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510(k) Summary

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

Date:

Submitter:

Primary Contact Person:

Secondary Contact Person:

Device: Trade Name:

Common/Usual Name:

Classification Names:
Product Code:

Predicate Device(s):

Device Description:

June 18,2014

GE Healthcare
9900 Innovation Dr
Wauwatosa, WI 53226

Bryan Behn

Regulatory Affairs Manager
GE Healthcare
T:(414)721-4214
F:(414)918-8275

Chan Sook Kim
Regulatory Affairs Leader
GE Healthcare

T:+82 31 740 6307

Voluson S6, Voluson S8 Ultrasound System
Voluson §6, Voluson S8

Class [l

Ultrasonic Pulsed Doppler Imaging System. 21CFR 892.1550 90-1¥YN
Ultrasonic Pulsed Echo tmaging System. 21CFR 892.13560, 90-1YO
Diagnostic Uttrasound Transducer. 21 CFR 892.1570. 90-1TX

K120741 Voluson §6, Voluson S8 Diagnostic Ultrasound System
K132913 Voluson E Series

K 122387 Voluson P6/P8

K121063 Vivid 85/86

The subject device consists of a mobile console with keyboard.
specialized controls, a color video LCD display with electronic-
array transducers. it has the same general appearance, dimensions
and weight as the unmodified device, it is a Track 3 general-
purpose imaging and analysis system providing real-time digital
acquisition, processing and display capability intended for
general radiology imaging and evaluation with some cardiology
and vascular applications.
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Intended Use:

Technology:

Determination of

GE Healthcare

510(k) Premarket Notification Submission

The device is a generai-purpose ultrasound system. Specific
clinical applications and exam types include: Fetal (Obstetrics);
Abdominal (including renal and GYN/pelvic); Pediatric; Small
Organ (breast, testes, thyroid, salivary gland. lymph nodes,
pediatric and neonatal patients); Neonatal Cephalic; Adult
Cephalic; Cardiac (adult and pediatric); Peripheral Vascular (PVY);
Musculo-skeletal Conventional and Superficial; Transrectal (TR);
Transvaginal (TV).

The Voluson S6, Voluson S8 employs the same fundamental
scientific technology as its predicate devices

Comparison to Predicate Device{s):

Substantial Equivalence:

The Voluson S6/88 systems are substantially equivalent to the
predicate devices with regard to intended use, imaging
capabilities. technological characteristics and safety and
effectiveness.

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

¢ The Voluson S6/58 and predicate Voluson S6/58 systems
have the same clinical intended use

s The Voluson S6/88 and predicate Voluson SG/SSsystetm
have the same imaging modes.

¢ The Voluson $6/88 and predicate Voluson S6/588 systems
transducers are identical except for the 125-RS (same as
predicate Vivid §5/86 K121063), RAB2-6-RS (same as
predicate Voluson P6/P8 K122387) and RAB6-RS
(Equivalent to RAB6-D on predicate Voluson E Series
K132913).

¢ The systems are manufactured with materials which have
been evaluated and found to be safe for the intended use
of the device.

* The systems have acoustic power levels which are below
the applicable FDA limits.

e The Voluson S6/S8 and predicate Voluson S6/88 systems
have similar capability in terms of performing
measurements, capturing digital images, reviewing and
reporting studies.

+ New software teatures added to Voluson S6/S8: HDLive.
Sono [T, SoenoBiometry and Sono L&D are the same
features cleared on predicate Voluson E Series(K132913).

¢ The Voluson $6/S8 and predicate systems have been
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designed in compliance with approved electrical and
physical safety standards.

Summary of Non-Clinical Tests:

The device has been evaluated for acoustic output,
biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety,
and has been found to conform to applicable medical device
safety standards. Voluson S6, Voluson S8 and its applications
comply with voluntary standards;

(V'S )

AAMIJANSI ES60601-1, Medical Electrical
Equipment — Part 1: General Requirements for Safety

IEC60601-1-2, Medical Electrical Equipment —

Part 1-2:General Requirements for Safety — Cotlateral
Standard: Electromagnetic Compatibility
Requirements and Tests

IEC60601-2-37, Medical Electrical Equipment —
Part 2-37:Particular Requirements for the Safety of
Ultrasonic Medical Diagnostic and Monitoring
Equipment

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

ISO10993-1, Biological Evaluation of Medical
Devices- Part 1: Evaluation and Testing- Third Edition

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

ISO14971, Application of risk management to medical
devices

NEMA, Digital Imaging and Communications in
Medicine (DICOM) Set. (Radiology)

40



Conclusion:

GE Healthcare

510(k) Premarket Notification Submission

The following quality assurance measures are applied to the
development of the system:
Risk Analysis
Requirements Reviews
Design Reviews
Testing on unit level (Module verification)
Integration testing (System verification)
Final Acceptance Testing (Validation)
Performance testing (Verification)

. Safety testing (Verification)
Transducer materials and other patient contact materials are
biocompatible. :

Summary of Clinical Tests:

The subject of this premarket submission, Veluson S6, Voluson
S8, did not require clinical studies to support substantial
equivalence.

