GE Healthcare

S10(k) Premarket Notification Submission

S1{K) Summary

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

Date:

Submitter:

Primaryv Contact Person:

Sccondary Contact Person:

Device: Trade Name:

Common/Usual Name:

Classification Names:

Product Code:

Predicale Device(s):

Device Description:

September 16, 2013

GE Healtheare [GIE Healthcare Austria GmbH & Co OG]
Tiefenbach 15

Zipt. Austria 4871

Bryvan Behn

Regulatory Affairs Manager

GE Healthcare . N
T:(414)721-4214 Oog 203
F:(414)018-8275

Roland Kuntscher

Regulatory Affairs Specialist

GI: Healthecare Austria GmbH & Co OG
T:(++43)7682-3800-660

F:(++43)7682 3800-47

Voluson E Series

Models: Voluson E6/E8/ESExpert/E8Expert Limited Edition/
E10 Diagnostic Ulirasound Systems

Voluson E6/E8/ESExpert/E8Expert Limited Edition/E10

Class 11 ,

Ultrasonic Pulsed Doppler Imaging System. 21CFR 8921350 90-1YN

Ultrasonic Pulsed Echo Imaging System. 21CFR §92.1360. 90-1YO
Diagnostic Ultrasound Transducer. 21 CFR 892.1370, 90-1TX

K131267 Voluson I:-Series E6/LE8/E8Expert/E8Expert LE/ETQ
Diagnostic Ultrasound System

The Voluson E-Series system is a tull-featured Track 3
ultrasound system, primarily for general radiology use and
specialized for OB/GYN with particular features for realtime
3D/4D acquisition. It consists of a mobile console with keyboard
control panel: color LCD/TFT touch pancl, color video display
and optional image storage and printing devices. It provides high
performance ultrasound imaging and analysis and has
comprehensive networking and DICOM capability. 1t utilizes a
variety of linear. curved linear. matrix phased array transducers
including mechanical and electronic scanning transducers, which
provide highly accurate realtime three dimensional imaging
supporting all standard acquisition modes.
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Device Moditication:

Intended Use:

Technology:

Determination of

GE Healthcare

510(k) Premarket Notification Submission

This modification consists of a change to the labeling for the
previously cleared SonolT feature. Additionally. the previously
cleared probe RAB4-8-D had been re-introduced to the Volusen
E Series and a correction to the transducer application Obsletrics
on the 91.-D have been made since the previous clearance.

The device is a gencral purpose ultrasound svstem.  Specific
clinical applications remain the same as previously cleared:
Fetal/lOB: Abdominal (including GYN. pelvic and infertility
monitoring/follicle development): Pediatric: Small Organ (breast.
testes. thyroid ete.): Neonatal and Adubt Cephalic: Cardiac (adult
and pediatric): Musculo-skeletal Conventional and Supertficial:
Peripheral Vascular: Transvaginal: Transrectal

The Voluson E-Series employs the same fundamental scientific
technology as its predicate devices.

Summary of Non-Clinical Tests:

Substantial Equivalence:

The device has been evaluated for acoustic output.
biocompatibilitv. cleaning and disinfection cffectiveness as well
as thermal. electrical. electromagnetic, and mechanical safety.
and has been found to conform with applicable medical device
safety standards. The Voluson E-Series and its applications
comply with voluntary standards:

I. IEC60601-1. