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GE Healthcare
5 10(k) Premarket Notification Submission

510(k) Summary

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

Date: July 31, 2012

Submitter: GE Heaithcare [GE Healthcare Austria GmbH & Co OG]
Tiefenbach 15
Zipf, Austria 4871

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
T:(414)721-4214
F:(414)91 8-8275

Secondary Contact Person: Roland Kuntscher
Regulatory Affairs Specialist
GE Healthcare Austria GmbH & Co OG
T:(++43)7682-3800-660

F:(++43)7682 3800-47

Device: Trade Name: Voluson E6/E8/ESExpertIlO Diagnostic Ultrasound System

Common/Usual Name: Voluson E6/E8IE8Expert/E1O

Classification Names: Class 11

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 CFR 892.1570, 90-ITX

Predicate Device(s): KI 13758 Voluson E6/E8/ESExpertIElO Diagnostic Ultrasound
System

Ki 11582 LOGIQ S8 Diagnostic Ultrasound System

Device Description: The Voluson E6/ES/ESExpertIElO0 system is a full-featured Track
3 ultrasound system, primarily for general radiology use and
specialized for OB/GYN with particular features for realtime
3D/4D acquisition. It consists of a mobile console with keyboard
control panel; color LCD/iTT touch panel, color video display
and optional image storage and printing devices. It provides high
performance ultrasound imaging and analysis and has
comprehensive networking and DICOM capability. It utilizes a
variety of linear, curved linear, matrix phased array transducers
including mechanical and electronic scanning transducers, which
provide highly accurate realtime three dimensional imaging
supporting all standard acquisition modes.

Intended Use: The device is a general purpose ultrasound system. Specific
clinical applications remain the same as previously cleared:
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Fetal/OB; Abdominal (including GYN, pelvic and infertility
monitoring/follicle development); Pediatric; Small Organ (breast,
testes, thyroid etc.); Neonatal and Adult Cephalic; Cardiac (adult
and pediatric); Musculo-skeletal Conventional and Superficial;
Peripheral Vascular; Transvaginal; Transrectal; and
Lntraoperative (abdominal, PV and neurological).

Technology: The Voluson E6/SEExpert/EIO0 employs the same
fundamental scientific technology as its predicate devices.

Determination of Summary 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 with applicable medical device
safety standards. The Voluson E6/ESIESExpert/E1O and its
applications comply with voluntary standards:

1. 1EC6060 1-1, Medical Electrical Equipment - Part 1:
General Requirements for Safety

2. 1EC60601-1-2,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. I5010993-i, Biological Evaluation of Medical
Devices- Part 1: Evaluation and Testing- Third Edition

6. NEM ID 2, Acoustic Output Measurement Standard
for Diagnostic Ultrasound Equipment

7. ISO014971, 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
0 Requirements Reviews
* Design Reviews
0 Testing on unit level (Module verification)
* Integration testing (System verification)
* Final Acceptance Testing (Validation)
* Performance testing (Verification)
0 Safety testing (Verification)

Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:

The subject of this premarket submission, Voluson E6/ES/E8/
Expert/E 10, did not require clinical studies to support substantial
equivalence.

Conclusion: GE Healthcare considers the Voluson E6/ES/ES Expert/ElO 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 Service

S Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Mr. Bryan Behn SEP 2 ; 01
Regulatory Affairs Manager
GE Healthcare
9900 W. Innovation Drive
WAUWATOSA WI 53226

Re: K122327
Trade/Device Name: Voluson E6/E8/E8 Expert/EIO Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, and ITX
Dated: August 28, 2012
Received: August 29, 2012

Dear Mr. Behn:

W e 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 controls provisions of the Act. The general

controls provisions of the Act include requirements for annual registration, l isting 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 Voluson £6/ES/ES Expert/F IO Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

RA132-5-D RSP6-16-D Cl-5-D
RAB4-8-D RIC6-12-D ML-6-15-D3

RIC5-9-D RAM3-8 RM6C

RNAS-9-D RSM5-14 RRE5-l0-D

RRE6-10-D 91--D RM1I4L

AB2-7-D 3S-D 3Sp-D

4C-D P2D C4-8-D

IC5-9-D P6D RAB6-D

PA6-8-D M6C eM6C

SPIO-16-D I IL-fl S4-10-D



if your device is classified (see above) into either class 11 (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 2 1, Parts 800 to 895. In addition, FDA may publish further

announcements concerning your device in the Federal Register.

Plea se 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 (21f CER 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 CER Part 801), please go to

httpwww~fda. ov/bOtFDA/CentersOffices/CDR!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" (2ICFR 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/Safewy/ReportaProblem/default.htm 
for the COR1l's Office of

Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Jeffrey Ballyns at (301) 796-6105.

Sincerely Yours,

Janine M. Morris
Director
Division of Radiological Devices

Office of in Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)
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5 1 0(k) Number (if known):

Device Name: Voluson E6IE8fESExpertIEl10 Diagnostic Ultrasound System

Indications for Use:

The device is a general purpose ultrasound system. Specific clinical applications remain

the same as previously cleared: Fetal/OH; Abdominal (including GYN, pelvic and
infertility monitoring/follicle development); Pediatric; Small Organ (breast, testes,
thyroid etc.); Neonatal and Adult Cephalic; Cardiac (adult and pediatric); Musculo-

skeletal Conventional and Superficial; Peripheral Vascular; Transvaginal; Transrectal;
and lntraoperative (abdominal, PV and neurological).

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

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

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

Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and
Safety

SIONk Number V\~ a9 37
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Indications for Use Forms

The following forms represent indications with clinical applications and exam types

along with the modes of operation for the Voluson E6/ES/ESExpert/IlO system and for

all of its probe/mode combinations. Combinations identified by "N" are new while "P"

represents those previously cleared with the unmodified Voluson E6IE8IESExpertIEl10.

In a similar manner, "E" represents combinations added to the unmodified Voluson

E6/E8/ESExpert/IlO via Guidance Appendix E. This modification did not alter the

previously cleared system level indications or clinical applications.

Ibven of Radiological DOVIMS
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Diagnostic Ultrasound Indications for Use Form
GE Volusan E61E8/EBExDertIEIO Ultrasound System

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

Mo of Operation -

Clinical Application B M P'W CW. Color' Color M Power -ombined Harmonic Coded Other

Artatomv/lRegio'r of hiterest - Doppler Dopple Doppler Doppler Doppler Modes* Imaging Pulse (Notes]

Ophthalmic

FetallIObstelricsti' IP P P P P P P P P P 569

Abdominal['] 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 Organ21  P P P P P P P P P 569

Neonatal Cephalic P P F P P P P P 15

Adult Cephalic P .....Y. P P P P P P ___

CniP]P P P P P P P P P P [5]

Peripheral Vaiscular P P P P P P P P r P [5,6,9]

Musculo-skeletal Conventional PF P P P P P P P [ 5,6,9]

Musculo-skeletal Superficial P P P P. P p P P P [ 5,6,9]

KramTyp. MansofAccess - - - -

ITransesophageal- -

Traterectalt'l P P P P - t569

Transvaiginail IP P P P P p . P' P [..Y- [5,6,9]

Transwreffheral
Pnro~cuw -P P P P, P P P P __

lntnoperaive Neurological P P P F P P P P

Intravascular - -

Laparoscopic- - - - --

N ne idictin;P = previously -cleared by FDA; E -added under Appendix E

Notes: (1] Abdominal includes renal, GYN/Pelvic.

[2l Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

(31 Cardiac is Adult and Pediatric.
[51 3D14D Imaging Mode.

(6] Includes imaging of guidance of biopsy (2D13D14D).

M1 Includes infertility monitoring of follicle development.

(8] Includes urologylprostate.
[9] Elastography imaging- Elasticity

ri Combined modes are B/M. BIColor M, B/PWD or CWD, BIColor/PWD or CWD, B/Power/P WO.

r]3 4D color Doppler

(PIPASE 00 NOT W~nTE BELOW THIS UINE - CONTINUE ON ANO hER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109)

04WO of RmdlsagliuI Devices
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8EBExcertJ/lO with RAB2-5-D Transducer

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

Mod cofOperation ____ ___

Clinical Aplcton B N W CW Color Color M Power orbin Harmonic Coded Other

AatomyReI of In terest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic ____ ___ ___ ___

Fetal/IObsltrics P P P P P P P P P [5,61

Abdominalt 'l P p P P P P P P P [5,61

Pediatric

Small Organ
t21

Neonatal Cephalic---

Adult CephaiicI

Cardiact'1

Peripheral Vascutar

Musculo-skelelal Conventional P P P P P P P -P P [5,6]

Musculo-skelelal Superficial

other

Evans Type. Means of Access

Tramsesuphageal

Transreclal

Trans vaginal

Transuretheral

Intmoperative

Intraoperative Neurological ____ - -____

Intravascular

N - new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: [1] Abdominal includes renal, GYNIPcIvic

[5] 3D14D Imaging Mode
- 61 Includes imaging of guidance of biopsy (3D/413)

[7] Includes inferility monitoring of follicle development
[1Combined modes are B/M, BfColor M, B/PWD or CWD, BIColorIPWD or CWD, BfPowcr/PWhD.

(PLEASE DO NOT WRIUTE BIELOW THIS LINE - CONTINUE ON MNOTHER PAGE IF NEEIJE)

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

Prescription User (Per 21 CFR 801.109)

(DlvrSibn Sign-off)
1DlvIslan Of Radrologc elg

sici, ThIDevices~
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IEBIE8Ex~ertIEIO with RAB4-8-D Transducer

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

Mode of 0 rtion

ClnclApplication BPW C Coo CooM Poe obneHrniCdd Other

Anatom Ie ion o InterestDope 
es

o hthalmic

FetalIObsttrics' P P P P P P - 56

Abdominal
11  F P P ' P P' [56

Pediatric P P P P P P P P P [56

Small Organ 1

Neonatal Cephalic

Adult Cephalic - -

Cardiadl'3

Penipheral vascular
MslokeeICovninl P P P P P P P P p [5,6]

Musculoseea uefca

Other

Liram Tve, Mfeans o Access

Transesophagcal

Traasrectal

Transvaginal

Transuretherad

lntruoperative

lntro tiveNeurolo cal

Intravascular

Laparosco ic

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

Notes: [I]I Abdominal includes renal. GYN/Pelvic, Urology

[5] 3D14D Imaging Mode

[61 Includes imaging of guidance of biopsy (3D14D)

[71 Includes infertility monitoring of follicle development

[*I Combined modes wre B/M, B/Color M, B/PWD or CWD, BIColorIPWII or CWD. BfPowerlPWD.

(PLEASE DO NOT WRITE B£LOW THIS LINE - CONTINU E ON MOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109) 
/

(DIVlsoSIgI..
DIVISIOn Of Radiologlcaj Devi=g
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Diagnostic Ultrasound Indications for Use Form

GE Volusan E6IE8IEBExoertJElO with RICS-9-D Transducer

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

Mode of Opration

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

Anatomy/lRegion of Interest Doppler Doppier Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic-- ___________

FetalJ/Obstetricsl P P P P I' P P P P* [5,6,91

Abdomina11t

Pediatric

Small Organ
2I -P__ ___

Neonatal Cephalic- - ___ ________

Adult Cephalic

Cardiac"'

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-slceletal superficial --- ___

Other

Kram Type, Mfeans ofAccess

Trareesophageal

Transrectalt'I P P P P P P P P P [5,6,91

Transvaginnl P F' P P P IP P P P [5,6,91

Transuretlieral

ttaoperative

Intraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P =previously cleared by FDA: E added under Appendix E
Notes: [5] 30140 Imaging Mode

[6] Includes imaging of guidance of biopsy (3D14D)
[71 Includes infertility monitoring of follicle development
[8] Includes urology/prostate
[9] Elastography Imaging- Elasticity
[1] Combined modes are RIM, B/Color M, B/PWD or CWD, B/ColorIPWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW Th-IS LINE - CONTINUE ON ANOTHIER PAGE IF NEEDED)

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

Prescription User (Per 21 CFRSO01.109) IV InOfRdo gij ev s
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8ExDOrtIEIO with RNA5-9-D Transducer

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

Mode of Operation ___- -

Clinical Aplicto M PW W Clr oo Power ombird Harmonic Coded Othe

Anatomy/Region c/Interest Doppler IDoplrDppe oprDpler Mode Imging us Nts

Ophthalmic ____

Fetal /Obstetricstl P P P P P P P P P P [ 5,6]

Abdominal"]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 Organt1z P P P P P P P P P P [ 5,61

Neonatal Cehtalic P P P P P P P P P P [ 51

Adult Cephalic

Candiad'1  P P P P P P P P P P [ 5]

Peripheral Vascular P P P P P P P P P P [5,6]

Musculo-skeletnl Conventional P P P P P P P P P P [5.6]

Musculo-skeletal Superficial

Other

Frtom Type, Mfeans ofAccess ___ ______

Transesophageal ____

Trsmsrectal

Transvaginal

Transuretberal

hntoperative ____

Intsuolarative Neurological-- ___

Intravascular

Laparoscopic E ll__- -_________ ___

N - new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: [I ] Abdominal is Neonatal and Pediatric

(2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, Pediatric and neonatal patients

[31 Cardiac is Neonatal and Pediatric-
[5] 314D) Imaging Mode
[61 Includes imaging of guidance of biopsy (3D/MI)

[1Combined modes are RIM, B/Color M, B/PWID or CWD, B/Color/PWD or CWD, B/PowerlPWID.

(PLEASE DO NOT WMITE BELOW This UNE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription U ser (Per 21 CER 801.109) 4 n ir

19lvlslon of Radiological Devices
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Diagnostic Ultrasound Indications for Use Form

GE Valuson E6IE8IE8Expert/IO with RRE6-1O-D Transducer

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

Mod cofOperation ___ - -

Clinical Application pw CW Color Color M Power obeHamncCoded Other
B M I 1ieHrai

Anatomy/Region ortnteres: Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic - -____ ____ ____

Fetal / Obstetrics
t1

Abdominal(']

Pediatric

Small Organp]-- -

Neonatal Cephalic- - -- - -

Adult Cephalic,

Cardiac[']

Peripheral Vascular- -

Musculo-skeletal Conventional

Musculo-skeletal Superficial - - -- -____

Other-

Exam 7:vpe. Mans ofAccess _______ ___

Transesophageal _______ - - _______

Transrectall"t  P P P P P P P P P [5,6]

TasamlP P P P P P P P P [5,61

Transurretheral

Introoperative- _ _ ___

Intraoperative Neurological---------------------------------

Intravascular

Laparoscopic

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

Notes: [51 3D14D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/14D)
[81 Includes urology/prostate

[*]Combined modes are RIM, B/Color MA, B/PWD or CWD, B/Color/PWD or CWD, B/Power/P WID

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

Concurrence of CDIU1, Office of In Vitro Diagnostic Devices (OIVD)

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

GE Voluson E6IEBIE8EXpertIEIO with AB2-7-D Transducer

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

Mode of enton-

Clinical Application B M W CW Color Color M Power -onbined Harmonic Coded Other

Anatoizv/Re ion o Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Feral /Obstetricstl P P P P P p P P P [6

AbdominaIllP p p P P P P [61

Pediatric [1P P ' P ~ P P P P [6]

Small Organ~t

Neonatal Ceehalic

Adult Cephalic

Cardiac 31

Perpeaoscular

N n~l-eew a dCatonveiouly clae by FD;EIaddudrApni

[6] Incpaeldsiaigo udneo ipy(D

[7] Includti es netlt oioigo olcedvlpe

[nm Combaivnedodes care M foo tBPDo W, /oofW rWBpwrPD

Pr= ewdcration; se r eriul 21 we CFR 801.109) edudeApedi

[6] ~ ~ ~ ~ ~ ~ o Includes~~ imgngevudnc fboy(D

[7]Inluds nfetiitymoitoin offolice leopcn

I- Cmind oesa BMBCoorM BPD r W, /ClrtW o CD B~23/PD
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Diagnostic Ultrasound Indications for Use Form

GE Valuson E6IEEExoertIElO with 4C-D Transducer

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

Mod of Operation

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

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

Ophthalmic

Fetal/IObstetricst1I P P P P IP P P P P P [61

Abdonminalr'l P P P P P P P P P P [6]

Pediatric

Small Organ 1

Neonatal Cephalic

Adult Cephalic

Cardiac33

Peripheral Vascular P P P P P P P P P? P [6)

Musculo-skeletal Conventional

Museulo-skeletal Superficial ___--

Other

From Tyvpe Means of Access

Transesophageal

Transorectal

Transreheral

Intraoperative

tntroperative Neurological

tntravascular

Laparoscopic ______ _______-___ -

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

[6] Includes imaging of guidance of biopsy (2D)
[7] Includes infertility monitoring of follicle development

[]Combined modes are RIM. B/Color M, B/PWD or CWD, BfColor/PWD or CWD, BIPowerfPWD.
(PL.EASE W0 NOT RITUE BELOW THIS UNE - CONTINUE ON4 ANTHE PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109)

01 is I Of Rad iologj= D~
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IEBlExpertIEiO) with C5-9-D Transducer

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

Mode of 0neation

Clinical Application B M PW CW Color Color M Power combined Haroi oe te

Anatomoy/Re ion o Interest Doppler Doppler Doppler Doppler Doppler Modes Imagn us Nts

Ophthalmic

Fetall/ Obstetric P P PP P P P P P 169

Abdominal

Pediatric

Small Organ-

Neonatal Cephalic

Adult Cephalic

Cardiac'

Peripheral vascular

Musculo-skecletal Conventional

Musculo-skeletal Superficia

Other

Eva. Type. At eon ofAccess

TramsesophageaI

TnsetlP P P P P P P P (6)

Laparoscopic

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

Notes: [61 Includes imaging of guxidance of biopsy (2D) .

[7) Includes infertility monitoring of follicle development

[8] includes urolog'fprostate

[9] ElostograpbY Imaging- Elasticity

[]Combined modes are R/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/PowerfPWD.

(PLEASE DO NOT VWFrE BELOW THIS1 LINE - CONTINUE ON AN'OTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109) Sg

jIlson Of Radol ogi'lca ei

510' KIQ O9Th evc7
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8ExoertIElO0 with PAS-8-D Transducer

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

Mod 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 / Obstetricst
Abdormnalrlip P P P P p P P P P P

Pediatric p P P P P P P P P P

Small Organ1ZI

Neonatal Cephalic P P P P P P P P P P

Adult Cephalic

CandiaJ5' t  P P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal superficial ____

Othert 1

Exam Type, Means ofAccess

Transesophageal

Transrectal"]

Trarisvaginal

Transureiheral

Introoperative

lrnnoperative Neurological ___

Intravascular-

Laparoscopic- ____ - ____________

N = new indication; P previously cleared by FDA; E added under Appendix E
Notes,: [I]I Abdominal is Neonatal , pediatric and obstetrics

[3] Cardiac is Adult and Pediatric.
[Combined modes are BIM, B/Color M, B/PWID or CWD, B/Color/PWD or CWD, B/PowerlPWD.

(PLEASE DO NOT wnat 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)(

Fjls~on Of Radiological Devices

26



(00 ~GE Healthc are
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Valuson E6IEB/EBExpert/IlO with SPIO-16-D Transducer

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

Mod ofr eration

Clinical Application B M PW CW Color Col or M Power ombine Harmonic Coded Other

Anatonzy/Re ion o Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal /Obsterics1( ____

Abdominal'''

Pediatric - - - -

Small OrganW2 P P P P P P P P

Neonatal Cephalic

Adolt Cephalic- - -

Cardiac 3  p p PP] ±

Musculo-skeletal Conventional
Musculo-skeletal Sn erficial P P P P P p P p P [61

Other

Fram Type, Mfean ofAcces

Transesophageal- -

Transrecta
t 1
P- - ___

Tnnsvaginal- - -

Transuretheral ____

lntraopenalive- - - -

lntraoperative Neurological

Intravascular

Laparoscopic- - .____ - -

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

Notes: [21 Small organ includes breast testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

[6] Includes imaging of guidance of biopsy (2D)

P1Combined modes are B/NI, B/Color M, B/PWE) or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT MMIE BELOW THIS UNE - CONTINUE ON AJOTHR PAGE IF NEEDED))

- Concurrence of CDRH, Office of in Vitro Diagnostic Devices (OLVD)

Prescription User (Per 21 CER 801.109)r

(Division S1gn-o
visionOf Radiohogcai Devices
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GE Healthcare
5 10(ki) Premnarket Notification Submnission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IEBIE8ExDOrtIEIO with RSPB-16-D Transducer

Intended Use: Diagnostic ultrasound imaging or flui flwaayirftehmnbd sflos

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

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

Ophthalmic

Fetal / Obstetricst 3

Abdominal 11

Pediatric P P P P P P P P P [5,6]

Small Orguanll P P P P P P P P P [5,61

Neonatal Cephalic

Adult Cephalic

Card ial']

Peripheralvascular P P P P P p p P P [ 5,6]

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

Musoulo-skeletal Superficial P p p P P P P P P [,61

Other

Exam Type. Meanrs of Access ___

Tramsesophrageal

Transrecall"l

Trans vagi nal

Transuretheral

lntranperative _ p p P P P P P P P

lntraoperative Neurological P P P P P I P P P P

Intravascular-

11Laparescopic _____________ _____________

N =new indication; P = previously cleared by FDA; EF added under Appendix En
Notes: [2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

[5] 3D/4D Imaging Mode
[6] Includes imaging ofguidance ofbiopsy (3 D/4D)
[]I Combined modes are BIM, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/PowfPWD.

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

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

Prescriptioni User (Per 21 CFR 801.109) g/f lz

I ,viiooo gi9ca: Devices
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Valusan E6IE8IEBExoertJElO with RIC6-12-D Transducer

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

Mode of operation ___________

Cin~ical Application M PW CW Color Color M Power onmbined Harmonic Coded Other

Anatomv/Rezion of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

OphthalmicI

Fetal /Obsletdicst P P P P P P P P P [5,61

Abdominal[')

Pediatric

Small Orgzan123

Neonatal Cephalic ___________________ ____

Adult Cephalic - ___ ______

Cardiact 1

Pen heral Vascular

Muscuilo-skeletal Conventional

Museulo-skeletaI Superficial I___ ___

Other

Exam Type, Means of/Access

Transesophageal

Trunsrectaltll P P P P P P P P P I[ 5,6]

Transvaginal P P P P P P P P P [ 5,6]

Trantsuretlieral-

Lnnroperative

Intranperative Neurological

Intravascular

Laparoscopic _____________ ________ ________ _________________

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

Notes: [5] 3D14D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/4D)
[7] Includes infertility monitoring of follicle development
[8] Includes urology/prostate
[-I Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE Do NOT WFUrrE BELOW THIS LINE - CONTINUE ON MNOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (O1VD)

