.
Phone: 414-721-4214
Fax: 414-918-8275

Device: Trade Name: GE LOGIQ £9 Diagnostic Ultrasound System

Common/Usual Name: LOGIQ E9

Classification Names: Ultrasonic Pulsed Doppler Imaging System, 21 CER 892.1550, 90-IYN
IUltrasonic Pulsed Echo Imaging System, 21 CFR 892.1560, 90-IYO

Product Code:
7- Diagnostic Ultrasound Transducer, 21 CER 892.1570, 90-ITX

Predicate Device(s): Ki 10943; K092271 GE. LOGJQ E9 Diagnostic Ultrasound
System

..... .... .. K 122327 GE Voluson E6/E8/E8ExpertE 10 Diagnostic
Ultrasound System

Ki 13690 GE LOGIQ e Diagnostic Ultrasound System

Device Description: The LOGIQ E9 is a full featured, general purpose diagnostic
ultrasound system which consists of a mobile console
approximately 58 cmwide, 86cm deep and 141 cm high that
provides digital acquisition,.-processing land display capability.
The user interface includes a computer keyboard, specialized
controls, 1 0-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
(including prostate); Transrectal; Transvaginal; Transesophageal
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and Intraoperative (abdominal,~ thoracic, vascular and
neurosurgical).

Technology: The LOGLQ E9 employs the same fundamental scientific
. . .... technology as its predicate device(s).

Determination of: Suimabitof Non-Clinical Tests:
Substantial Eqiuivalence: The device has been evaluated for acoustic output,

biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic and mechanical safety, and
has been found to conform with applicable medical device safety
standards. The LOGIQ E9 and its applications comply with
voluntary standards:

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

2. 1EC60601-i-2,Medical Electrical Equipment - Pant 1-
2: General Requirements. for Safety - Collateral
Standard: Electromnagnetic 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 df
Thermal and Mechanical Acoustic Output Indices on
.Diagnostic Ultrasound Equipment

5. I5010993-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
developmentof the system:

* Risk Analysis
Requirements Reviews

* Design Reviews
*:..Testing on unit level (Module verification)

*Integration testing (System verification)
* Performance testing (Verification)
* Safety testing (Verification)
* *Final Acceptance testing (Validation)

Summary of Clinical Tests:
The subject of this premarket submission, LOGIQ E9, did not
require clinical studies to support substantial equivalence.

Conclusion: GE Healthcare considers the LOGIQ E9 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 Public Health Service4 Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - W066-G609
Silver Spring, MD 20993-002

December 18, 2012

Mr. Bryan Behn
Regulatory Affairs Manager
GE Healthcare
9900 Innovation Drive
WAUWATOSA WI 53226

Re: K123564
Trade/Device Name: GE LOGIQ E9 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasound pulsed doppler imaging system
Regulatory Class: II
Product Code: IYN, IYO, and IX
Dated: November 19, 2012
Received: November 20, 2012

Dear Mr. Behin:

We have reviewed your Section 5 10(k) premarket notification of initent 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 wit the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the GE LOGIQ E9 Ultrasound System, as described in your premarket notification:

Transducer Model Number

3CRF M55-D RSP6-16-D
6S-D M6C-D S1-5
6Tc' ML6-15-D S4-10

9L-D P2D) 54-10-D
I IL-D P6D) C2-9-D

Cl-5-D RAB2-5D) RAB6-D
1C5-9-D RA134-8-D Sl-5-D)
L8-18i-D RJC5-9-D C1I-6-D
M4S-D RNA5-9-D

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),



Page 2 -Mr. Behn

it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federa] Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucml I 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21lCFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://Www.fda.gov/MedicalDevices/Safety/RenortaProblem/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 Shaliramn Vaezy at
(301) 796-6242.

Sincerely Yours,

Janine M. Morris -S

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

and Radiological Health
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known): K123564

Device Name: LOGIQ E9 Diagnostic Ultrasound System

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; Transesophageal and
Intraoperative (abdominal, thoracic, vascular and neurosurgical).

Prescription Use__X_ AND/OR Over-The-Counter Use __N/A__
(Part 21 CFR 801 ISubpart D) (21 CER 807 Subpart C)

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

Concurrence of CDRH, Office of In Vi o diagnostics and Radiological Health (OIR)

" (iv' ion Sign Off)
Divisi n Radiological Health

Offfiice of In Vitro iagnostic and Radiological Health

510(k)_K123564

Page 1 of 1



Diagnostic Ultrasound Indications for Use Form
GE LOGIQ E9 Ultrasound System

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

Clinial AplictionMode of operation

Clnia Aplcto P CW Color Color M Poweir Combined Harmonic Coded Oilier

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse' [Notes]

Ophthalmic

Fetal/Obstetric?' P P P P P P P P P P [5,6,9]

Abdominall'i P P P P P P 13 P P P [3,56,.9]

Pediatric P P P P, P P P P3 P P [3,8,6,91

Small Organ [
21  P P P P P P P P P P [3,5,6,91

Neonatal Cephalic P P P P P P P P P P 6,.6,91

Adult Cephalic P P P P P P P P P, P 15,6,9]

Cardiac Adult P P P P P P P P P P ____

Cardiac Pediatric P P P P P P P P P P

Peripheral Vascular P IP P P P P P P P P (3,5,6,91

Musculo-skeletal Conventional P P P P P P P IP P P [3,5,6,9)

Musculo-skeletal Superficial P P P P3 P P P P IP P [3,5,6,91

Other~'1  P P P P P P, P P P P [3,5,6,91

Exam Type, Means of Access

Transesohageal P .P, P P P P P P P P,

Transrectal P P P3 P P P, P IP P P [3,5,6,91

Transvaginal P P P P P P P P P P [3,6,6,91

Transurethral

Intraoperative" P P P P P P P P P P 3669

lntraoperative Neurological P .P p P P IP P P P P

Intravascular ______

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

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
[51 3D/4D Imaging mode
[6J Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8J lntraolperative includes abdominal, thoracic (Cardiac), and vascular (PV)

[9j Volume navigation
(*] Combined modes are BIM, B/Color M, B/PWD or CWD, B/Color/PWID or CWD, B/Power/PWD.

System provides real-time 3D and 4D acquisition when used with special 40 probes

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

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

Prescription User (Per 21 CFR 801.109)

17 Ofte of In Vitro Diagnostics and 1 1311111og11111 H981111

51 zzC_



Diagnostic Ultrasound Indications for Use Form
GE ILOGIO E9 with 3CRF Transducer

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

Mode of Operation
Clinical Application P Color color M Power Combined Harmounic Coded Othe

Anatomy/Region of Interest T Doppler Doppler Doppler Doppler Doppler Mcdes Imaging Pulse' [Notes]

Ophthalmic

FetallObstetrics' P P P P IP IP P P P3 [6,6,9]
Abdominal' P IP IP __ P P P P, P) p [6,6,9]
Pediatric P P P IP P P P, P IP [5,6,9]
Small Organ 1

Neonatal Cephalic

Adult Cephalic
Cardiac Adult
Cardiac Pediatric

Peripheral Vascular
Musculo-skeletal Conventional

Musculo-skeletal Superficial
Other" P P2 P P IP P P P P3 [5,6,9]
Exam Type, Means of Access

Transesophageal
Transrectal

Transvag in a
Transurethral ____

lntraoperative"'
Intraoperative Neurological

Intravascular

La pa rms copic
N = new indication: P = previously cleared by FDA: E =added under Appendix E
Notes: [1] Abdominal includes Renal, GYN/Pelvic.

(2) Small organ includes breast, testes and thyroid
13] Elastography Imaging - Elasticity.
14] Other use includes Urology/Prostate
151 3D/4D Imaging mode
161 Needle guidance imaging
(7J Includes infertility monitoring of follicle development
181 Intraolperative includes abdominal. thoracic (cardiac), and vascular (PV)
[9J Volume navigation
[]j Combined modes are B/M, B/Color M, B/PWD or CWD, B/ColorfPWt) or CWD, B/Power/PWD.
System provides real-time 3D and 40 acquisition when used with special 4D probes

(PLEASE DO NOT WRITE BELOW THIS uNE - CONTINUE ON MOTHER PAGE iF NEEDED)

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

Prescription User (Per 21 CFR 801.109)

Divsion of Radiological H~eath

18 Office of in Vitmo Diagnostlics and Radlologl01111 HI



Diagnostic Ultrasound Indications for Use Form
GE LOGIG E9 with 69-0 Transducer

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

Mode of Operation
Clnia Mplcto PI CW Color Color M Power Combined Harmonic Coded Other

Anatomy/Region of Interest T Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse' [Notes]

OphthalmicI

Fetal/Obstetriesm 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 Organ (2)

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

Adult Cephalic

Cardiac Adult

Cardiac Pediatric P P P p p p p p p p

Peripheral Vascular
Musculo-skeletal Conventional
Musculo-skeletal Superficial

Other 41

Exam Type, Means of ACCESS

Transesophageal
Transrectal

Tra nsvag in a

Transurethral

Intraoperative
61

lntraoperative Neurological

Intravascular

IN = new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: [11 Abdominal includes Renal, GYN/Pelvic.

121 Small organ includes breast, testes and thyroid
13] Elastography Imaging - Elasticity.
14] Other use includes Urology/Prostate
151 3D/4D Imaging mode
161 Needle guidance imaging
[71 Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (Cardiac), and vascular (PV)
[9] Volume navigation
[*] Combined modes are B/M, B/Color M, B/PWD or CWD. BfColor/PWID or CWD, BlPower/PVVD.
System provides real-time 3D and 4D acquisition when used with spedial 4D probes

tPLEAE DO NOT WRITE BELOW THIS UNE - CONTINUE ON MOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CER 801.109)

DMv qlg OM

DivisIon oyf kbigiCrAHealt

19 Ofie of in Vitro Diagnostics; and Rad*io~gcsl HaAh
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Diagnostic Ultrasound Indications for Use Form
GE LOGIO E9 with 6Tc Transducer

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

Clinical ApplicationMoefoprtn
B M W CW Color Color M Power Combined Harmonic Coded Othe

AnatomylRegion of Interest Doppler Doppler Dopplerl Doppler Doppler Modes' Imaging Pulse' [Notes]

Ophthalmic

Fetal/Obstetricsm
Abdominall'I

Pediatric
Small Organ"I

Neonatal Cephalic ______

Adult Cephalic

Cardiac Adult P p p p P P P P P P _ ___

Cardiac Pediatric
Peripheral Vascular

Musctjlo-skeletal Conventional

Musculo-skeletal Superficial

Other 41

Exam Type, Means of Access

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

Transrectal

Transvaginal
Transurethral

lntraoperaive81

.lntraoiperative Neurological

Intravascular

Laparoscopic 1
IN = new indication; P = previously cleared by FDA; E = added under Appendix E
Notes: [1] Abdominal includes Renal, GYN/Pelvic.

[21 Small organ includes breast, testes and thyroid -

[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[6) 3D/CD Imaging mode
[61 Needle guidance imaging
[71 Includes infertility monitoring of follicle development
[8) lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[*] Combined modes are BIM, B/color M, B/PWD or CWO, B/Color/PWD or CW1D, BlPower/PWD.
System provides real-time 3D, and 4D acquisition when used with special 4D probes

(PL-EASE DO NOT MRITE BELW THIS LINE - CONTINUE ON MOCTHER PAGE IF NEEDED)
Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 8O1.109)

Sign Off
o adlologiodl Health

20 Ofikoe of in vitro Qiiag' iostios and Radtlowk~ Heft



Diagnostic Ultrasound Indications for Use Form
GE LOGIC ES with SL-D Transducer

Intended Use: Diagn ostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operationll____
Clinical Application B W I Color Color M Powier Combined Harmonic Coded Oher

Antm/ego fineetDoppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse' [NotesI

