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510O(k) Premarket Notification Submission

510(k) Summary

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

Date: April 30, 2010

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

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare, GE Medical Systems Ultrasound and Primary
Care Diagnostics, LLC.]
T:(4 14)72 1-42 14
F:(414)918-8275

Secondary Contact Person: Jim Turner
Regulatory Affairs Manager America's Service
GE Healthcare, GE Medical Systems Ultrasound and Primary
Care Diagnostics, LLC
T:(262) 544-3359

F:(414)908-9225

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

Common/Usual Name: Voluson E6/E81E8 Expert

Classification Names: Class It

Product Code: Ultrasonic Pulsed Doppler Imaging System. 2I CFR 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System, 2ICFR 892.1560, 90-IYO
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-ITX

Predicate Device(s): K061682 Voluson £8 Diagnostic Ultrasound System

Device Description: The Voluson E6IE8IE8Expert BTIO 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 LCDITFT touch panel, color video display
and optional image storage and printing devices. It provides high
perform-ance uitrasound imaging and analysis and has
comprehensive networking and DICOM capability. It utilizes a
variety of linear, curved linear, matrix phased array transducers
including mechanical scanning transducers, which provide highly
accurate realtime three dimensional imaging supporting all
standard acquisition modes.
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Intended Use: The device is a general purpose ultrasound system. Specific
clinical applications remain the same as previously cleared:
Fetal/OB3; 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
Intraoiperative (abdominal, PV and neurological).

Technology: The Voluson E6/E8/E8 Expert employs the same fundamental
scientific technology as its predicate devices. In additions to the
original 21 transducers commercially released: RAB2-5-D,
RAB4-8-D, RIC5-9-D, RNA5-9-D, RRE6-10-D, AB2-7-D, 4C-
D, 1C5-9-D, PA6-8-D, SP 1O- 16-D, RSP6-16-D, RIC6-12-D,
MI2LW, RAM3-8, RSM5-14, 9L-D, 35-D, P2D, P6D, I IL-D,
M6C the Voluson E6E8/E8 Expert will be released with these
additional 7 transducers: C1I-5-D, ML6-15-D, RRE5-1 O-D,
RM6C, RMI14L, C4-8-D, 35p-D.

Additional Features Description:

1. Elastography Mode on the Voluson E6/E8/E8 Expert is
similar to the Elastography imaging mode on the GE Logiq E9
(K09227 1). Elastography is a method to extract and display
mechanical properties of tissue. This imaging method involves
applying manual pressure with the hand on the transducer. The
actual imaging sequence is similar to the B mode sequence except
that the system will acquire the RF signal instead of acquiring B
mode data. The algorithm extracts a strain value information for
every point of the image. The Elastography image then color-
codes the stiff versus softer structures. The clinical benefits of
elastography are still under evaluation. This feature allows the
user to be able to determine whether or not a structure inside the
patient is stiffer than another one; no clinical diagnostic claims
are being made.

2. Contrast Imaging with contrast agent - Volume Contrast
Imaging (VCI) is a feature which is already cleared on the
Voluson E8, K061682 which improves the contrast resolution and
the signal to noise ratio (without the use of contrast agents for
radiological use).

The use of FDA approved contrast agents in 2D and 3D Volume
mode for Cardiac LVO application is part of the modification and
is already implemented and cleared on the GE Logiq E9
Ultrasound System (K092271I). Injected contrast agents re-emit

48



GE Healthcare
5 10(k) Premarket Notification Submission

incident acoustic energy at a harmonic frequency much more
efficiently than the surrounding tissue.

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/E8/ES Expert BTIO0 and its
applications comply with voluntary standards as detailed in
Section 9, 11 and 17 of this premarket submission. The following
quality assurance measures were applied to the development of
the system:

* Risk Analysis
* Requirements Reviews
* Design Reviews
* Testing on unit level (Module verification)
* Integration testing (System verification)
* Final Acceptance Testing (Validation)
* Performance testing (Verification)
* Safety testing (Verification)

Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:
The subject of this premarket submission, Vdluson E6IEB/E8/
Expert BTIO0, did not require clinical studies to support
substantial equivalence.

Conclusion: GE Healthcare considers the Voluson E6IES/ES Expert 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

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

Mr. Bryan Behn FE IF P 8 2011
Regulatory Affairs Manager
GE Healthcare, GE Medical Systems

Ultrasound arid Primary Care Diagnostics, LLC
9900 Innovation Dr. RP-2 138
WAUWATOSA WI 53226

Re: K101236
Trade/Device Name: Voluson E6/ES/ES Expert Diagnostic Ultrasound System
Regulation Number: 21 CER 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYG, and ITX
Dated: September 9, 2010
Received: September 10, 2010

Dear Mr. Behn:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general 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 Voluson E6/E8/E8 Expert Diagnostic Ultrasound System, as described in your
premarket notification:

Transducer Model Number

RAB2-5-D 1C5-9-D 9L-D C1-5-D
RAB4-8-D PA6-8-D M12LW ML6-15-D
RIC5-9-D SPIO-16-D 3S-D RM6C

RNA5-9-D RSP6-16-D P2D RRE5-l0-D
RRE6-l0-D RIC6-12-D P6D RM14L

AB2-7-D RAM3-8 M6C. 3Sp)-D
4C-D RSM5-14 I11L-D C4-8-D



If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to such additional controls. Existing major regulations affecting Your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish 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
CER Part 807); labeling (21 CFR Part 80 1); good manufacturing practice requirements as set
forth in the quality systemns (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 5J 1-542 of the Act); 21 CER 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 80 1), please
go to http://www.fda.gov/AboutFD)A/CentersOffices/CDIICDRH-Offices/ucm 115809.htm for
the Center for Devices and Radiological Health's (CDRiH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regardingtdie reportihg Of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://vwv.fda.pgov/l\edicalDevices/Safetv/ReportaProblenm/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 Shabramn Vaezy at
(301) 796-6242.