GE Healthcare considers the Voluson S6, Voluson S8 o be as
safe, as effective, and performance is substantially equivalent to
the predicate device(s). '
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5 DEPARTAMENT OF HEALTH & HUMAN SERVICES Public Health Service
,,?’ Food and Dinug Adminisiration
e 10903 New Hampshire Avenue

Document Control Center - WO66-(1609
Silver Spring, MDD 20993-00G2

July 18, 2014
GE Healtheare
% Mr. Bryan Behn
Regulatory Affairs Manager
9900 Innovation Drive
WAUWATOSA WI 53226

Re: K141639
Trade/Device Name: Voluson 560, Voluson S8 Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: TYN, YO, [TX
Dated: June 18,2014
Received: June 19, 2014

Dear Mr. Behn:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially cquivalent (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 Foed. Drug,
and Cosmetic Act {Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device. subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices. good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRE does not evaluate information related to contract liability
warrantics. We remind you, however, that device labeling must be truthful and not mislcading.

. This determination of substantial cquivalence applics Lo the following transducers intended for
use with the Voluson S6, Yoluson S8 Diagnostic Ultrasound System, as described in your

premarket notification:

Transducer Madel Number

RAB4-8-RS 4C-RS E8C-RS
C1-3-RS 121.-RS$ AB2-7-RS
RIC5-9W-RS RAB2-3-RS 8C-RS
MI1.6-13-RS 38¢-RS 91.-RS

P2D 1258-RS RAB2-6-RS
RABG6-RS

If your device is classified (sec above) into ecither class {Special Controls) or class [l (PMA),
it may be subject to additional controls. Lxisting major regulations affecting your device can be



Page 2—Mr. Behn

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing {21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050,

If you desire specific advice for your device on our Jabeling regulation (21 CFR Pait 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041
or (301) 796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification™ (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803). please go to

http://www.tdapov/Medical Devices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarkel Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)

796-7100 or at its Internet address
http://www.fda.gov/Medical Devices/ResourcesforY ow/Industry/defauit.htm.

Sincerely yours,

anm%) f

or
Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120

Food and Drug Administration Expiration Date: January 31, 2017
Indications for Use : Ses PRA Statement befow.
510(k) Number (if known) o —
K141639
Device Name

Voluson S6/Voluson S8 Diagnostic Ultrasound System

Indications for Use (Describe)

The device is a general-purpose ulirasound system. Specific clinical applications and exam types include: Fetal
(Obstetrics); Abdominal (including renal and GYN/pelvic}; Pediatric; Small Organ (breast, testes, thyroid, salivary gland,
lymph nodes. pediatric and neonatal patients); Neonatal Cephalic. Adult Cephalic, Cardiac (aduit and pediatric);
Peripheral Vascular (PV); Musculo-skeletal Conventional and Superficial; Transrectal (TR); Transvaginal (TV).

Type of Use (Select one or both, as applicable)
™ Prescription Use {Part 21 CFR 801 Subpart D) O Over-The-Counter Use {21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY _
“Concurrence of Center for Devices and Radiclogical Health (CORH) (Signature)

fini )

This section applies only to requirements of the Paperwork Reduction Act of 1985,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated lo average 79 hours per response, including the
time to review instructions, search exisling data sources, gather and maintain the dala needed and complete
and review the collection of information. Send comments regarding this burden estimale or any other aspecl
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration

Office of Chief Information Officer

Paperwork Reduction Act (PRA) Staff

PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond [o, 8 collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (1/14) Page 10f P Publhing Servicn (AN AT EF
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Diagnostic Ultrasound Indications for Use Form
GE Voluson S6/58 Ultrasound System

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

Mode of Opcration
Clinical Applicatian B M PW cw | color |ColorM| Power [Combined] Harmonic| Coded | Other
Anatom)”Region of nterest Deppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse | [Notes)
Ophthalmic
Fewl / Obsterrics'™ P P P P P P P r P L [569]
Abdominal"t P P P P P [5.6.9]
Pediatric P p P P P P P | 5.69]
Small Organ®™! P P 4 P P P P P P
P 1569
Neonatat Cephalic [ P i P P P P P P [ {5]
Adult Cephalic P P [ P P P [ P P
Cardiac*" P P P P P P P d P P {5}
Penipheral Vascular Lig P L P P P P P [5.6.9]
Musculo-skeletal Conventional P P P P P P P P [5.6.9
Musculo-sheletal Superticl P P P P P P P P [5.6.9]
{her 7
Excun Tipe. Means of Access
Transcsophugeal
Transsectal™ P P 4 P P P [5.6.9]
Transvapinal P P P P P P P P 15.6.9}
Transurctherol
Intraoperative
Intruoperative Neurological
Intravascular
Laparoscopic

N = avw indication. P = previously clearcd by FDA
|31 Abdominal includes renal, GYN/Pelvic

Notes:

121 Small organ includes breast, testes. thyraid, salivary gland, lymph nodes, pediaing and nconatal paticms
13] Cardiac is Adult and Pediniric.

|5) IDAD Imaging Mo

16] Inctudes imaging of guidance ol biopsy (2(23DHAD).