Prescription User (Per 21 CER 501.109)

Division Of Radiological Devices
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IEBExpertIEIO0 with RAM3-8 Transducer

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

Mode of Operation

Clinical Application B M w C olor Color M Power ombined Harmonic Codedote

AnatomvIRC ion of ntret DopepDplripper Doppler Doppler Modes* Imaging Pulse Nt)

Ophthalmic

Fetal / Obstetics[
T1  p P PP P P P P P [56

Abdoiat P p P P p P P P P [5,6]

Snallsulrgm

NeotCe phabdoinac nldsrnl Y/evc rlg

[ 1losela Cobnetmodesare 
5,,BClrM6BP 

Do W ,B/O IW rCW ,B1wr D

Concupe.Merrenf~cesosOE fieo nVto igotcDvcs(IO

(Drsrn Sig-Off

ImmoRadologica Devicesica

[51 3DD Imagng5Mod

[61Inlues main oguiane fbops (134 0



GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Volusan E6IEBIEBExpertIEIO0 with RSM5-14 Transducer

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

Mode ofOperation
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 / Obstetric t71

Abdomina~lr

Pediatric i' P P P P P P P P [5,6]

Small Organ[2t  P P P P P P P P P [5,61

Neonatal Cephalic

Adult Cephalic

Card iactt

Peripheral vascular P P P P P P P P P [5,6]

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

Muscul o-skelelaI Superficial p P P P P P P P [5,6]

Other

Erant Type, AMeans ofAccess

Transesophageal

Transrectal

Transvagihal

Transuretheral

lntrao~perative

lntrapertive Neurological

Intravascular

Laparoscopic

N new indication; P = previously cleared by FDA; E =added under Appendixm E
Notes: [2] Small organ includes breast, testes, thyroid, salivary gland, lymnph nodes, pediatric and neonatal patients

[51 3D14D Imaging Mode
[6) Includes imaging of guidance of biopsy (3DI14D)
I*] Combined modes are RIM, B/Cotor MA, B/PWD or CWD, BIColorIPWD or CWD, BlPower/PWD.

(PLEASE DO NOT WIRITE BELOW THIS LINE - CONTINUE ON ANOThIER PAGE IF NEEDED)

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

Prescuiption User (Per 21 CFR 801.109)

(§v* I on Signo(4
1IS On of Radoo 1  ej
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GE Healthcare
5 10(k) L'remnarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson EOIEBEBEx~ertIEIO with 91-0 Transducer

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

Mode of eration

Clinical Application BW M cW Color Colo r M Power omabined Harmonic Coded Other

Analomv/Region of interest M Doppler Doppler Doppler DOppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Ohsottdcs"1

Abdonnina t 1 P 6

Pediatric P' P P P P P ~

Small Organ2' P P P I' P p P P P P [6

Neonatal Cephalic

Adult Cephalic

Cardiac..t  
P P p Pp' 6

Peripheral Vascular P P P P P P P P P [6

Musculo-skeletal Conventional P P P P P P p P P P 1

Musculo-skeetal Su crficial - - - - - - - - - -

Other

Exam Type. Means of Access

Transesagtl

Laparoscopic

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

Notes: (21 Small organ includes breast, testes, thyroid, salivary gland, lymrph nodes, pediatric and neonatal patients

[6] includes imaging of guidance of biopsy (2D)

[*I Combined modes are RIM, B/Color M, B/PWD or CWD. BIColor/pwD or CWD, .BIPo-erIPWD.

(PLEASE Do NOT WRITE BELOW THC LINE - CONTiINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI-, office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)t L /
(iiinSfgn-

510k cilgcal DeVke
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GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Volusan E6IE8IE8ExoertIElO with 3S-D Transducer

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

Mode of Operain n____

Aplincain BMlW C Color Color Power Combined Harnioni Coded other
Doppler oppe oDpple M Doppler Modes' Imaging Pulse [Nts

Anatomy/Regionopl
of Interest

Ophthalmic

Fetal / P P P P P P P P P P

Abdominaltll p p P P P P P P P P

Pediatric P P P P P p P P P P

Small Organ
t21

Neonatal

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

Cardiae'1  P P P P P P P P P P

Peripheral ____

Musculo-skeletal

Musculo-skeletal

Other

Fran, Type,

Transesophageal _______ ______

Transrectal

Transivaginal ___

Trarnuretherl

lntraoperative

tnlroperative

Intravascular

Laparoscopic ____ ___

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

[3] Cardiac is adult and Pediatric
[7] Includes infertility monitoring of follicle development

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

(PLEASE DO WOT MfITE BELOW Thn UNE - CONTINUE ON MIOTHE PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109)(

DwJV0S'o 'Of aiolgil Dvr
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E61E8/E8ExcertIElO0 with P20 Transducer

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

Mode of 0peration ____

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

Anatomy/IRegto,, o Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Feral / OstetricsE

Abdominal
1  

- -- -

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

Small OrgW21

Neonatal Cephalic
P

CardiacF 1  --------------------------------

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

IMusculo-skeletal Conventional---------------------------

Musoulo-s keletnl Superficial

Other------------------------------------------- -

Frm 7Te eMeans o Access

Transesophageal - - -

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

Laaroscopic ________

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

Notes: [31 Cardiac is adult and Pediatric

(PLEASE DO NOT W~tITE BELOWN THIS LINE . CONINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFER 801. 109)

(Division Sign-off)
k~ivsio OfRadiological Devices
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0)GE Hatcr
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications fdr Use Form

GE Valuson EBIE8/EBExcertilO with P60 Transducer

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

Mode of Operation ___ ____ - -

Clinical Application B M pw CW Color Color M Power om.bined larmonic Coded Other

Anatomy/lRegioni of interest - - Doppler Doppler Doppler Doppler Doppler Mdes* Imaging Pulse [Notes)

Ophthalmic-- ___ _______

Fetal / ObstetricsEl

Abdomninalttl

Pediatric

Small Organl - -

Neonatal Cephalic- -- - ___

Adult Cephlic - -- ___

Cardiac 31  I

Peripheral vascular P

Musculo-skeletal Conventional

Musculo-skeletal Superficial __ - -___

Other

Exam, Type. Means ofAccess- -

Trarisesophageal--

Transrectal

Transvaginal

*Transuretheral-

Inirso crative-

lntraoperative MNolgical--- ___

Itavascular

Laparoscopic ________ ____-____ ___ ___

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

Notes: [31 Cardiac is adult and Pediatric

(RtEASE DO NOT W rrE BIELOW THIS UNE - CONTIIPE ON ANOTHLER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801:109)

Isonf Radiological Devices

510k
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GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8ExPert/EIO with M6C Transducer

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

Mode of Oertion ________ ___

Clinical Application B IA P CW Clr Color M IPower onibine Harmonic Coded Other

Anatomy/Region ofruerest Doppler Doppler Dop'pler Doppler IDopplerl Modes* imaging Pulse [Notes)

Ophthalmic ________ ________ ____________

Fetal /Ob stetdicstl3 P P P P P P P P I' P 6

Abdominal 11  
. P P P P *P P P P P P [6]

Pediatric P P P P P P P P P P [6]

Small Organ 21

Neonatal Cephalic ___ - ________

Adult Cephalic

Cardliac[3l

Peripheral Vasculaf

Musculo-skeletal Cornintional

Miisculo-skeletal Superficial

Other

Exam Type. Means ofAccess,

Transesophageal ___

Transrectal

Transvagnal

Transuretheral

Innroperative

Intranperative Neurological ___ ___ ___ ___ ________

Intravascular

Laaroscopic ________ ___ ________________ ___

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

Notes: [1] Abdominal includes renal, GYN[Pelvic, Urology
[6] Includes imaging of guidance of biopsy (2D)
[7] Includes infertility monitoring of follicle de('elopmcnt

[]Combined modes; awe RIM, B/Color MA, BIPWD or CWD, BIColorIPWD or CWD. R/Powcr/PWD.

(PL-EASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PACE IF NEEDED)

Concurrence of CDRLH, Office of I Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

ivso(Divisinsg.

sick_ n fo adoloica Devfr.
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IEBExpertIElO with 111 -0 Transducer

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

Modeca oAppelication_ -

ClnialApliaton B M PW CW Color Color M~ Power ontined Harmonic Coded Other

Anatomy/Region ofhanerest Doppler Doppler Doppler Doppler Doppler Modes imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetics71

Abdominal["1

Pediatric P P P P I' P P P P [6,91

Small OrgWrP1 P P P P P P P P P 16,91

Neonatal Cephalic

Adult Cephalic--

Cardiad'31

Peripheral vascular P P P P P P P P P [6,9)

Musculo-skelell Conventional P P P P P P P P P [6.9]

Mustulo-skeletal Superficial P P P P P P P p P [6,91

Other

Exam Type. Mfeans ofAccess

Transesophageal

Transrectal

Transvaginal

LTrousuretheral

lntraperative

lnttaoperotive Neurological

Intavascular

Laparoscopic
N = new indication; P -previously cleared by FDA; E -added under Appendix E
Notes: [2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

[6) includes imaging of guidance of biopsy (20)
[9] Elastography Imaging- Elasticity

[]Combined modes are HIM, B/Color M. BIPWD or CWD, B/ColorIPWD or CWD, BIPowerIPWfl.

(PLAE DO NOT W UE BELOW THIS UNE - CONTINUE ON M4OTHER PAGE IF NEEDEo)

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

Prescription User (Per 21 CFR 801.109)

IP9lvIslon of Radiological Devices;
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t ra
GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications far Use Form

GE Voluson E6IEBIE8Ex~ertIEIO with CI-5-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 ombiti Harmonic Coded Other

Anatomy/Region of hiteresi Doppler Doppler Doppler Doppler Doppler d Imaging Pulse [Notes)

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

Fetal / Obstetrics7 P P P P P P P P P 6

Abdominaltit p P P P P P P P P P [6]

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

Neomnta Cephalicz

Adult Cephtalic

Cardiac 31- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

Peripheral Vascular P P P P P P IF P P P [6]

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

Musctilo-skeletal Suerficial--------------------------

Other----------------------------------

Exam Tpe Means of Access - - -

Transeso ha cal------------------------------

Transrectal------------------------------ -

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

Tranesuresheral-------------------------------

lntraoperative------------------------------

Inuaprt Neurological- -

iravascular

ILaparoscopic

N = new indication; P = previously clae y D;B=adduder Appendix E

Notes: [11 Abdominal includes renal, GYN/Pelvic, urology

[6] Includes imaging of guidance of biopsy (2D3)

[71 Includes infertility monitoring of follicle development

[]I Combined modes are B/M, B/Color M. BIPWD or CWD, BfColor/PWrD or CWD, B/Power/PWD.

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

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

r

Presciptionl User (Per 21 CFR 801.10) Kivision of Radiological Devices
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Valusan E6IE8IE8ExpertIEIO with MLB6-15-D3 Transducer

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

Modeo 0 rtion ___

Clinical Application B M PW CW Color Color M Power ombine Harmnonic Coded Other

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

Ophthalmic - -________

Fetal [ Obstetrics
11

Abdominal11

Pediatric P P P P P? P P P [6.9]

Sml ra[1P P pP P P P P P 6,9]

INeonatal Cephtalic

Adult Cephalic- - -

Cardiacl t  -

Peripheral vascular P P P P P P P P P t6,91

Musculo-skeletal Conventional P P PP P P P P P [6,9]

Musculo-skeletat Superficial P P P P P P P P P [6,9]

Other

Learn Type, Means ofAccess, - -___

Transesophageal -- ___

Transrcctal

Transv aginal ___ - - --

Transuretheral

lntraoprative

lnlraoperative Neurological - - -____

Intravascular

Laparoscopic ________ --- ___

N - new indication; P =peiulceadbyFDA; E added under Appendix E

Notes: [2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonalal patients

[6] Includes imaging of guidance of biopsy (213)

[9] Elastography Imaging-Elasticity

[]Combined modes are B/M. BIColor M, B/PWD or CWD, B/Color/PWD or CWD, BlPower/PW;D.

(PLEASE DO NOT WIfE BELOW THIS LINE - CONFfIINRE ON ANOP-IER PAGE IF NEEDED)

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

Prescription User (Per 21 GER 801.109) 1

R1 isioObaoloical Devices
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Volusan E61E8/EBExoertIElO0 with RM6C Transducer

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

I . Mode of Operation

Clinical Application B M PW. DCWe Color Color M IPower ombinc Harmonic Coded Other

Anatomy/Region fItrs Dopple Dopple Doppler Dopplerl Dopplerl Modes* Imaging Pulse [Notes)

Ophthalmic - I ___

Feedl/ ObstelricsE1  P P P P P P P P P [ 5,6]

Abdominat1  P P P IF P P P p P [ 5,63

Pediatric P I' P P P P P P IF [5,61

Small Organ
1  -(2)_ 

____ ___

Neonatal Cephalic- - _______

Adult Cephalic- -

Cardiacti __________ - ____

Peripheral vascular

1Muscolo-skeletal Conventional P P P P P P P P P [5,6]

Musculo-skeletal Superficial- -

other

Exam Type. Means of Access

Traceesophageal - -- - ___

Transrectal ____-

Trarsvaginal

Transuretberal- - -- -

Intmoperati ye

lntraoperative Neurological- -- - -

Intravascular

11Laparoscopic ___ ___- ___ _______

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

Notes: [I I Abdominal includes renal, GYN/Pelvic, urology
[5] 3D14D Imaging Mode
[6] Includes imaging of guidance of biopsy (3Df4D)

[7] Includes infertility monitoring of follicle development

[Combined modes; are B/M, B/Color MA, BIPWDI or CWD, B/ColorIPWD or CWD, B/PowerIPWD.

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

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

Prescription User (Per 21 CFRSO01.109)

A /ivsio o RaioogialDevices
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson ESIE8IE8Exoert/IlO with RRE5-1O-D) Transducer

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

- Mode ofO O ration

Clinical Application B NI PW CW Color Color M Power otine Harmonic Coded Other

A,,aton, vRegion oflnte rest _________Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal I Obstetrics [7

Abdominat 11

Pediatric

Small OrgantE' ____ ____ _____

Neonatal Cephalic -- ____

Adult Cephalic

Cardiactl]

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

From Type, Mleans ofAccess

Transesophageal

Tranrectall'] P P p p p P P P P [5,6,9]

Traxtsvaginal P P P P P P P P P 15,6,91

*Transuretheral

lntraoperative

lnlroperative Neurological

Intravascular

_Laparoscopic _________ _____________

N = new indication; P = previously cleared by FDA; E added under Appendix E
Notes: [5] 313/4D) Imaging Mode

[6] Includes imaging of guidance of biopsy (3D/4D)

[81 Includes urology/prostate
[9] Elastography Imaging- Elasticity

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

aBAE Mo NOT WMITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CER 501.109) LZ

(Vi DiofRisolioalDvie
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~41# GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Volusan E6IEBIE8EkpertJElO with RM14L Transducer

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

ModeofOoeration ___ - -

Clinical Application B w CW Color Color M Power ombin Harmonic Coded Other

Anatomyl /Rion of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Puilse [Notes)

Ophthalmic- - ___

Fetal / Obstetrics[
7t

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

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

Small Organt4l P P P P P P P P 156

Neonatal Cephalic

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

Cardiactrt

Peripheral Vasc~ular P P p P I' P P P P 15,6]

Muscuto-skelelal Conventional P P P. P P P P P P j [5,61

Musculo-skeletal superficial P p p p p P P P p 1 5,6]

Other

Examt Type. Means of Access-- -

Transesophageal ____ - - -- - - - - -

Trancrectal

Trancsvaginal -

Tranetheral .___

Intraoperative- -- ___

tntmopcrative Neurological - - - -- ____

Intravasxular-

Laparoscopic ____

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

Notes: [2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

[51 3D14D Imaging Mode
[61 Includes imaging of guidance of biopsy (313/413)
[-I Combined modes are HIM, B/Color M, BIPWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE MO NOTMWITE BELOW THIS LINE - CONTINUE ON M4OTHIER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109)

(Division-inOfD lnof Radiological Devices

510L 
i
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GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson EEIEExoertIElO with 3So-D Transdlucer

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

Modeof Operation __ ___ ___

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

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

Ophthalmic

FetalI/Obstetrdcs1m P P P P P P P P P P

Abdominaf'] P P P P P P P P P P

Pediatric P P P P P P P P P P

Small Orgn 21

Neonatal Cephalic

Adult Cephalic P P P P P P P P P P

Cardiac 31  P P P P P P P 1, P P

Peripheral vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Eram Type, Means ofAccess

Transesophageal

Transrectal

Transvaginal

Transuretheral

lrtraoperative

lnttaoperalive Neurological

Intrvascular-

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

Notes: [I j Abdominal includes renal, GYN/Pelvic

[3] Cardiac is adult and Pediatric
[7] Includes infertility monitoring of follicle development

[Combined modes are RIM, H/Color M, BIPWD or CWD, B/ColorIPWD or CWD, BfPower/PWD.