Sincerely Yours,

Mary Pastel, ScD.
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 10(k) Number (if' known): V ID1) SC
Device Name: Voluson E6/E8JES Expert Diagnostic Ultrasound System

Indications for Use:

The device is a general purpose ultrasound system. Specific clinical applications remain
the same as previously cleared: 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).

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

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

Concurrence of CDRH,0= 5- E ; F) o-Lc%

(Division Sign-O ff)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510K in-)
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Indications for Use Formns

The following forms represent indications with clinical applications and exam types
along with the modes of operation for the Voluson E6/ES/E8Expert BTI 0 system and for
all of its probe/mode combinations. Combinations identified "P" represents those
previously cleared with the unmodified Voluson E8. In a similar manner, 'E" represents
combinations added to the unmodified VoILuson E8 via Guidance Appendix E. This
modification did not alter the previously cleared system level indications, clinical
applications or modes of operation.

(Division Sign-&

Division of Radiological Devices
office of in Vitro Diagnostic Device Evaluation and Safety

610K
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Request for Additional Information - K101236
GE Voluson E6/ES/ES Expert Diagnostic Ultrasound

Diagnostic Ultrasound Indications for Use Form
GE Voluson EG/E8/E8Expert Ultrasound System

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

_______ d vof Operation

Clinical Application It N! Pw CXV Color ColorNM Poverfoombined!Harmionicj Coded Oilier
Anaatmy/Region ofl'zteiest Doppler D~oppler Doppler Doppler Doppler Modes, li agitig Pulse [Notes]

Ophthalmic

Fetal / Obstetrics 1 1  
[, 1 . p 1 , p 1 5,6,9)

Abdoonnal 11  P P p 11 p P, P p p P [5,6,91
Pediatric , 1 ,) p , p P 569

Small Orgnf21  
P, p P P ~ P P P [ 5,6,91

Neonatal Cephalic 1, 1, P P, P P P P1 P P1,
Adult Cephalic p P, P P 1, P P) 11 P P
Cardiac 11  P P P, P p P P p P P [5,101
Peripheral Vascular p P P 1, p P P P P P [5,6,9]

Musculo-skeletal Conventional P P I' ______ I P P P P, P 15,6,91
Musculo-skeletal Su perficial P P, P 1,___ I P 1, P P P [5.6.91
Other

Exam, 7ype, Means 6fAccess

Transesophageal

Transrectall'i P, P P . P P P P P P [5,6,91
Transvaginal 1, 1 P I P P P p P, P [ 5,6,9]
Trans ure Lb eral I
Intraoperative P P P P P P P, P P?

ntaeratve Neurological P, P P P P P _____

Intravasular

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

[2) Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[3) Cardiac is Adult and Pediatric.
[5] 3D14D Imaging Mode.
16] Includes imaging of guidance of biopsy (2D13D/40).
I7] Includes infertility monitoring of follidle development.
I81 Includes urology/prostate.
[9] Elastography Imaging- Elasticity
[10] contrast Imaging (contrast agent for LVO)
1*1 Combined modes are B/M, B/Color M, B/PWVD or CWD, B/Color/PWD or CWD, B/Power/PWD.

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

Concurrence of CDR-efIc Dof teic-fJnh~t"-4 fr )Ltj/ C

Prescription User (Per 21 CIFR 801. 109) __

(D~lvrSIOn Sign-Off)'

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

510K SbO.)C -

F2
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E6/E8/EBExpert with RAB2-5-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mod o Oeration
Clinical Application B M CW Color Color NM Power ombined Harmonic Coded Other

Anatoiry/Region off merest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal I Ob sietrics t 

[75,6j

Abdominali' P P P P P P P P P [5,61
Pediatric

Small Organ 2

Neonatal Cephalic

Adult Cephalic

Card iact'1

-Peripheral Vascular

Musculo-skeletal Conventional P P' P P P P P P P [5,61
Musculo-skeletal Superficial

Other

Exam Type, Means ofAccessI

Trans esop hageal

Trans rectal

Tranvaginal

Transuretherat

Intraoperative

lntraoperativeNeurological ____

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

[5] 3D140 Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/4D)
[71 Includes infertility monitoring of follicle development

[1Combined modes are RW, B/Color M, B/PWD or CWD, B/ColorIPWD or CWVD, R/Power/PWrD.

(PLEASE DO NOT WRITE 8ELOWTHIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Ofz. rL v~to(D)O lf

Prescription User (Per 21 CFIR 801.109) (Dilision Sign-Olf)
DMsion of Radiological Devices

Office of 16 Vitro Diagnostic Device Evaluation and Safety

510K ) I i 2~
18
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8Expert with RAB34-8-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of 0peration
Clinical Application B M PW CX"olrClo "owr obined Harmonic Coded Other

Aooiolny/I~egio) of Dreeloppler Doppler Doler Do'ppler Dopplerr Modes' Imaging Pulse [Notes)

OphthalmicI

Fetal / Obstetric t 71  
[ P P PP5,6]

Abdominall11  P P P P P P? P P P [5,61
Pediatric P P P P P P P P P 5,6

Small Organ 21

Neonatal Cephalic ___

Adult Cephal ic

Cardiac
1t]

Peripheral Vascular

Musculo-skeletal Conventional P IP P P P P P- P j) [5,61
Museulo-skeleal Superficial ____

Other

Exam Type, Means ofAccess

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative

lntraoperativeNeurological ____

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

Notes: [1] Abdominal includes renal, GYN/Pelvic, Urology
[5] 3D/4D Imaging Mode
[6i Includes imaging of guidance of biopsy (313/4D3)
[7] Includes infertility monitoring of follicle development
['] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/PowerfPVlJ.

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

Concurrence of CDRH, L.ieo-*-DovaEawuatjoDL i eSay

Prescription User (Per 21 GFR 8119

Divsion of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Saftyw

19 510K h I'cc,
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Diagnostic Ultrasound Indications for Use Form

GE Voluson ESIE8IE8Exrpert with RIC5-S-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ofOeration
Clinical Application B M PW CW Color Color M Power Combined I armooic Coded Other

Ana~my/RMegio,, ofinterest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetricsl'1  [ ,1 1 , P1 5,6,9]

Abdomnal 11

Pediatric

Small Organ [2
1

Neonatal Cephalic

Adult Cephalic

Cardiac 31

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial ____

Other

LExam, Type, Means ofAccess ___

Transesophageal

Tranisrectail~t  p p p p p p P P P [5,6,91
Transvaginal P p p P P pF p p P [5,6,91
Transuretheral

Intracoperative

lnlraopterative Neurological ____

Intravascular

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

Notes: [5] 30/4D Imaging Mode
(6] Includes imaging of guidance of biopsy (3D/4D)
[7) Includes infertility monitoring of follicle development
[8] Includes urology/prostate
[9] Elastography Imaging- Elasticity
['] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWTD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOWTNI5 LINE - CONTINUE ONAMOTH-ER PAGE IF NEEDED)

Concurrence of CDRH, Crtkc. of Devic E0Ii. 0 HfjcG(OE)BpV

Prescription Use r (Per 21 CIFR 801.109) (Divsion Sign-Off
Division of Radiological Devices

Office of in Vitro Diagnostic Device Evaluation and Safety

2051K Y,



Request for Additional Information - K101236
GE Voluson E6/ES/ES Expert Diagnostic Ultrasound

Diagnostic Ultrasound Indications for Use Form

GE Voluson EGIEBIE8Ex pert with RNA5-9-D Transducer

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

Mode of-Operation
Clinical Application BW N ~CW Color Color M Power Conmbined Harmonic Coded Other

Anaro.. v/Region of lateest floppier Doppler Doppter Doppler Doppler Modes' Imaging Pulse [Notes)

O phIthal ode

Fetal / Obstetrics' 1  , Pp P , p 1 [ 5,6]

Pbonnl' P, P 1, P I P I' P, P [ 5,61

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

Small Organ( 1  
P P, P P I' P P P, 1, P [5,6]

Neonatal Cephalic P P, P P 1, P P P, P P AlL
Adult Cephalic

Cardiacla] P p P P P, P P P P, P,
5,101

Peripheral Vascular p P P P P, P P P, p P [ 5,61

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

Musculo-skeletal Superficial

Other

Exam Type. Mleans ofAccess ___

Transesophageal

Transre eta It a

Transvaginal

Transuretheral

totraoperative

tntraoperaeive Neurological ____

Intravascular

N = new indication: P = previously cleared by FDA; E added under Appendix BE ___ ___ ____ ____-____-

Notes: [1] Abdominal is Neonatal and pediatric
[2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[3] Cardiac is Neonatal and Pediatric.

[5] 3D/4p Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/4D)
[10] Contrast Imaging (contrast agent for LVO)

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

(PLEASE 00 NOT WRITE BELOW THIS UNE - COWINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office OF Beviz.. EV4'"'-ii-jaflRfi- 0-~th

Prescription User (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

F3 510K-
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Diagnostic Ultrasound Indications for Use Form

GE Voluson EGIE8IEBExrpert with RRES-10-D Transdlucer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other
Anatomiy/Region of~'inetest Doppler lDoppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetricstli1

Abdominali'l

Pediatric

Small Orga 12I

Neonatal Cephalie

Adult Cephal ic

Cardiac
31

Peripheral Vascular

Musculo-skeletal Conventional

Muscule-skeletal Superficial

Other

Exam Type, Means ofAccess

Transesophageal _________

Transrectl t  IP P P P P P P P P [5,61

Transvainal P I P P P P, P P P P [5,611

Trans uretheral

Innroperative

lntraoperativeNeurological ____

Intravascular

La ros coic
N = new indication; P = previously cleared by FDA; E =added under Appendix B
Notes: [5J 3D/40 tmaging Mode

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

[Combined modes are R/M, B/Color M, B/PW/D or CWD, B/Color/PWiD or CWD, B/Power/PWD.

(PLEASE DO NOTMWITE BELOW THISUINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, cfm ur .vnle a~of;~~ga%

Prescription User (Per 21 GER 801. 109) 11111- (~i~~gnOf
Divsioni of Radiological Devices

office of In Vitro DiagnoStic Device Evaluation and Safety

610K C p 2 x
22
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Diagnostic Ultrasound Indications for Use Form

GE Vol uson EEIExnert with A62-7-D Transducer

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

Mode of 0Oration
Clinical Application B m 'W CW Color Color M [lower Combined Harmonic Coded Other

Analoniv/Region of interesi Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics (7 ] [6]

Abdomnal 11  P P 1 P P p P P [6]

Pediatric[6
P P P P P P, P P P

Small OrgaA21

Neonatal Cephalic

Adult Cephalic ___

Cardiac 
31

Peripheral Vascula

Musculo-skeletal Conventional P P P ____ P P P P P P [6

Musculo-skeletal Superficial I____

Other

Exam Type. Means of Access -

Transesophageal

Transrectal

Tranervaginal

Transuretheral

lntraoperative

Intranoperative Neurological ___

Intravascular

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

Notes: [1I] Abdominal includes renal, GYN/Pelvic, Urology
[6] Includes imaging of guidance of biopsy (2D3)
[7] Incluides infertility monitoring of follicle development

[]Combined modes are RIMA, B/Color M, B/PWD or CWD, BtColor/PWD or CWID, B/Power/PWID.

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

concurrence of CDRH, Off:. j,;e:E~~alioa-(03) O2-1, '-

Prescription User (Per 21 CER 801.109)

(DivsionSi-ff)

Division of Radiological Devices
office of in Vitro Diagnostic Device Evaluation and SafeTY

23 JMwl'20
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Diagnostic Ultrasound Indications for Use Form
GE Volusoi' E6IEBIE8Expert with 4C-D Transducer

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

Mode of Oeration
Clinical Application B M PW CW ClrClrM Power Conmbined Harmonic Coded Other

Anaroni v/Region of Interest ope Dppler DCop'pler Doppler Doppler'Mds Iaig us Nts

Ophthalmic

Fetal / Obstetrics 7'1,P 11 1 [6]

AdmnlnP P P P P P P P P P 6

Pediatric

Small Organ 2'

Neonatal Cephalic

Adult Cephalic

Cardiac
1

Peripheral Vascular P , P P P[6]

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Mean, of Access

Transesophageal

Transorectral

Trarssvaginal

Transuretheral

lntratoperative

Introperative Neurological

Intravascular

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

Notes: [1] Abdominal includes renal, GYN/Pelvic, Urology
[61 Includes imaging of guidance of biopsy (20)
[7] Includes infertility monitoring of follicle development
[-] Combined modes are Ri, B/Color M, BIPWID or CWD, BIColor/W or CWID, B/Power/PWD.

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

Concurrence of CDRH, 0ffzz ;f Dz!zDnutc D)O Ub

Prescription User (Per 21 CFR 801.109)

' (Divisionftin-Off
Division of Radiological Devices

Officet of In Vitro Diagnostic Device Ev alu8liof and WSW0

24
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Diagnostic Ultrasound Indications for Use Form

GE Voluson ES/EB/E8Exnert with 1C5-9-D Transducer

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

Mode ofOp ertion

Cliicl ppicaio B M CW Color Color M Power Combined llarnmonic Coded Other

Anaoiy/Region of Ioerest - - Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal I Obstetrics 7i [6,91
P, P 1, P, P P P, P, P

Abdominal11

Pediatric

Small Organ"Z1

Neonatal Cephalic,

Adult Cephalic

Cardiac 11I

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeleta Superficial

Other

Esam Type, Means ofAccess

Tramsesophageal

TrnrcalIP P P P PF P P P P [6,

Transviaginal [ 6,9]
IP P P P P P P P? P

Trans urethe ral

Intratoperative

Intradoperative Neurological

Intravascular

Laparoscopic
N = new indlication; P - previously cleared by FDA: E added under Appendix E ___ ____ ____ ___

Notes: [6) Includes imaging of guidance of biopsy (2D)
[7] Includes infertility monitoring of follicle development
[SJ Includes urology/prostate
[9) Blastography Imaging- Elasticity

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

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

Concurrence of CDRH, Offlz ee v ~lovi OE

Prescription User (Per 21 CER 801.109) C

Oivsiofl of Radiologimal Devices

Offi~eof oIn Vitro Diagnostic Device Evaluation and Safety
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson ESIEBEBExnert with PA6-8-D Transducer

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

Mode of Operation ____

Clinical Application B NI Pw CW Coo oor M Powrer ombined Harmonic Coded Other

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

Ophthalmic

Fetal / ObstericsM
7

Abdominal 1t

P P P P 1' P P 1,

Pediatric P P P P, P P P P P, P

Small Organ 1  
II

1

Neonatalephalic P P P P P P P P P P

Adult Cephalic

Cardiac 31

P P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Museulo-skeletal Superficial ____

Other[
1

Exam T:ype, Means ofAccess

Transesophageal

TratrsrectaII

Transvaginal

Transuretheral

intraoperative

Intranperative Neurological ___

Intravascular

Laparoscopic
N = new indication; P - previously cleared by FDA; E =added under Appendix E
Notes: [ 1] Abdominal is Neonatal ,pediatric and obstetrics

[31 Cardiac is Adult and Pediatric.
j-] Combined modes are B/M, B/Color M, BIPWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WR[TE BELOW TH-IS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

.Concurrence of CDRH, OfO 7

Prescription User (Per 21 CER 801.109)

(Division Sign-Oil)1
Division of Radiological Devies
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IEBIEBExrjert with SP10-16-O Transducer

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

Mode ofo eration
Clinical Application B M PW CW Color Color M Power obined Harmonic Coded Other

Anatoniry/Region ofInierest Doppler Doppler Doppler Doppler Doppler rM.odes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics[7'

Abdominal 11

Pediatric [61

Small Organ
21

Neonatal Cephalic

Adult Cephal ie

Card iac1n

Peripheral Vascular [6]
P- P P P P P P, P P

Musculo-skeletal Conventional

Museulo-skeletal Superficial [61
P P P P P P P P P

Other

Exam Type, Means ofAccess

Transesophageal

Transrectalp'1

Traansvaginal

Transuretheral

lntraope rat ive

Intraoperative Neurological

Intravascular

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 guidlance of biopsy (2D)

[]Combined miodes are B/M, B/Color M, B/PWD or CWD, BlColor/PWD or CWD, B/Power/P WI).

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

Concurrence of CDRH, 3ffk~ ev ice Ew loin400)C

Prescription User (Per 21 CFR 801. 109)
" (Divj~~s ign-Off)

Divsion of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety
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0 GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson EGIE8IE8Ex pert with RSPS-16-D Transducer

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

Mode of Dir ation

Clinical Application B M PW CW Color Color M Power Conmhined FHarmonic Coded Other

Anatory/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse (Notes)

Ophthalmic

Fetal / Obstetrics (71

Abdominall'i

Pediatric P P P P P P P P P [5,61
Small Organ[2' P P 1, P P, P P P P

[S,6]

Neonatal Cephalic

Adult Cephalic ___

Cardiacil
1

Peripheral Vascular P P P 1?__ P P P P IP [5,6]

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

Museulo-skeletal Superficial P P- P ___ P P P P P P r5.6]
Other

Exam Type, Means ofAccess

Transesophagea!

Transrectala']

Transvaginal

Transureth era]

Intraoperative P P P ____ P P P P P P

Intraoperative Neurological P P P ___ P IP P P P P

Intreaascuar

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

(5] 3D/4D Imaging Mode

[6] Includes imaging of guidance of biopsy (3D/4D)
[*I Combined modes are B/M, B/Color M, B{PWD or CWD, B/ColorIPWD or CWD, B/PowerfPWD.

(PLEASE DO NOTWRITE OELOWTHLS LINE -CONiNUE ON ANOTHER PAGE IFNEEOED)

Concurrence of CDRH, efficofBe sev t4n-{9E)-O-: jf\)

Prescription User (Per 21 CER 801.109)

(Diviion S,91n

Division of Radiological Devices
offic coof In Vitro Diagnosic Device Evaluation and SaletY
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GE Healthcare
5 10(k) Pren-arket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6/EB/EBExpert with RIGS-i 2-D Transducer

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

Mode of Operationt ____

Clinical Application B M PIN CW Color Color M Plower Combined Harmonic Coded Other

Anatonmy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics(7l [,P 1 1 , P5,6]

Abdominall'I

Pediatric

Small Organ'I

Neonatal Cephalic

Adult Cephalic

Cardiacilt

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

OtherI

Exam Type, Means ofAccess

Transesophageal _____________

Transretall81  P P P P P p P P P [5,61]

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

Transuretheral

lintramperative

fIrtraoperative Neurological I___

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

Notes: [5] 3D/4D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D3/413)
[7] Includes infertility monitoring of follicle development
[8] Includes urology/prostate
[*] Combined modes are R/M, B/Color M, BIPWD or CWTD, B/Color/PWD or CWD, B/Power/PWD.

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

Concurrence of CDRIH, Off f Cvce vauiknjOE) oxV-

Prescription User (Per 21 CFR 801.109)

Division Of Rladiological Devices
office of In vitro Diagnostic Devce Evaluation and Safety
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson ESIE8IESEx pert with RAM3-8 Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clnca ppiato B M PW C%%; Color Color M Power Combined Harmonic Coded Other
Anatomy/Region of Interest 'ope T)plrDplrDplrDope oe mgn us Nts

OphthalmicII

Petal / Obstetrics171  
[1P Pp P p PP5,6]

Abdominal 11  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( 21

Neonatal Cephalic

Adult Cephalic

Cardiac 31

Peripheral Vascular

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

Musculo-skeletal Superficial

Other

Exam Type, Means ofAccess

Transe so phage a!

Transrec Cal

Transvaginal

Transuretheral

[ntracperative

lntraoperative Neurological ____

Inirava cular
Laparoscopic

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

[53 3D/4D Imaging Mode
[61 Includes imaging of guidance of biopsy (3Dl4D)
[7] Includes infertility monitoring of follicle development

[]Combined modes awe BIM, B/Color M, BIPWvD or CWD B/Color/PWD or CWD, B/Power/PWVD.

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

concurrence of CDRH, OflQ ek E.. 0d.,.(Oe)C lxv

Prescription User (Per 21 CER 801.109)

Division of Rajological ev1ces
Office of In Vitro Diagnostic Device Evaluation and Safety
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GE Healthcare
5 10(k) Prernarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson ESIEBIESEx pert with RSMS1-14 Transducer

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

_____N10 osf~peration
Clinical Application B3 M PW CW Color Color M Power ombined Harmonic Coded Other

Anatomy/Regiofi of line, est Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetricsill

Abdomitall'I

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

Small Organ 12 P P P P P I' P P P
___________________ 5,61

Neonatal Cephalic

Adult Cephalic

CardiacI'
1

Peripheral Vascular P P P P P P P P P [5,61

Musculo-skeletal Conventional P P P P P P P P P [5.6]

Musculo-skeletal Superficial P P- P P P P P? P P 15,61

Other

Exam Type, Means ofAccess

Transesophageal

Tranrectal

Tranirvaginal

Transuretheral

Intraoperative

lntaoperaiveNeurological 
____

Laparoscopic

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

[51 3D/4D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/4D)

[]Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWID, B/Power/P WD.

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

Concurrence of CDRH, .Dk~ f~f9E U;Flt Pf@ E)

Prescription User (Per 21 CFR 801.109)

(DivisOn SignCDivision of Radioloica ei Ietc S d S f t
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GE H-ealthcare
5 10(k) Prernarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8Exnert with 9L-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 Combined Harmonic Coded Other

Anaoonv/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophithalmic

Fetal / Obstetrics [7

Abdomnal 11

Pediatric [6]
P 1, P, N P P P P P p

Small Organ 21

Neonatal Cephalic

Adult Cephalic

Cardiac
31

Peripheral Vascular [6]
P P P, N P P P P P P

Musculo-skeletal Conventional [ 6]

Musculo-skeletal Superficial

Other

Exam Type, Means ofAccess

Transesophageal

Transrectal

Tranesvaginal

Transuretheral

lntraoipe rat ive

Lntraoiperative 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 (21D)
[]Combined modes are BIM4, B/Color M4, B/PWD or CWVD, B/ColorIPWD or CWVD, BlPower/PWID.

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

Concurrence of CDRH, Officroattvice-EvshuettieOE)CIJ.

Prescription User (Per 21 CFR 801.109)y

Diision of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety
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GE Hlealthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Vol uson EGIEBIEB Ex pert with M12LW Transducer

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

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

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

Ophthalmic

Fetal / Obstetrics (7)

Abdominal 1 
n__

Pediatric [6]

Small Organl 21

Neonatal Cephalic

Adult Cephalic

Cardiac
31

Peripheral Vascular [61
P- P 4'' P P P P P IP

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

Musculo-skeletal Superficial [6]
IP P P P p P P, P P

Other

Exam Type, Means ofAccess

Transesophageal

Transrectal

Transivaginal

Trarn uetheral

fintraopierative

lntroperative Neurological

tntravascular

IN = 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 (2D)

[]Combined modes are R/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWID, B/Power/P WI.

(PLEASE 00 NOT WR~ITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, effiee-osaevlco-Evaluauon-{onn) GbjU CZ

Prescription User (Per 21 CFR 801.109)

Division of Radiological Devices
office of In Vitro Diagnostic Device Evaluation and Safety
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6/EBIEB!Expert with 3S-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 Conined Harmonic Coded Other
Anatomvl'Region of Intei esi Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics 
7)

P P P, P I' p P, P P p
Abdominain P P P P 1, P P P, P P

Pediatric
P IP P P P P 1, P P P

Small Organl21

Neonatal Cephalic

Adultephalic P P P P P, P P, P PF P

Cardic 31  P P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skelelal Superficial

Other

Exam Type, Means ofAccess

Transesophagteal

Transreetal

Transvaginal

Transuretheral

irntoperative

Intraoiperative Neurological

Intravascular

Laparoscopic ________

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

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

[*I Combined modes are BIM, B/Color M, B/PWID or CWID, BIColor/PWD Or CWD, B/Power/PWD.

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

Concurrence of CDRH, *j- fler 0 v

Prescription User (Per 21 CFR 801.109) _________________

Division of Radiological DWIS
Office of In Vitro Diagnostic Device Evaluation and Safety
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IEBExpert with P20 Transducer

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

Mod0e of 0peration,
Clinical Application B M PW CWM Color Color M Power Combined Harmonic Coded Other

Aiaalosa/B egion of Interest Doppler Doppler Doppler [)oppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetricsf
7 i

AbdominalI'1

Pediatric

Small Orga 121i

Neonatal Cephalic ___

Adult Cephalic

Cardiac 1 3
1  P

Peripheral Viacular P

Museulo-skeletal Conventional

Museulo-skeletal Superficial

Other

Exam Type, Means c/Access

Transesophageal

Trausrectal

Transvaginal

Transuretheral

lntraorperative

lintraoperative Neurological

Intravascular

N = new indication; P - previously cleared by FDA; E added under Appendix E
Notes: [3] Cardiac is adult and Pediatric

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH,Ofoee ot vaaeeQ ) t b

Prescription User (Per 21 CIFR 801.109)

(Division Sign-OtI)
DMsion of Radiological Devicus

office of In Vitro Diagnostic Device Evaluation and Safety
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Farm

GE Voluson EGEEBBEx pert with P60 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 Clr oorM Power Combined Harmonic Coded Other

Anatomy/Region of inuerest Doppler Doppler Doppler Dop'pler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics[ 1'

Abdominal 11

Pediatric

Small Organ"'

Neonatal Cephalic

Adult Cephalic

Cardiact'1

I?

Peripheral Vascular P?

Museulo-skeletal Conventional

Museulo-skeletal Superficial

Other

Exeam Type, Means ofAccess ___

Transesophageal

Trans rectal

Transivaginal

Trans uretheral

Intraoperative

Intraoperative Neurological

Intravascular

Laparoscopic
N - new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: [3] Cardiac is adult and Pediatric

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
concurrence, of CDRH, offin of D0"'cc Ewolua2Cfl (ODE) 0

Prescription User (Per 21 CIFIR8O1.109)r

(IVISIOnSign-Off)
Diison ofl Radologca DevIces'

office of In Vitro Diagrostic DvIce Ealaton and Safety
36 5610 OK~ ci2



GE Healthcare
5 10(k) Preirarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IEBEx pert with Mac Transducer

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

Mode of Operation

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

Anawim v/Region of Anterest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics[ 7
1 [6]

Abdominal 11  P P i' p P P P P P [6]

Pediatric [6]

Small Organ J
21

Neonatal Cephalic

Adult Ce phalic

Cardiac 31

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

other

Exam Type, Means ofAccess

Tranrsesophageal

Transtrectal

Transvaginal

Transuretheral

Intraoperative

tntraoiperativeNeurological ____

Intravascular

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

Notes: [I]I Abdominal includes renal, CYN/Pelvic, Urology
[6] Includes imaging of guidance of biopsy (2D)
[71 Includes infertility monitoring of follicle development

[Comnbined modes are B/M, B/Color M, B/PWD or CWD, BlColor/PWD or CWID, B/Power/PWD.