171 Inctudes infertility monitoring of follicle development.
[8] Includes urology/prosiate.
|9) Elastography imaging- Flasticiry
|*| Combincd modes are B/M. B/Color M. B/FWD, B/Color/PWD. B/PWD

[PLEASE DU NOT WRITE BELOW THIS LING - CONTINUE DN ANUTHER PAGE JF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnestics and Radiatogical Health (OIR)
Prescription User (Per 21 CER 801,10
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Diagnostic Ultrasound Indications for Use Form

GE Voluson S6/S8 with RAB4-8-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid Mlow analysis of the human body as follows:

Made of Operation

Clinical Application B m | M | cw [ Color [Cotorm| Power Combined|Harmonic| Coded | Other
Anatomy Region of Inervsi Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse | [Noies)
Ophthalmic
Fetal / Obstetrics'™

P P P P P P (56

Abdominal"! P [ [ 5.6]
Pediatnc P P P P P [ 5.6
Smati Organ™!
Neonatal Cephalic
Adult Cephalic
Cardiac'"
Peripheral Vascular
Musculo-skeletal Conventional P P | | P P P P P [5.6]

Musculo-skelctal Superficial

Oither

Exam Tvpe, Means of Access

Transesophapcal

Transrectal’™

Transvaginal

‘T'ransuretherul

Intrmoperafive

[ntreoperative Newrologiead

Lntravascular

Laparoscopic

N = new indication; P = previously cleared by FDA

Noles:

[1) Abdominal includes renal, GYN/Pelvic

{2] Small organ includes brenst, testes. thyreid, salivary gland, lymph nodes, pediatric and neonatal patients

|3] Cardiae is Aduh and Pediatric.

|5) 3D/4D Imaging Mode.

(6} Includes imaging of guidance of biopsy (2D/3DMD).

{7] Includes infenility monitoring of follicle development.

18] Includes uralogy/prostate.

[9] Elasiogrophy imaging- Clasticity

[*] Combincd mudes are B-M, B'Color M. R/PWD, BColor/PWD, BPWD
(PLEASE DO NOT WRITE BELOW THIS LINE « CONTINUE ON ANDTHER PAGE IF NEEDED)

Concurrence of CORH, Office of In Vitro Diagnostics and Radiotogicat Health (OIR} -
Preseriptien User (Per 21 CTR 8G1.109)
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Diagnostic Ultrasound Indications for Use Form

GE Voluson S6/S8 with 4C-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ol Operation

Chinical Application B v | pw | cw [ color {colerm| Power combingd|Harmonic| Coded | oOther
AnatomyRegion of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imeging | Pulse | [Notes)
Ophihalmic
Fetal - Ohsierries'™

P Ld P P {6}

Abdominal'"! P P [6)
Pediatric P P P P P [6]
Small Organ'™
Neonatel Cephalic
Adult Cephalic
Cordiac'"!
Peripheral Vascular P P P P P P [6]
Musculo-skeletal Conventional P P P P 6

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophopeat

Transrectal'™

Transvaginal

‘I'ransuretheral

|niraoperative

Intracpervlive Neurclogical

Intravascutar

| Laparoscepic

N - new irdication. P = previous
|1} Abdominal includes renal, GYN/Pelvic

Notes:

y cleared by FIDA

|2} Small organ includes breast, testes, thyrod, salivary gland. lymph nodes. pediatric and neonatal patients

131 Cardiae 15 Aduli and Pedialne

13] 304D Imaging Mode

16 Includes imaging of guidance of biopsy (203'3D-4D)

171 Includes infertility monitonng of Tollicle development

|8] Includes uralogy/prosiale

|9] Clastography imaging- Elasticity

[*) Combined modes are B/M, B/Color M. B/PWD, B/Color/PWD, BPWD
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109)

22




GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson $6/58 with ESC-RS 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
Anatowv Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes' | Imaging § Pulsc | [Noics)

Ophthalmic

Fetah / Obstetrics'™
P P P P P P P 16]

Abdominal'"! P P p P P P P P P [6}

Pediatric

Smali Organ'™!