(PLEASE 0O NOT WflIE BELOW THIS UNE -CONTINUE ON ANOTHER: PAGE IF NEEDED)

Concuirrence of CDRH, Office of In Vitro Diagnostic Devices (OLV'D)

Prescription User (Per 21 CFR 8109y)7J

Divisio Of Radiological DevicesOB Sde

Office of In Vitro Diagnostic Device EvAlU8t1f andSlt
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GE Healthcare
5 10(k) Prernarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson EBIEBIEBExuertIEiO with C4-8-D Transducer

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

Mod Doe lraion ___ ____

Clinical Application B M PW CW Color Color M Power Combine HarmonicCoe Otr

Anatomty/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes* ImagingPus [Nt)

Ophthalmic

Pea P CbttF' p I P P P P P P P [6]

Abdominall P P P P P P P P [6]

Pediatric P' P P' P P P P P p P [6]

SmallOrgan 
2

1 ___ - - - - - - - - - - -

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

Adult Cephalic- -

CardiacI'l__ - - - - - - - - - - - - - -

PrpeavaclrP P P P P P p P P P [6]

Musculo-slceletal Conventional

Musculo-skeletal Superficial - -- - - -

Other

Exam Type, Means of Access - -- - - -

Transesophageal- - __

Transrectal

Transvaginal

Transuretheral-

lntroperative-

lntraoperative Neurological -____

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

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

Notes: [11 Abdominal includes renal, GYNIPelvic, Urology

[61]Includes imaging of guidance of biopsy (2D)
[7] Includes infertility monitoring of follicle development

[-] Combined modes are B/M, B/Color tM, BIPWO or CWD, B/ColorIPWD or CWD, B/l'ower/PWD.

(PL.EASE DO NOT WRrEE BELOW THIS LINE - CONITINUE ON MtOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109)

(Division Sgnff)

510k Kson of Radiological Devices
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GE Healthcare.
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson EEIEExpertIElO) with RA136-D Transducer

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

Moe of Operation ___ ____

Clinical Application B M CW Color Color M Power ombined Harmonic Coded Other

Anatoonv/Regicz of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fel /fObstericst(1  P P lP P P P P 1 P P [ 5.6]

Abdominal 11  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
t4

Neonatal Cephalic -

Adult Cephalic

Cardiact1

Peripheral Vascular

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

Musculo-sketetal Superficial-

OtherI

From Type. Means of Access

Transesophageal

Transrectal

Transvaginal- - - __ ___

Transuretheral

lntraoperative - -- ____

ntaoeaveNeurological - I ___

Laparoscopic ____ ________- - - -____-____ ___

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

Notes: [11 Abdominal includes renal, GYNIPelvic, Urology

[5] 3D14D Imaging Mode
[61 Includes imaging of guidance of biopsy (3D/4D)
[7] Includes infecrtility monitoring of follicle development

[1Combined modes are B/NI, B/Color M, R/PWD or CWD, BIColorIPWD or CWD, BIPoweIPlWD.

(PLEASE DO NOT MItTE 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) 
4A- ( inSgof

(Dvision ~g-Of
Division of Radiological Devices
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Volusan E6IE8IEBExDertIEIO with eM6C Transducer

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

Mode of Opertion ___ ___

Clinical Application B 14 P CW Color# Color M4 Power combine Harmonic Coded Other

A,,atomv/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal /Obsteldicsi'l P P P P P P P P P [ 561

Abdoninaltll P P P P P P P P P [ 5,6]

Pediatric P P P P P P P P P [5,6]

Small Organtl1

INeonatal Cephalic

Adult Cephalic

Cardiac 11

Peripheral Vascular

Musculo-skeletal Conventional P P P P P P P P P j 5,6]

Musculo-skeletal Superficial ____________ ___

Other

Exam Type. Means ofAccess

Transcsophageal

Transrectal

Transvaginal

Transuretheral

ntroperative

lnroprtve Neurological ____ ________ 

___

tntravasclar

Laparoscopic ___ - ______ ___ __ ___

N = newv indication; P = previously cleared by FDA; E =added under Appendix E
Notes: [I]I Abdominal includes renal, GYN/Pelvic, urology

[5] 3D14D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D3/413)

[71 Includes infertility monitoring of follicle development

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

[4D color Doppler

(PLAE DO NOT MIrTE BELOW THIS UINE - CONTINUE ON ANOTH-ER PAGE IF NEEDED)

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

r
Prescription User (Per 21 CFR 801.109)

(Divsol inof

jpvj~o fRjdo7g~l Devices
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E61E8/E8ExoertIEIO with S4-1 O-D Transducer

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

Mod of Operation ___________

Clinical Application ~ B M PW CW Color Color M Power obined Harmonic Coded IOther

AnalomvlR egion of Interest Doppler Doppler Doppler Doppler Doppler Mo-des' Imaging Pulse [Notes)

Ophthalmic -- ________ -____

FetallIObstlrics71  E E E E E E E E E E

Abdominaln E E E E E E E E E E

Pediatric E E E E E E E E E E

Small Orgaa[l E E E EF E E E E E E

Neonatal Cephalic E E E E E E E E E E

Adult Cephalic

Cardiact 7t  E E E E F E E E E E

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletall Superficial

Othe t41

Kxra Type, Means ofAccess

Traursesuphageal ____

Trajuxectaitt]

Transvaginal

Transuretheral

Inusoperative ___ - -_______

Intisoperative Neurological - -- ____

Intravascular

_Laparoscopic
N - new indication; P - previously cleared by FDA; E added under Appendix E (Previously cleared on LOC3IQ S8 111582)

Notes:
[I I Abdonminal includes renal, OYNIPelvic, Urology
[2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[3] Cardiac is Adult and Pediatric.
[7] Includes infertility monitoring of follicle development

[]Combined modes ame B/M, B/Color M, B/PWD or CWD, B/ColorlPWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRIE BELOW This LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFIR 801.109) 9vsoofRn 09c Deis
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