Ophthalmic

Fetal/Obstetrims1  P P P _____ P P P P P P [5,6,91

Abdominal"I P P P ____ P P P P P P [3,5,6,91
Pediatric P P P ___ P P P P P P [3,5,6,91

Small Organ C2 P P P ____ P P P P P IP [3,5,6,91
Neonatal Cephalic

Adult Cephalic ____

Cardiac Adult
Cardiac Pediatric

Peripheral Vascular P P P ___ P P P P P, P [3,5,6,9]
Musculo-skeletal Conventional P P P P P P P P P [3,5,6,9]

Musculo-skeletal Superficial P P P P P P P P P [3,5,6,91

Orther"I P P IP P P P IP P P [3,5,6,91
Exam Type, Means of Access

Transesophageal

Transrectal
Transvaginal

Transurethral

lntraoperativei8

lntraoperative Neurological

Intravascular

N = new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: [11 Abdominal includes Renal, GYN/Pelvc.

[2J Small organ includes breast, testes and thyroid
[31 Elastography Imaging - Elasticity.
[41 Other use includes Urology/Prostate
[5J 30/40 Imaging mode
[6] Needle guidance imaging
(7) Includes infertility monitoring of follicle development
(81 lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
(91 Volume navigation
[*] Combined modes are RIMy, B/Color M, B/PWD or CWO, B/ColorIPWfl or CWD, BlPower/PWD.
System provides real-time 3D and 40 acquisition when used with special 41D probes

(PLEASE DOD NOT WRITE BELOW THIS uINE - CONTINUE ON MJOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 GFR 801.109)

Ovision of Radiological Health
Office of In Vitro Lnaganostica end Radloogail He9M

21 Ir nt



Diagnostic Ultrasound Indications for Use Form
GE LOGIQ E9 with 11L-D Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analy sis of the human body as follows:

Mode of Operation ______

8lnia Mplcto PIN CW Color Color M Power Combined Harmonic Coded Other
AaoyeiofIntrs Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse' [Notes)

Ophthalmic

Fetal/ObstetricsmI
Abdominal"' IP P P P P P P P P [3,6,61

Pediatric P P P ___ P P P P P P [3,5,61

Small Organ[ 1 P P P ____ P P p p P P [3,5,61

Neonatal Cephalic
Adult Cephalic

Cardiac Adult
Cardiac Pediatric

*Peripheral VascularP P p p P P p P [3.5,61

Musculo-skeletal Conventional P P P P P P P P P [3,5,61

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

Other 4'
Exam Type, Means of Access

Transesophageal

Transrectal

Tra nsvag in a

Transurethral
Intraoperativel

81

lntraoperative Neurological

Intravascular

Laparoscopic
N = new indication; P = previously cleared by FDA; E =added under Appendix E
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) SDI4D Imaging mode

-[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (Cardiac), and vascular (PV)
(9] Volume navigation
[*J Combined modes are B/M, B/Color M, BIPWD or CWD, B/Color/PWD or CWD, B/Power/PW'D.

System provides real-time 3D and 4D acquisition when used with special 4D probes

(PIEAE 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 8O1.109)

22Office of in vitro ulagnostics and Radiolaoal Healt

22 510()_________



Diagnostic Ultrasound Indications far Use Form
GE LOGIC E9 with C11-6-1) Transducer

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

Mode of Operation _____

Clnia Mplcto PW OW Color Color M Power Combined Harmonic Coded aher
Anatomy/Region of nterest B Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse' [Notes]

Ophthalmic

Fetal/Obstetricsm P P P P P P P P IP P -[6,6,91

Abdominal"' 1  P P P P P P P P P P [6,6,9]
Pediatric P P P P P p P P P P [5,6,91
Small Organ [21

Neonatal Cephalic

Adult Cephalic

Cardiac Adult

Cardiac Pediatric
Peripheral Vascular P P P p P P P P P P [6,6,9]
Musculo-skeletal Conventional
Musculo-skeletal Superficial

Other41  P P P P P P P P P P [5,6,91
Exam Type, Means of Access
Transesophageal

Transrectal
Transvaginal

Transurethral
lntraoperative'"

lntraoperative Neurological

Intravascular

Laparoiscopic
N = new Indication: P = previously cleared by FDA; E =added under Appendix E
Notes: [1] Abdominal includes Renal. GYN/Pelvic.

[21 Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4J Other use includes Urology/Prostate
[5J30/4D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (Cardiac), and vascular (PV)
[91 Volume navigation
p*1 Combined modes are B/M, B/Color M, B/PWID or CWD, B/Color/PWIJ or CWfl, B/Power/P WD.
System provides real-time 3D and 4D acquisition when used with special 40, probes

(PLEASE DOONOTWMITE BELOWTHIS LINE -CONTINUE ONAMOTHER PAGE IF NEEDED)

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

Prescription JUder (Per 21 CFR 8O1.109)

Division of Radiological Health

23 Office of in vitro Otagnostics and Radlologic a fts
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Diagnostic Ultrasound Indications for Use Form
GE ILOGIC E9 with ICS-9-D Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human bd sflos

Mode of operation ______

Clinical Application PW CW Color Color M Power Combined Harmonic Coded Oher

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse' [Notes]

Ophthalmic
FetallObstetricsm P P P P P P P P P [5,6,9]

Abdominal"'1

Pediatric

Small Organ12Z

Neonatal Cephalic
Adult Cephalic

Cardiac Adult
Cardiac Pediatric
Peripheral Vascular
Musculo-skeletal Conventional

Musculo-skeletal Superficial

Othe?1I P P P P3 P P P P P [3,5,,91
Exam Type, Means of Access

Transesophageal
Transrectal P P P P P P P P P [3,5,6,91

Transvaginal P P P P P P P P P [3,6,,1
Transurethral

lntraoperativeR
lntraoperative Neurological

Intravascular
Laparoscopic
N = new indication: P = previously cleared by FDA; E =added under Appendix E
Notes: [11jAbdomiinal 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] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (Cardiac), and vascular (PV)
[9] Volume navigation

r]Combined modes are B/Mv, B/Color M, BIPWD or CWD, B/ColorIPWD or CWD, B/Power/PWD.
System provides real-time 3D and 40 acquisition when used with special 4D probes