N al Cephalic P P P P P P [ d P P 6]

Adult Cephalic

Cardiac'"

Peripheral Vascular

Musculo-skeleial Conventional

Musculo-skeletal Superlicial

Chher

Fxom 1ype, Means of Access

Transesophagual

Transrectal™ P P P P P P P P P [6}

Transvaginal P | P P P P P P P [6}

Transuretherat

Intraoperative

Intreoperative Neurologicul

Intravascular

\aparoscopic

N - new indication; P = previously cleared by FOA
Notes:  [1] Abdominal includes renal, G Y N/Pelvic
|2] Small organ includes breust, testes, thyreid, salivary gland, tymph nodes, pediatric and neonalal patients
[3] Cardiac is Aduli and Pediatric.
[5] 3D44D Imaging Moz,
[6] Includes imaging of guidance of biepsy (20/3D/A4D).
[7] Includes snfeniluy monitoring of follicle developmwni.
[8] Includes urology:prostaie
[9] Elasiography imaging- Elasucuy
{*] Combincd modes are B:M, B:Color M. BPWD, B:Color/PWD. BIPWD
(PLEASE 14 NOT WRITE BELOW THIS LINE - CONTINUE ON ANUTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiclogical Health (OIR}

Preseription User (Per 21 CFR 801,109}
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Diagnostic Ultrasound Indications for Use Form

GE Voluson 56/58 with C1-5-R

S Transducer

Intended Use: Diagnostic ulirasound imaging or fluid Now analysis of the human body as follows:

Maode of Operahion

Clinical Applicaion N pw | cw | color [cColorm| Power combincd|tormonic| Coded | Other
Anctomy:Region of Inferest Dappler | Doppler | Doppler | Doppler | Dopplery Modes™ | (maging | Pulse | [Notes)
Ophthaline
Feial £ Obstetrics'™

[6}

Abdominal!™! 16)
Pedintric {6]
Smal! Organ®l
Neonatal Cephalic
Aduli Cephalic
Cardiac'"!
Peripheral Yascular
Musculo-skeletat Conventional [ P P P P P P P [€]

Musculo-skeletal Superficiat

Crher

£xam Type. Means of dccess

Transesophugeal

Transrectal™

Transvognal

Trunsuretheral

Iniraoperative

Intraopermtive Neurological

Intravascutar

Lapuroscopic

MNoics:

N = ncw indication. P — previously cleared by FDA
[1] Abdominal inctudes renal, GYN/Pelvie

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

13] Cardiac is Adult and Pedsatric,
5] 304D tmaging Mode,

16] Includes imaging of guidance of Biopsy (2D13DA40DY.
| 7] Includes infertility monitoring of follicle development.
18] Includes urotogy/prosiate.

[9] Elastography impging- Elasticity

{*] Combined modes are B/M. B/Color M. B/PWD, B/Color/PWD, B/PWD
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concumrence of CORH, Office of In Vitro Diagnoslics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form
GE Voluson $6/S8 with 121.-RS Transducer

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

Mude of (peration
Clinical Application B w | P | cw | color [colorM| Power [Combined|Harmonic| Coded | Other
Anaromy Regian of Interest Dappler | Doppler | Doppler | Doppier | Doppler| Modes' | Imaging | Pulse | [Notes)
Ophthalmig
Fetal / Cbstetrics’™
Abdominai'*!
Pediatri¢ P P P r P P P P P [6.9]
small Organ'™!
P P P P P P P P p_| 189
Neonatal Cephalic
Adub Cephalie
| Cardwac!™
[l Peripherat vascutar P p ¢ r P | 69
Musculo-skeletal Conventional P P P [6.9]
Musculo-skelctal Superficial P P P_| [69)

Other

Exam Type, Means of Access

Transesophageal

rangrectal'™

Transvapinal

Trunsuretheral

Inirgoperative

|nimaperative Neurological

Intra.

Lupuroscopic

N new indication, P - previously cleared by FDA

Notes:

|1} Abdomina! includes renal, GYN/Pelvic

12] Small organ includes breast, lestes. shyroid. salivary gland, lymph nodes, pediairic and neonatal patients
|3} Cardiac 15 Aduh and Pediatne

|53 3D/4 1 Imaging Mode.

|6] Includes imaging of guidarce of brapsy (2D:3D/4 D).

17] Includes nferiliny menitoring of follicle development.

18] Inclmdes urology prostaic

|9] Elastography imaging: Elasucily

|*) Combined modvs are B/M, BiColor M, B/PWD, B:Color/PWD, B/PWD
{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANGTHER PAGE IF NEEDED)

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

Prescription User (er 21 CFR 801.109)

25




GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson S6/58 with AB2-7-RS Transducer

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

Mode of Cperation

Clinical Application 8 M PW CW | Color [Color M| Power [Combined|Harmonic| Coded | Other
Anatomy Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse | |Notes)
Ophihalmic
Fetal / Obstetrics™

P [ P P P {6]

Abdominal'! [ P [6]
Pedialric P P P P [ P [6]
Small Crgan™!
Neonatal Cephalic
Adult Cephalic
Cardiac'!
Peripheral Vascular
Musculo-sheletal Conventional | P P P P P P P P P [6)

Musgulo-skelein) Superficinl

{ nher

FExam Tipe, Means of Access

Transesophupeal

‘I'ransrectal™

Transvaginal

“Transurethers!