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

Concurrence of CDRH, Offllzz06 C4tV ~ ~ (& )-Otu1\

Prescription User (Per 21 CFRSO01.109)

Division of Radiological Devices
office oflIn Vitro Diagnostic Device Evauation and Wary
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GE Healthcare
510(k) Prernarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8Expert with 11 L-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

______Moe aof 0Oration
Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other

Anatonzy/Region of I'nterest ____ Doppler Doppler Doppe Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmiic

Fetal / Obstetricsl'i

A bdom inal p' 
_

Pediatric [ 1 6,91

Small Organ[ 1  
P P? P P P 1 P P P [6,91

Neonatal Cephalic

Adult Cep halic

CaurdiacI
31

Peripheral Vascular p P [6,9]

Museulo-skeletal Conventional P P P P? P P P P P [6,9]

Musculo-skeletal Superficial P P P P? P P P P P [6,91

Other

Exam Type, Means ofAccess

Transesophageal

Transtrectal

Transvaginal

Transuretheral

Ino erative! ia
lntoerative Neurologial

Intravascular

Lawoscopic
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 (2D)
[9] Elastography Imaging- Elasticity

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

(PLEASE DO NOT WRITE BELOW THIS LINE. 00GNINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of.CDRH, Ofrikci eieca~ ow{jG) c DVlz

Prescription User (Per 21 CFR 801.109)

Division of lradiolqic3Il Devices

office of In Vitro Diagnostic Device Evaluation and Satfety
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Vol uson EGIEBIE8 Ex pert with C1-5-D Transducer

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

Moe cof Operation
Clinical Application B M PW *CW Color Color M Power -ombin Harmonic Coded Other

Anatoray/Region off iterest Doppler Doppler Doppler Doppler Doppler d Imaging Pulse [Notes)
Modes

Ophthalmic

Fetal / ObstericsinE E , F E [61

Abdominal 11  
E E F E E E [6]

Pediatric

Small Organl 2l

Neonatal Cephalic

Adult Cephalic

Cardiac
31

Peripheral Vasculair E E E E E E E E E[6]

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means ofA aces,

Transesophageal

Transreetal
Transivaginal

Transurethera

Intraoiperative

Intraoperative Neurological

Intravascular

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 R/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/P WD.

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

Concurrence of CDR.H, Offivw 8 ta'ftttn-\a1j

Prescription User (Per 21 CFR 801.10)

Diagnostic Ultrasound Indications fors 5  Y/'/3 4
(Divson Sign-Of )

Divsiorn of Rediological Devices
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GE Healthcare
5 10(k) Premarket Notification Submission

GE Voluson EG/EB/E8Expert with MLB-15-D Transducer

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

NMode of Operation ____

Clinical Application B M F'W CV' Color Color M Power Combined Harmonic Coded Other

AnaroumvRegion of Inieres, Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics 17

Abdominal 11

Pediatric [6,9]
E I E E I E E E

Small Organ 
21

E E E E E E F E E [6,9]

Neonatal Cephalic

Adult Cephalic

Cardiac 31

Peripheral Vascular [6,91
E E E £ E E E E £

Musculo-skeletal Conventional [6,9]
E £ £ E £ £ E E £

Musculo-skeletal Superficial [6,9]
£ £ E E E E £ E E

Other

Exam Type, Means c/Access

Tramsesophageal

Tranrstrectal

Transrvaginal

Transure the ral

lntraoperative

lntraoperative Neurological

Intravascular

Laparosco pie
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 (2D)
[9] Elastography Imaging-Elasticity

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

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

Concurrence of CDRH, Offic ofDX:Ei_0l~(lfC s&~
Prescription. User (Per 21 CFR 801,109)K

(Divsi n Sign-0111
Division of RadiOliagifil Devices
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson EGIEBIE8Ex pert with RMGC Transducer

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

Mode of Operation

Clinical Application B M PW CV' Color Color M Power Conmbined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' imaging Pukse [Notes)

Ophthalmic

Fetal / Obstetrcs [7
1  E EE E E E E(5,6]

Abdonminaln) E E E £ E E E £ 1£ [5,61

Pediatric E F E E E E E£ E r [5,61

small Organ'I

Neonatal Cephalic

Adult Cephalice

Cardiac
11

Peripheral Vascular

Museulo-skeletal Conventional E E £ E E E E E E I 5,61

Musculo-skeletal superficial

Other

Exam Type, Means a Access

rransesophageal

Transrectal

Tronevaginal

Trawnrethe ral

IntramperativeI

Intraoperative Neurological

'LIntravascu'a'

Laparoscopi.c
N = new indlication; P -previously cleared by FDA; E added under Appendix FE
Notes: [ I] Abdominal includes renal, GYN/Pelvic, Urology

[5] 3014D Imaging Mode
[6] Includes imaging of guidance of biopsy (30/4D)
[7] Includes infertility monitoring of follicle development
[1] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE D0 NOT WMITE BELOW TIS L[NE - CONTINUE ON ANOTHER PAGE IF NEEDED)-