(PLEASE DO NOTMWITE BELOW THIS LINE -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)

0o n70f Health

24 Office of In Vltro Diagnostics and FbliooglicS Haft



Diagnostic Ultrasound Indications for Use Form
GE LOGIC E9 with L8-181-D Transducer

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

ClnclApiainMode of Operation ___ ______

Clnia Appicaio CW Color Color M Powjer Combined Harmonic Coded Oiier

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse' jNotes]

Ophthalmic

Fetal/Obstetrics1
T

Pediatric P P P P P P P P P [3,15,15,91
Small Organ 12 ) P P P P P P P P P 13,5,6,91
Neonatal Cephalic P P P P P P P P P [5,6,9]
Adult Cephalic

Cardiac Adult
Cardiac Pediatric

Peripheral Vascular P P P P P P P P P [3,5,6,91
Musculo-skeletal Conventional P P P _____ P P P P P P [3,6,6,91
Musculo-skeletal Superficial P P P ___ P P P P P P [3,5,6,9]

Trans redta

Transvaginal

Transu reth rat

lntraoperative81  P P P ____ P P P P P P [3,,6,91

lntraoperative Neurological

Intravascular
Laparoscopic
N = new indication: P = previously cleared by FDA: E =added under Appendix E
Notes: [11 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] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9] Volume navigation
fl Combined modes are B/M, B/Color M, B/PWD or CWD, B/Golor/PWDb or CWD, B/Power/PWD.
System provides real-time 3D and 4D acquisition when used with special 4D probes

(PLEASE DO NOTWMITE BELOW hIS LINE -coNINuE ONANOTHER PGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (CIR)

Prescription User (Per 21 CFR 801. 109)

Division Radologica Health
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Diagnostic Ultrasound Indications for Use Form
GE LOGIQ ES with M43-D Transducer

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

ClnclApiainMode of Operation _____

Clnia Apliaio CW Color ClrM Power Combined Harmonic Coded Other

Anatomy/Region of Interest B Dopplerl Doppler Doper Doppler Doppler Modes' Imaging Pulse' [Notes]

OphthalmicI
Fetal/Obstetrics[1  ~ P P P P P P P P P P [5,61
Abdominal["1  P P P P P P P P P P .[5,61

Pediatric P P P P P P P P P p [5,61

Small Organ [
1

Neonatal Cephalic
Adult Cephalic P P P P P P P P P P ____

Cardiac Adult P P P P P P P P P p

Cardiac Pediatric

Peripheral Vascular
Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other 41

Exam Type, Means of Access
Transesophageal _______

Transrectal
Tran svag in a

Transurethral
Intraoperative8 I
lntraoiperative Neurological

Intravascular
Laparoscopic
N = new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: 11 ]Abdominal includes Renal, GYN/Pelvic.

j2) Small organ includes breast, testes and thyroid
131 Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 30/4D Imaging mode
16] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
18] lntraoperative includes abdominal, thoracic (Cardiac), and vascular (PV)
[9] Volume navigation
[*1 Combined modes are BIM, B/Color M, BIPWD or CWD, B/Color/PWD or CWD, B/Power/P WD.
System provides real-time 3D and 40 acquisition when used with special 40 probes

(PLESE DO NOT WRtITE BELOW THIS uNE - CONTINUE ON ANOTHER PAGE PF 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 LOGIO E9 with MSS-D Transducer

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

Clinical Application MoefOprtn
8 M PvV CW Color Color M Power Combined Harmonic Coded Oilier

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modaes' Imaging Pulse' [Notes]

Ophthalmic
FetaUObstetricsm P P P P P P P P P P [5,6,9]
Abdominal"'1  P P P P P P P P P P [5,6.9
Pediatric P P P P P P P P P P [5,6,91
Small Organ [2'

Neonatal Cephalic

Adult Cephalic P P P P P P P P P P 9
Cardiac Adult p p p p P P P P P P
Cardiac Pediatric P P P P P P P P P P
Peripheral Vascular
Musculo-skeletal Conventional

Musculo-skeletal Superficial
OtheSr41

Exam Type, Means of Access

Transeso phaeal

Transrectal
Transvaginal
Transurethral

Intraolperafive"I

lntraoperative Neurological

Intravascular

N = new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: [1] Abdominal includes Renal, GYN/Pelvic.

[2] Small organ includes breast, testes and thyroid
[3J Elastography Imaging - Elasticity.
[41 Other use includes Urology/Prostate
[5] SDI4D Imaging mode
[6] Needle guidance imaging
[71 Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[91 Volume navigation
[*] Combined modes are RIM, B/color M, B/PWD or CWD, BIColorIPWD or CWvD, BIPowerIPWD.
System provides real-time 3D and 4D acquisition when used with special 4D probes

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

Concurrence of CDRH, Officea of In Vitro Diagnostics and Radiological Health (CIR)

Presaription User (Per 21 CFR 801. 109)
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Diagnostic Ultrasound Indications for Use Form
GE LOGIO ES with M6C-D Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human bd sflds

Clnia AplctinMode of Operation ___

Clnia Aplcto CWO Color Color M Power Combined Harmonic Coded Other

Anatomy/Region ot Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse' [Notes]

Ophthalmic
Fetallobstetricsm P P P P P P P P IP P - [5,6]
Abdominal"'1  P P P P3 P P P P IP P [6,6]
Pediatric- P P P P P P P P P P [6,6]
Small Organ [2

Neonatal Cephalic
Adult Cephalic

Cardiac Adult
Cardiac Pediatric

Peripheral Vascular
Musculo-skeletal conventional

Musculo-skeletal Superficial

Exam Type, Means of Access

Transesophageal
Transrectal
Transvaginal

Transurethral
Intraoperative81

Intracoperative Neurological

Intravascular

La paro scop ic
N = new indication: P = previously cleared by FDA: E =added under Appendix E ___