Intraoperative

intraoperalive Neurological

Intravascular

Laparescopic

N = new indication:. P~ previous
[1] Abdominal includes renal, GYN/Pelvic

Notes:

y cleared by FDA

121 Small organ includes breast, testes, thyroid, salivary gland. lymph nodes, pediatric and neonatal patiems
[3] Cardiac is Adult and Pediatric

|5] 304D Imaging Modc.

J6] Includes imaging of guidance of biopsy {20/3D/4D)

I71 Includes inlertility monitoring of follicle development.

[8] incliedes urolopy/prosiate.

[9] Elastography imaging- Elasiicity

|*] Combined modes are B/M, B/Color M. B/PWD, B/Color/PWD. B/PWD
(PLEASE DO NUT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR RD1.109)
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Diagnostic Ultrasound Indications for Use Form

GE Voluson S6/88 with RIC5-9W-RS Transducer
Intended Use: Diagnostic vitrasound imaging or fluid flow analysis of the human body as follows:

Muode of Operation

Clinical Application W CW | Color |Coler M| Power [Combined] Harmonic | Coded| Other

Anatomy: Region of Imerest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse | [Nows)

Ophthatmis

Fetal / Obstetrics'™ | 5.6%]

Abdaminal!'! p P P P P P 4 P P | [568]

Pediatric

Small Organ®

Nconaial Cephalic

Adul Cephalic

Cardiac'™

Peripheral Vascular

Musculoe-skeletal Conventional

Muscule-skeletal Superficial

Other

Excin Tvpe, Means of Access

Transesophageal

Transrectal'™ P i P P P P P P P | 5.6.9]

Transvaginal [ P [ P P [ r P P {5.6.9]

Fransurctheral

Intruaperative

Intrasperative Neurelogieal

Intvascutar

Laparoscopic

N = new indication; P = previously clearcd by FRA
Notws:  |1] Abdeminal includes renal, G Y N/Pelvic
[2] Small orgon includes breasl, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[3) Cardiac is Adult and Pediatric,
|5] 3D/4D Imaging Mode,
|16] Inciudes imaging of guidance of biopsy (2D/3D4D).
17] Includes infertility monitoring of follicle developmen.
[8] Includes urology/prosiate.
19] Elastography imoging- Elasticuy
|*) Combined modes are B/M, B/Color M. B/PWD, B/Coloe/PWD. B/PWD
(PLEASE DO NOT WRITE DELOW DS LINE - CONTINUE ON ANOTIIER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (CIR)

Prescription User (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form
GE Voluson S6/S8 with RAB2-5-RS nsducer

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

Muode of Operation

Clinical Application B m | Pw | cw | color |ColorM| Power ICombined|Harmanic]Coded| Other
AnatomyRegion of Interest Dopoler | Doppler | Doppler | Doppler | Doppler| Modes” | Imaging | Pulse | [Notes)
Ophthulmiy
Feal | Ohsterries'™

P P P P P P [5.6)
Abdanunal"! P P (s P P P P P P 1561
frediaine
Small Organ'™
Neonatal Cephalic
Aduli Cephalic
Cardiac'"!
Peripheral Yascular
| Muyculo-skeletal Conventional P P P P P P P P P {5.6)

Musculo-skeletal Superlicial

Other

Exam Tvpe, Means of Access

Transesoph |

T runsrect)™

Transvaginal

| Uransuretheral

Intraoperative

Intraoperative Neurological

Intravascular

Luparoseopic

N - new indicauon, P - previously cleared by FI2A
Notes: | 1] Abdominal includes renal, GYN/Pelvig
171 Small organ includes hreast, testes. thyrond, salivary gland. lymph nodes, pediatric and neonatal patients
13} Cardhae 15 Adult and Pediatne
|51 3:41) Imaging Mode.
16] tncludes imaging of guidance of biopsy (213041
171 Inciudes infertility monitoring of follicle develepment.
|#) Includes vrology/prosiate.
|19] Elastography imaging- Elasticity
[*] Combined modes arc B/M, B/Color M. B/PWD, B/Color/PWD, B/FWD
(PLEASE DO NOT WRITE BELOW THES LINE » CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (IR}

Prescription User (%er 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson $6/58 with 8C-RS Transducer