Concurrence of CDRH, O~ffiz.. 4 Dv:zz Evernstien-fG95) 0: Mull)

Prescription User (Per 21 CFR 801.109)

(Don iviingin-

DiM ion of Radiloal DevicAtes
- offie of In vitro iagnO ic Devce Evalution and Saf ety
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GE Healthcare
5 10(k) Premnarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Vol uson ES/EBExpert with RRE5-1O-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Color M Power Combined Harmonic Coe ther

Analotns'/Region Ofjmterest _____Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pus [Ne)

Ophthalmic

Fetal / Obstetrics 71

Abdominal 11

Pediatric

Small Organ21

Neonatal Cephalic

Adult Cephalic

Cardiac 11

Peripheral Vascular

Musculo-skeletal Conventional

Museulo-skeletal Superficial

Other

Exam Type, Means a Access

Transesophageal

Transrectal'R N N N N N N N N NS 1 5,6,91

Transvaginal N N N N N N N N N 15,6,91

Transuretheral

lntratoperative

IntraoiperativeNeurological ___

tntravacula

Laparoscopic
N = new indication; P = previously cleared by FDA; B added under Appendix E ___ ___ ____-____ ___ ____

Notes: (5] 3D/4D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D14D)
[8] Includes urology/prostate
(9] Elastography Imaging- Elasticity

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

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

Concurrence of CDRH, Off:c rJ atin-00) G u

Prescription User (Per 21 CFR 801.109)

Division of Radiological Devices

office of In Vitro Diagnostic Device Evalation and Safety
42 §0



GE Healthcare
5 10(k) Premnarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Vol uson ESIE8IE8Ex pert with RM14L Transducer

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

Mode of Operation ____

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

Anuiomny/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Petal / Obstetricst'1

AbdominalQ]

Pediatric N . N N _ _ N N N N N N [5,61
Small OrgainPI N* N N N IN N N IN N

______ 5,61

Neonatal Cephalic

Adult Cephalic

Cardiac 3'

Pertpheral Vascular N N N N N N N N N F5,6]
Musculo-skeletal Conventional N N N N N N N N N f15,61

Musculo-skelecal Superficial N N N N N N N N N 15,61

Other

Exam Type, Means c/Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Introperative

lntro raiv e N eurological

Laparoscopic
N = new indication; P = previously cleared by FDA; IS= added under Appendix E ________-_________ ___

Notes: (2] Small organ includes breaist, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[5] 3D/4D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/4D)

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

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

Concurrence of CDRH, 3ftzze ofDvzE:I.U,.OE)O V Z

Prescriptlon Useri(Per 21 CFR 801.109) i ton a ign eiceO~s

office of In Vitro Diagnostic DeVc e Evaluaton and Safety

43 510K ~o00



Request for Additional Information - K101236
GE Voluson E6/ES/ES Expert Diagnostic Ultrasound

Diagnostic Ultrasound Indications for Use Form

GE Voluson E61E8/E8Expert with 3Sn2-D Transdlucer

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

_______ Mode of Operation ____

Cl inical AppltCation B M pw CW Color Color M Hoe mbndFarmonic Coded Oilier
Ana10o...'/ftegioInt ~teest Doppler Doppler Doppler Doppler DplrM es Imaging False [Notes)

Ophalrnic

Fetal / Obsletriest'I
N N IN N IN N N IN N N

Abdoininallhl N N N N N N N IN N lN

PdarcN N N N N N N N N N'

Small Organ 121

Neonatal Cephal ic

Adult eplialic N N N N N N N N IN N
Cardiac 31  N N N N NINN N, N 10
Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Stuperficial

Other

Examn 7)ye, Means ofAccess

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative

Intreoperative Neurological

Intravascular

Laparoscopic !1
N = new indicatioh; P = previously cleared by FDA; E =added under Appendix E
Notes: III Abdominal includes renal, GYN/Pelvic

[3) Cardiac is adult and Pediatric
[7] Includes infertility monitoring or follicle development
[') Combined modes are B/M, B/Color M, BiPWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

[ 1 Contrast Imaging (contrast agent for LVO)

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

Concurrence of CDRH, Office fD lz Ezlato'(OE

Prescription User (Per 21 CFR 801.109)

(MsI i n-O ..

Divisionalf Radiological Devices
office at In Vitro DiagnostiC Devce Evaluation and Safet.

F4 01



GE Healthcare
5 10(k) Premarket Not ification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson ESIE8IE8Ex pert with C4-8-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Moe aof Operation
Clinical Application B M PW CW Col or Color M Power Combined Harmonic Coded Other

Anatomy/Region of Inierest Doppler Doppler lDoppler Doppler floppier Modes' Imaging Pulse fNotes)

Ophthalmnic

Fea bttis[1N N N N N N N N N ~
Abdominali'l [6)

Pediatric N[6]

small Organ"

Neonatal Cephalic

Adult Cephealie

Cardiac
31

Peripheral Vascular IN N NN N N N N[6]

Musenlo-skeletal Conventional

Museulo-skeletal Superficial

Other

Exam Type, Means ofAccess

Transesophageal

Transreetal

Transvaginal

Trarnuretheral

lntruciperative

tntraoperative Neurological

Intravascular

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

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

[]Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWO or CWD, B/Power/PW D.

(PLEASE DO NOT WRITE 2ELOWTHIS LINE - cONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRIH, CZ

Prescription User (Per 21 CFR 8O1.109)

Division of Radiological Depiloes
office of in Vitro Diagnostic Device Evaluation and Safety
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