Notes: [tI Abdominal includes Renal, GYN/Pelvic.
[2J Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4) Other use includes Urology/Prostate
[5] 3D/4D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (Cardiac), and vascular (PV9
[9] Volume navigation
[] Combined modes-are DIM, B/Color M, B/PWD or CWD, B/ColorfPWD or CWD, B/Power/PWD.
System provides real-time 3D and 4D acquisition when used with special 4D probes

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

Concurrencie 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 LOGIO E9 with MLB-15-D Transducer

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

Mode of OperationClinical Application PW CW Color Color M -Power Combined Harmonic Coded Ohe

Anatomy/Region of Interest T Doppler Doppler Dopplerl Doppler Doppler Modes' Imaging Pulse' [Notes)

Ophthalmic.I
FetalIObstetrics(1

Abdominal"' 1

Pediatric P P P P P P P P P [3,5,6,91
Small Organ 2) P P P, P P P P P P [3,6,6,9)
Neonatal Cephalic; P P P P P P P P P 9
Adult Cephalic

Cardiac Adult
Cardiac Pediatric
Peripheral Vascular P P P P P P P P P [0,5,6,91
Musculo-skeletal Conventional P P P P P P P P P [3,5,6,91
Musculo-skeletal Superficial P P P P P P P P P [3,5,6,9]
Other 41

Exam Type, Means of Access

Transesophageal

Transrectal

Transivaginal
Transurethral
lntraoperative[8i

lntraoperative Neurological

Intravascular
[aparoscopic
N = new indication: P =previously cleared by FDA: E =added under Appendix E
Notes: [1] Abdominal includes Renal, GYN/Pelvic.

[21 Small organ includes breast, testes and thyroid
(3! Elastography Imaging - Elasticity.
(4] Other use includes Urology/Prostate
[5] 3D14D Imaging mode
[6J Needle guidance imaging
[71 Includes infertility monitoring of follicle development
(81 lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
(S1 Volume navigation
[*I Combined modes are RIM, B/Color M, B/PWD Or CWD, B/Color/PVC or CWD, B/Power/PVC.
System provides real-time 3D and 4D acqluisition when used with special 4D probes

(PLESE DO NOT WRITE BELOW THIS UNE - CONTINUE OIN ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Farm
GE LOIGIO E9 with P 20 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human bd sflos

Clinical ApplicationMosfOprtn
B M PW CW Color Color M Power Combined Harmic Coded Oilier

Anatomy/Region of Interest Doppler Doppler floppier Doppler Doppler Modes* Imaging Pulse' (Notes-
Ophthalmic

Fetal/ObstetricsW
Abdominal"' 1

Pediatric

Small Organ 21

Neonatal Cephalic
Adult Cephalic P P
Cardiac Adult P P

Cardiac Pediatric P P
Peripheral Vascular P P
Musculo-skeletal Conventional
Musculo-skeletal Superficial

Othe 41

Exam Type, Means of Access
Transesophageal

Transreclal
Transvaginal

Transurethral
lntraoperative01

lntraoperative Neurological

Intravascular

N = new indication; P = previously cleared by FDA; E =added under Appendix E
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/4D Imaging mode
[5] Needle guidance imaging
[71 Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9] Volume navigation
r] Combined modes are B/M, B/Color M, B/PWD or OWE, BfColor/PWD or CWD, R/Power/PWD.
System provides real-time 3D and 4D) acquisition when used with special 4D probes

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON MJ~OTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 8Q1.109)

30 Office Ot In vitro Diagnostles and RadogWc Hilif

610(KN /1JbiseV



Diagnostic Ultrasound Indications for Use Form
GE LOGIO E9 with P60 Transducer

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

Clinical Application Mod o Opraio
B M PW GIW Color Color M Power Combined Harmonic Coded Other

Antm/eino neetDoppler Doppler Doppler Doppler Doppler Modes Imaging Pulse' Ifotesi

Ophthalmic
Feta I/O bstetrics"I

Abdominal"'l

Pediatric

Adult Cephalic IP IP
Cardiac Adult P P
Cardiac Pediatric IP P
Peripheral Vascular P IP
Musculo-skeletal Conventional
Musculo-skeletal Superficial

Other41

Exam Type, Means of Access

Transesophageal
Transrectal
Tra nsvag in a

Transurethral

Intraoperative
0'

lntraoperative Neurological

Intravascular

[aparoscopic
N = new indication; P = previously cleared by FDA; E added under Appendix E
Notes: [11 Abdominal includes Renal, GYN/Pelvic.-

[2J Small organ includes breast, testes and thyroid
[3J Elastography Imaging - Elasticity.
(4) Other use includes Urology/Prostate
[51 3D14D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[*] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, BfPower/PWD.
System provides real-time 3D and 4D acquisition when used with special 41) probes

(PLEASE DO NOT WRITE BELOW THIS UNE - cONTINUE ON MNOTHER PAGE IF NEEDED)

Concurrence of CDIRH, 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 Farm
GE LOGIC E9 with RAB2-5D Transducer

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

Clinical Application -Mode of operation
8 M W CW Color Color M Power Combined Harmonic Coded Othier

Ophthalmic
Fetal/Obstetricsin P P3 P3 P PI P P P P [6,6]

EAbdominall'1  P P P P P) P P P P [5,6]
Pediatric P P P3 P P P P P P [5,6]
Small Organ[ 1

Neonatal Cephalic

Adult Cephalic

Cardiac Adult
Cardiac Pediatric
Peripheral Vascular
Musculo-skeletal Conventional P P IP p P P P P P 16,61
Musculo-skeletal Superficial
Other 41  P P P _ P P P P P, P) 15

Exam Type, Means of Access _____

Transesophageal
Transrectal

Tran svain al

Transurethral

lntraoperativO'
lntraoperative Neurological
Intravascular

[a pa ro C piG
N = new indication; P = previously Cleared by FDA: E =added under Appendix E
Notes: 1] Abdominal includes Renal, GYN/Pelvic.