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

Mode of Operotion
Clinical Application B M PW | CW | Color {Color M| Power Combim.:learmonic Coded | Other

Anatorry'Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes' | Imaging | Pulse | [Notes)
QOphthalmic

Feal / Obstetrics'™ P

[l P P P P

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

Pedistinc ol P P P P P P

Small Organ®™

P P P P P %
Neonatal Cephalic P P P P
Adull Cephalic
Cardiac’™! 4 P P P P P P P P
Penpheral Vascular [ I' P | P P P [l P
Musgulo-skeletal Conventional P P P i P P P P ]
Musculo-sheletal Superficial P P P P P P P P P 19)
Other
Exain Type. Means of Access
_ﬁnsesophngcal

T'runsrectal™

Transvaginal

Transurstherul

I nracperanive

Imraoperative Neurological

Intravascular

Luparoscopic

N - new indication; P - previously ¢leared by FDDA
Noics: | 1] Abdominal includes renal, GYN/Pelvic
{2] Small organ includes breast, testes, thyraid, salivary gland, lymph nodes, pediatric and neonatal patienis
{3} Cardiac is Adult and Pediatric.
151 34D Imaging Mode.
{6] Includes imaging of guidance of biopsy (2D/3D/4D).
17] Includes infeniility monitoring of follicle devetopment.
18] Includes urology/prosiate.
{9)] Elastography imaging- Elasticity
[*] Combined modes are B°M, B:Color M. B:-PWD, R’Color/PWD, B/PWD
(PLEASE DO NUT WRITE BELOW THIS LINT - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User {(Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson S6/S8 with ML6-15-RS Transducer

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

Mude of Operation

Clinical Application R m | PW | cw } Color [ColorM| Power [Combined] Harmonic| Coded | Other
_Inatemy. Regton of hverest Doppler | Doppler | Dappler | Doppler | Doppler] Modes | Imaging | Pulse | [Noics)
Ophthalnue
Fetal 7 Obstetries’™
Abdominal*!! P P P P P P 6.9)
Pediatne P P P P P {6.9)
Small Organ'™ p P P P P P P P P |wwn
Neonatal Cephalic
Adult Cephalic

| Cardine!"

Peripheral Vascular P P P P_] 69
Musculi-shelelal Conventional P P P 16,9}
Mus¢ulo-skelcial Supcerficia) P P P P 16.9)

Other

Fxam Tvpe, Means of Access

Transesophageal

Fransrectal'™

Transvapimal

Iransufetheral

Intreoperolive

Introoperative Neurological

Intravascular

Laparoscopic

Nows:

N = new indication. P~ previously cleared by FRA
1] Abdominal includes remal, GYN/Pelvic

12 Small organ includes breast, testes. thyroid, salivary gland. lymph nodes, pediatric and neonatal patients

| 3] Cardize is Aduli and Pediatric.

|5] 3DM4D Imaging Mode.

16} Includes imaging of guidance of biopsy (20:31/4D).

|7} Includes inlerility monitoring of follicle development.

|8} tncludes urology/prostate.

|9) Elastography imaging- Elasticity

i*] Combincd modes are B/M. B/Color M. B/PWD, B:Color/PWD, B/PWD
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concumence of CDRH, Office of In Vitro Diagnostics and Radiclogical Health (OIR)
Prescription User (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnestic Ultrasound Indications for Use Form
GE Voluson 56/S8 with 385¢-RS Transducer

intended Lse: Diagnostic ultrasound imaging or tluid flow analysis of the human body as follows:

Muode of Ciperation

Chinsesd Application " M P W Color | Codor M| Power Kombined|Harmome | Coded | Ciber
ey Regron of baterest Dappler | Boppled | Doppler | Doppler | Doppler Modes' | lmaging | Pulse | [Netes)
Uphihulmiv
Fewal # Ointemmnes’™ ]

4 I* r I 2 " P P P P
Abdopunal'! | I P I I I r P P P 16}
Pednnng " s P I g P P I I P [6]
Sanall Cngan®™
Neonttal Cephiiic
Adull Cephalie | [ [id [ r I [ r |id I' [6}
Cardiac!” I p P r P P P P P P T3]

Penipheral Vaseule

Nusculo-skeivtal Conventional

Musculo-skelensd Superficun

Oher

Fovant Toe, Means of Aocess

Transesaphageal

Transeectal’™

I'ansyvaginal

Iransaretberal

Intrigperative

Intinoperitive Neurobical

lntravasciliu

Lapuoseapie

N onew mdigption, i

Nowes

RIS

voclvired by FDA

[} Abdoaunal ineludes renal, GYNDelvag

121 Sl organ anetudies breasd, testes. tharaid, salivany glund, bemph nodes, gedieric and neonatal patients

13] Cardhiag 15 Adultand Pedunric
131 303400 hmaging: Mode

14 Inchudes urgang of guidanes ol Blopsy €203}

[7] Includes iferudny inonitoering ol [olhele develiopaent.

154 Inctudes urolopyagrostale,

[9] Elastopraphy amiing- Elasiiciin

1] Combised modes wre Bidd. B Color M. BiPWD, B:ColocPWD, BiPWED
CPLIEASE 0 NOE A RIL BELOW THIS LING  CONFINUE ON ANDTHER PAGE IF NEEDED)

Cancurrence of CDRH, Otfice of in Vilro Diagnostics and Radiotogical Health (OIR)

Preseription Uiser {Per 21 CFR 301.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson S6/S8 with 9L-RS Transducer

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

Maode of Operation

Clinical Application 8 M PW cw | Color |Color M| Power [Combined] Harmonic| Coded | Other
Anaiomy’Region of Interest Doppler | Doppler | Doppier | Doppler | Doppler) Modes | Imaging | Pulse | INotes)

Cphihalmic

Fewl  Ohsietrics™

Abdominal'"!

Pediatric P P P P P P P

Small Organ'*!
e r P r P P P P P 9

Neonatal Cephalic

Adult Cephalic

Cardiac'™

Peripheral Vascular P [ P [ P P P

Musculo-skekital Conventional P P P P P P

Musculo-shebetal Superficial P P P P P P P P P (%)

{Ahur

Fxam Tvpe. Means aof Access

Transesophapeal

Transrecul’™

Transvaginal

‘Transuretheral

Imraaperaiive

Intraoperative Neurological

Intravascular

Laparoscopic
N = new indication. P = previously cleared by FDDA
Noles: | 1] Abdominal in¢ludes renal, G Y N/Pelvic
|2) Smal) organ includes hreass, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
|3] Cardiac is Aduli and Pediutric,
|3] 303740 Imaging Muode.
[6] Includes imaging of guidance of biopsy {21):3DAD).
171 Includes infeniliy monitaring of felticle development
{%] Includes urology ‘prostaic
{9} V:lastography imagimg- Flastcimy
1*] Combined modes arc B:M, B-Color M, B:PWD, B-Color:PWD, BPWD
{PLEASE DO NOT WRITE BELOW THIS LINE « CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Preseription User (Per 21 CFR 801.109}
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GE Healthcare

310(k) Premarket Notification Submission

Diagnostic Ultrasound Indicatians lfor Use Form

GE Voluson SO/58 with P21} Transducer

bstended Ulse: Diagnostic altrasound imaging or fluid flow analysis of the human body as follows:

Menle of Operation

Clinwad Appleation " M My CW | Color fOWur M Power Combimed| Barmonic | Coded | Other
oo Reweon of Interes) Dappler [ Dappler | Doppher | Doppler | Doppler| Modes™ | Imaging | Pulse | {Nows)
il e
Fesal * (Mstesnes’™!

Abdommna'!

Pediwric

Sl Organ'®

Meantal Cephishe

Adult Cephalic jid
Caridiae?!! #
Pesspheral Vascular ¥

Musculo-shelgtal Conventional

Muscula-sheleral Superfivial

ther

Faxcen Fepe, Means of Adocess

Franseaophugeul

Fransrecid™

Fransvapenal

I ransarglberal

Inliaopetabis ¢

tingeniagine Neerodowcal

Iniras ascubia

Laparsopiy

Noonew indicaniion, P opreviousty eleared by U2A
3 3 ¥

Notes,

11} Abdwminal ineludes reoal, GYN/Pelvig

|2] Smald argan mcludes Breast, tesies. thyed. salivary gland. lymph nodes, pediatne and aconatal paticots

13| Cardiue is Adult and Pediatric
13] 3040 Imaging Mode,

16] Inctudes imapimg of mudanee of biopsy {2D1IIDYMY

17] Includes infertitity momtoring of folliele developnent.
[8] Inchudes urologyyprostate

19 Flastography imasging- Flasticiy

[*] Combined modes are 33M, 3:Color M, WPWI, BColorrPWDLPWD
(PEEASE DO ST WRITE HELOW TS LINE - CONTINGE ON ANGOUIER PAGE IF NEEDLD)Y

Concurrence of CORH. Qlfice ol in Vitro Diagnostics and Radiological Heatth (OIR)

Prescription Liser (Per 21 CER XU 11049}
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson $6/S8 with 125-RS _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 | Cotor |Color M| Power Combined Harmonic| Coded | . Other
Anaromy Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse | [Nows)
Ophthalmic
Fetal * Obsietries'™
Abdominat!'!
Pediaisic P P P P r P P P P P 161
Smadl Crgant®l

N N N N N N N N N N 16l

Neonata! Cephahe P P i P’ P P P P P ol 16]
Adult Cephalic N N N N N N N N N N 161
Cardiuc’™ P’ P [ P P P P P P P 16)

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exain Tvpe. Means of Access

Transesophageal

Transrecial™

Transvagmal

Transureiheru)

Intraoperative

Intranperative Neurological

Imravascular

Lupargscopic

N = new indication. P — previously cleared by FTDA, P" - previously cleared by FDA (K121063)

Notes:

[1] Abdeminal includes renal, GY N/Pelvic

12] Small organ includes breast, tesies, thyraid, salivary gland. Iymph nades, pediatric and neonatal patients

|3 Cardiac is Adult and Pediatric.
5] 313413 Imaging Made.