[21 Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[51 3D14D Imaging mode
(6) Needle guidance imaging
(7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (Cardiac), and vascular (PV)
[9] Volume navigation
I*] Combined modes are B/M, B/Color M, BIPWD or OWO, B/Color/PWD or CWD, B/Power/PWD.
System provides real-time 3D and 4D acquisition when used with special 4D probes

(PLEASE DO NOT WRITE BELOW THIS LINE -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 LOGIO E9 with RAB4-8-D Transducer

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

Clinical Application ___Mode of Operation _ _ _____

B M PW CW Color Color M Power Combined Harmonic Coded Oth~er
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse' [Notes]

Ophthalmnic
Fetav/Obstetricsm P P P P- P P P P P [5,6]
Abdominal"' P P P P P P P P P [5,61
Pediatric P P P P P P P P P [5,61
Small Organ[ 1

Neonatal Cephalic

Adult Cephalic

Cardiac Adult
Cardiac Pediatric

Peripheral Vascular
Musculo-skeletal Conventional P P P P P P P P P Ism6
Musculo-skeletal Superficial
Other' 1

Exam Type, Means of Access
Transsop hag eal

Transrectal
Transvag in a

Transurethral
Intraoperativer01

lntraoperative Neurological
Intravascular

La pa ros co pic
N = new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: [I I Abdominal includes Renal, GYN/Pelvc.

[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
[8] lntraoperative includes abdominal, thoracic (Cardiac), and vascular (PV)
[9] Volume navigation
[J] Combined modes are BIM, B/Color M, RIPWJD or OWO, B/Color/PWD or CWD, B/PowerIPWVD.
System provides real-time 3D and 4D acquisition when used with special 4D probes

(PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON MOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801. 109)

Divsion of RacdIloJioQC Meaf
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Diagnostic Ultrasound Indications for Use Form
GE LOGIQ E9 with RiC6-9-D Transducer

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

Mode of Operation
Clinical Application PW CW Color Color M Power Combined Harmonic Coded Othier

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse' [Notes!

Ophthalmic
Fetal/Obstetics1 71  P P p p p p p p p p [5,6]
Abdominal'."

Pediatric
Small Organ [1

Neonatal Cephalfic
Adult Cephalic

Cardiac Adult

Cardiac Pediatric
Peripheral Vascular
Musculo-skeletal Conventional
Musculo-skeletal Superficial

Other"' p p P P P P P P P P [3,5,61
Exam Type, Means of Access

Tra nses op haeal
Transrectal P P P p P P P P P P [3,5,6]
Transvaginal p p p p P P P P P P [3,5,6)

*Transurethral
Intraoperativel81

Intraoperative Neurological

Intravascular
[aparoscopic __________

N = new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: (lJ Abdominal includes Renal, GYN/Pelvc.

[2J Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[41 Other use includes Urology/Prostate
[5] 30140, Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] Intreoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9] Volume navigation
ri Combined modes are R/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWC, B/Power/P WD.
System provides real-time 3D and 4D acquisition when used with special 4D probes

(PLEAE D0 NOT WRITE BELOW THIS LINE -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 Farm
GE ILOGIQ ES with RNAS-9-D Transducer

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

Modoeo 0 Oration
Blnia Mplcto P cw Color Color M Powier Combined Harmonic Coded Other

Anatomy/Region of Interest T Doppler Doppler Doppler Doppler Doppler Mode Imaging Pulse' [Notes]

Ophthalmic6

Fetal/Obstetricsm P P P P P P P P P P [5,61
Abdominal"'K P P P P P P P P P P [5,61
Pediatric P P P IP P P IP P P P [5,6]
Small Organnl P P P P P P P P P P [5,61
Neonatal Cephalic P P P P P P P P P p 5
Adult Cephalic

Cardiac Adult
Cardiac Pediatric

Peripheral Vascular P -P P P P P P IP P P [5,61
Musculo-skeletal Conventional P P P P P P P P P P [5,61
Musculo-skeletal Superficial
OtheS4'

Exam Type, Means of Access

Transesophageal

Transrectal
Transvagin a

Transurethral
lntraoperajve

01

lntraoperative Neurological

Intravascular

[aparoscopic - -____-____

N = new indication; P = previously cleared by FDA; E added under Appendix E
Notes: [1] Abdominal includes Renal, GYN/pelvc.

[2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4) Other use includes Urology/Prostate
[51 3D140 Imaging mode
[6] Needle guidance imaging
171 Includes infertility monitoring of follicle development
18] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
19) Volume navigation
[*] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWUD, B/Power/PWD.
System provides real-time 3D and 4D acqluisition when used with special 4D probes

(PLEASE 00 NOT WRITE BELOWi 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)

Diion of Racliologiosi HeaMt
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Diagnostic Ultrasound Indications for Use Form
GE LOGIO E9 with RSPS-16-D Transducer

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

Clinical ApplicationMoefOprtn
IB M PI CW Color Color M Power Combined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Dloppler Modes' Imaging Pulse' [Notes]

Ophthalmic
FetaIJObstetricsm

Abdominal"'1

Pediatric P P P ____ P P P P P P [3,5,6]
Small Organ ( 1  P P P _ _ P P P P P P [3,5,61
Neonatal Cephalic

Adult Cephalic

Cardiac Adult
Cardiac Pediatric
Peripheral Vascular P P P ___ P P P P P P [3,5,61
Musculo-skeletal Conventional P P P _____ P P P P P P [3,5,61
Musculo-skeletal Superficial P P P _____ P P P P P P [3,65,61
OtheS 4'

Exam Type. Means of Access

Transesophageal

Transrectal

Transvaginal
Transuretiral
Intraoperative 8 ) P P P _____ P P P P P P
lnlraoperative Neurological P P P _____ P P P P, P P ______

Intravascular
Laparoscopic
N = new indication; P = previousty cleared by FDA; E =added under Appendix E
Notes: (1] Abdominal includes Renal, GYN/Pelvic.