{6] Includes imaging of guidance ol bropsy (213:31°410).
171 Inchudes infenility monitonng of follick development
{81 Includes uralogy ‘prosiate

9] Elastography imaging- Flasticy

|*1 Combined modes are B/M. B3-Color M. BPWD, B:Color/PWD, B/FWD
{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANCTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of In Vilro Diagnostics and Radiological Health (OIR}

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
G Voluson S6/88 with RAB2-6-RS Transducer

Intended Use: Diagnostic ultrasound imaging or Auid flow analysis of the human body as lollows:

Mirde of Operation

Cliangal Application I A P Cw Calor [Calor M| Power Combined| Hurmonic| Coded [ Othes
e Rewson of Interest Dappler | Dappler | Dopplee | Doppler | Doppler| Modes' | lmaging | Padse | {Notest
Cphthalime
Fewl * Obsternes™ (5.9

" ¥ I” P i ” I P I
Abdominal'" » P [ r " P ” P I 3.6
Pedwny
Smialt Organ'!
Neonatal Ceplitbiv
Aduli Cephulic
Cardiag!
Postphieral Vascubir
Musculo-sheleta] Convenuomsl il 1 [ [ P I | P I [EX)

Musculossheletal Superiivial

Uher

Faam dype M of Jdecess

Trimsesvphapesl

Transrectal’

Transvaginul

Transutetheral

Introperative

Intraoperadive Neuanelogicat

Intras ascala

Luparascope

N - new mdicalion: B - previously cleared by FIAC P previously cleared by FRALKE22387)

Mo

1] Ahdonunat includes remad. GYNPelvae

| 2] Semafl organ includes Trenst, tesies, thysond, subvaey gland, tymph nodes. pediatre and neanatal patients

| 3] Cardsae 15 Adult and Pediatric,
131 30740 Tmaging Mode

|6} Inchedes imaging of suidianey o biopsy (21230410
| 7] Tnehwdes infertilny manitoring of fullicle development.

|81 Includes urotogy/prostale

4] Estagraphy innaging- Elasticily

1] Comined modes e DAL HColor ML WD, B-Colog W, HiPWD
CRLIASE DO NOTWHITE BELEW TTHS LINE - CONTINGE O8N AN TR PAGL IF NEEDRD)

Concuerence of CORH, Office of In Vitro Diagnostics and Radiological Healih (CIR)

Frescription Liser (Per 21 CFR 801,103
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrascund Indications for Use Form
GE Voluson S6/S8 with RAB6-RS Transducer

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

Mode of Operation

Chaical Application 5 M PW CW | Color [ColorM| Power C'ombinglenrmonic Coded | Chher
Anatomy: Region of nterest Doppler | Doppler | Doppler | Doppler | Doppler] Modes | Imeging | Pulse [ |Notes)
Cphthalmie
Fetal / Obsterrics'™ (5.6}

N N N N N N N N
Abdominal'"! N N N N N N N N (5.6
Pediatric N N N N N N N N N {5,6)
Small Organt!
Neonalal Cephalic
Adult Cephalic
Cardiac’”
Periphcral Vascular
Musculp-skeletal Conventional N N b N N N N N N {5.6}

Musculo-skelelal Superficial
Other

Exum Tvpe, Means of Access

Transesophageal

Transrectal’™

Transs ainal

I'ranswretheral

Intravperative

Intraoperative Neurological

Intrvascular

Lupuroscopic
N = new indication: P — previously cleored by FDA
Notes:  [1) Abdomina! includes renal, G YN/Pelvic
12) Small organ includes breast, testes. thyroid, salivary gland, lymph rodes, pediatric and neonatal patients
13) Cardiac is Adult and Pediatric.
|5) 30440 Imaging Mode.
16] Inctudes imaging of guidance of biepsy (2D:3DAIN
[7[ ineludes intertility monitoring of fotlicle development.
| 8] Includes urology/prosiaie
1] Flastography imaging- Llastcity
{*] Combincd modes are B:M., B:Color M, B'PWD, B:Color/PWD. BPWD
{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTMER PAGE {F NEEDED}
Concurrence of CORH, Office of In Vitra Oiagnostics and Radiological Health (OIR)

Prescription User (Per 2| CFR 801.109}
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