[21 Small organ includes breast, testes and thyroid
[3J Elastography Imaging - Elasticity.
[41 Other use includes Urology/Prostate
[51 3D14D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[81 lntraolperative includes abdominal, thoracic (Cardiac), and vascular (PV)
191 Volume navigation

I]Combined modes are RIM, B/Color M, B/PWD or CWD, R/ColorIPWD or CWD, BIPowerPWt3.
System provides real-time 3D and 4D acquisition when used with special 4D) probes

(PILEASE DO NOT MfITE BELOW THIS LINE -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 far Use Form
GE LOGIO E9 with S1-5 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation _ _ _____

Clnia Mplcto PW CW Color Color M Power Comrbined Hamcoiuc Coded Other
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modxes Imaging Pulse' [Notes]

Ophthalmic
Fetallobstetricsm P P P P P P P P P P1 [5,6,9]
Abdominal"' P P P IP P P P P P P [5,6,9]
Pediatric PII P P. P P P, P P P P [5,6,9]
Small Organm1

Neonatal Cephalic
Adult Cephalic P P IP P IP P P IP P P [6,6,91
Cardiac Adult P P IP P IP P P PI P PIII ___

Cardiac Pediatric

Peripheral Vascular
Musculo-skeletal Conventional

Musculo-skeletal Superficial
Other41

Exam Type, Means of Access
Transesophageal

Transrectal

Transvaginal

Transurethral
Intraoloerative 8

Intraoperative Neurological

Intravascular

La pa ros cop ic
N = new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: [lJ Abdominal includes Renal, GYN/Pelvic.

[21 Small organ inctudes breast, testes and thyroid
[3] Elastography Imaging - Elastficty.
(4] Other use includes Urology/Prostate
[5] SD/4D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[81 Intraoperative includes abdominal, thoracic (Cardiac), and vascular (PV)
[91 Volume navigation
[*j Combined modes are B/M, B/Color M, BIPWD or CWD, BlColor/PWD or CWVD, B/PowerlPWO.
System provides; real-time 3D and 4D acquisition when used with special 4D probes

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

Concurrence of CDRH, Officea 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 LOGIO E9 with S4-11O Transducer

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

Clinical Applicatio n Mode of Operation ___ ____

B M PW CW Color Color M Power Combined Harmonic Coded Othe
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse- [Notesj

Ophthalmic
Fetal/Obstetricsr'l P P P P P P P P P P [5,6,91
Abdominall'1  P P P P P P P P P P [5,6,91
Pediatric P P P P P P P *P P P [5,6,9)
Small Organ[ 1  P P P P P P P P P P [5,13,91
Neonatal Cephalic P P P P P P P P P P [5,6 91
Adult Cephalic

Cardiac Adult
Cardiac Pediatric P P P P P P P P P P
Peripheral Vascular
Musculo-skeletal Conventional

Musculo-skeletal Superficial
Other 41

Exam Type, Means of Access

Transesophageal
Trans rectal

Transvaginal
Transurethral

lntraoperative1'l
lntraoperative Neurological

Intravascular
Laparoscopic
N = new indication; P = prevously cleared by FDA; E =added under Appendix E
Notes: [11 Abdominal includes Renal, GYN/Pelvc.

[21 Small organ includes breast, testes and thyroid
[3) Elastography Imaging - Elasticity.
[4) Other use includes Urology/Prostate
[5) 3D/4D Imaging mode
[61 Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[81 lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[91 Volume navigation
[]Combined modes are B/M, B/Color M, BIPWD or CWD, BIColorIPV'D or CWD, BIPowerIPWD.

System provides real-time 3D and 4D acquisition when used with special 4D probes

(PLEASE D0 NOTMWITE BELOW THIS LINE -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 ES with 84-1O-D Transducer

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

Clinical ApplicationMoefoprtn
I 7 M PIN CWl Color Color M Powr Combined -Harmonic Coded Oilier

Anatomy/Region of Interest Doppier Doppler Doppler Doppler Doppler Modes" Imaging Purse' [Notes]

OphthalmicI
Fetal/Obsterics (7 E IE E E E E E E E E [5,6,91
Abdominal"' 1  E E E E E E E E E E [6,6,93
Pediatric E E E E E E E E E E [5,6,91
Small Organ 21  E E E E E E E E E E [5,6,91
Neonatal Cephalic E E E E E E E E E E [6, 91
Adult Cephalic

Cardiac Adult
Cardiac Pediatric E E E E E E E E E E ____

Peripheral Vascular
Musculo-skeletal Conventional

Musculo-skeletal Superficial
Other 41

Exam Type, Means of Access _________

Transesophageal

Transrectal

Transvaginal
Transurethral

Intraoperative81

lntraoperative Neurological

Intravascular

N = new indication; P = previously cleared by FDA; E added under Appendix E (previously cleared K1 11582)
Notes: [1)I Abdominal includes Renal, GYN/Pelvic.

[21 Small organ includes breast, testes and thyroid
[31 Elastography Imaging - Elasticity.
[41 Other use includes Urology/Prostate
[5] 3D14D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] Intreoperative includes abdominal, thoracic (Cardiac), and vascular (PV)
[91 Volume navigation
[*I Combined modes are B/M, B/Color M, B/PWD or OWD, B/Color/PWE) or CWl), 2/Power/P WD.
System provides real-time 3D and 4D acquisition when used with special 4D probes

(PLEASE DO NOT WHITE BELOW THIS LINE - CONTINUE ON AMOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (CIR)

Prescription User (Per 21 CFR 801.109)

Division of RhajidgldQICS Healh
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Diagnostic Ultrasound Indications for Use Form
GE LOGIO E9 with C2-9-D Transducer

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

Mode of Operation

Blnia Mplcto FIN CW Color Color M Power Combined Harmonic Coded Oilier
Anatomy/Region of Interest B Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse' (Notes]

OphthalmicI

FetalJ~bstetris 1' E E E E E E 2 E E E [5,6,91

Abdominal"'1  E E E E E E E E E E [3,6,6,91

Pediatric E E E E E E E E E E [3,5,6,9]

Small Organ 2
)

Neonatal Cephalic

Adult Cephalic

Cardiac Adult

Cardiac Pediatric

Peripheral Vascular E E E E E E E E E E [3,5,6,9]

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other"1  E E E E S E E E E E [3,5,6,91
Exam Type, Means of Access

Transesophageal

Transfectal

Transvaginal

Transurethral
Intraolperaiveirl

lntraoperative Neurological

Intravascular

Laparoscopic
N = new indication: P = previously cleared by FDA: E =added under Appendix E (previously cleared K1 22515)
Notes: [11 Abdominal includes Renal, GYN/Pelvic.

[21 Small organ includes breast, testes and thyroid
[3J Elastography Imaging - Elasticity.
[4J Other use includes Urology/Prostate
[5! 3D14D Imaging mode
[61 Needle guidance imaging
[7J Includes infertility monitoring of follicle development
[81 lnti-operative includes abdominal, thoracic (cardiac), and vascular (PV)
[91 Volume navigation
ri Combined modes are B/M, B/Color M, B/PWD or CWD, S/Color/PWD or CWD, R/Power/PWD.
System provides real-time 3D and 4D acquisition when used with special 4D probes

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

Concurrence of CDRH, Office, of In Vitro Diagnostics and Radiological Health (0IR)

Prescription User (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form
GE LOGIQ E9 with RABS-D Transducer

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

ClnclApiainMode of Operation Other___Clnia Apliato CW Color IColor M Power Combined Harmonic Coded Ole

Anatomy/Region of Interest Dopplerl Doppler IDoppler1 Doppler Doppler Modes Iaig Pulse' [Notesj

OphthalmicI

Fetal/Obstetricsm E E E _____ E E E E E E [5,61

Abdominal"'1  E E E ____ E E E E E E [6,61

Pediatric E E E E___ E E E E E [5,61

Small Organ [
21

Neonatal Cephalic I_____I_

Adult CephalicI

Cardiac AdultI
Cardiac Pediatric

Peripheral Vascular
Musculo-skeletal Conventional E E E E E E E E E [5,6]

Musculo-skeletal Superficial

Other"'I

Exam Type, Means of Access
Tra nse so pha gea

Transrectal

Transvaginal
Transurethral

Intraoperafive 18

Intraoperative Neurological
Intravascular

Laparoscopic _____ _________

N = new indication; P = previously cleared by FDA; E =added under Appendix E (previously cleared K122327)
Notes: [1]IAbdominal 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
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (Cardiac), and vascular (PV
[9] Volume navigation

[]Combined modes are RIM, BIColor M, B/PWD or CWO, B/Color/PWD or CWD, R/Power/PWD.
System provides real-time 3D and 4D acquisition when used with special 4D probes

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (O1R)

Prescription User (Per 21 CFR 801.109)

Division of Radlologicai Healt
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Diagnostic Ultrasound Indications for Use Farm
GE LOGIO ES with S1 -5-D Transducer

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

Mode of Operation _____

Blnia Mplc o PIN cw Color Color M Power Combined Harmonic Coded Other
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse' [Notes]

Ophthalmic
Fetal/Obstetricsl E E E E E E E E E E [5,6,9]
Abdominal') E E E E E E E E E E [5,6,9]
Pediatric E E E E E E E E E E [5,6,9]

Small Organ 121

Neonatal Cephalic
Adult Cephalic E E E E E E E E E E [5,6,9]

Cardiac Adult E E E E E 2 E E E E
Cardiac Pediatric

Peripheral Vascular
Musculo-skeletal Conventional
Musculo-skeletal Superficial

Other"

Exam Type, Means of Access
Transesophageal

Transrectal

Transvaginal
Transurethral

intraoperative01

lntraoperative Neurological

Intravascular

N = new indication; P = previously cleared by FDA; E =added under Appendix E
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] 3D14 Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (Cardiac), and vascular (PV)
[9] Volume navigation
[1I Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWE, B/Power/P bDf.
System provides real-time 3D and 4D acquisition when used with special 4D probes

(PLEASE 00 NOT WRITE BELOW THIS LINE - 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)

OWsbon of Radiological Health
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Diagnostic Ultrasound Indications for Use Form
GE LOGIC E9 with CI1-S-D Transducer _ ________

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

Clinical Application Md prto

B M PW CW Color Color M Power Combined Harmonic Coded Other
Anatomy/Region of Interest Doppler Doppler Doppler floppier Doppler Mlodes Imaging Pulse' [Notes]

Ophthalmic

FetaI/Obstetrics [7) E E E E E E E E E E [5,6,9]
Abdominal'It E E E E E E E *E E E [3,5,6,9]

Pediatric E E E E E E E E *E E [3,5.6,91

Small Organ [1

Neonatal Cephalic
Adult Cephalic

Cardiac Adult
Cardiac Pediatric
Peripheral Vascular E E E E E E E E E E 13,5,6.91
Musculo-skeletal Conventional

Musculo-skeletal Superficial

0the 1  E E E E E E E E E 2 [3,5,6.91
Exam Type, Means of Access

Transesophageal

Transrectal
Traflsvagiial

Transurethral
Intraoperative 1

Intraolperative Neurological
Intravascular

N = new indication: P = previously cleared by FDA; E= added under Appendix E (previously cleared K122921)
Notes: [11 Abdominal includes Renal, GYN/Pelvc.

[2] Small organ includes breast, testes and thyroid
[31 Elastography Imaging - Elasticity.
[41 Other use includes Urology/Prostate
[5] 3D/41) Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] Intraoperative includes abdominalthoracic (cardiac), and vascular (PV)
[9] Volume navigation
ri Combined modes are BIM, B/Color M, B/PWD or GWD, B/Color/P WD or CWD, B/Power/P WD.
System provides real-time 3D and 4D acquisition when used with special 4D probes

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

Prescrip tion User (Per 21 CFR 801.109)

ilDslono
sinof Raduilgical Health
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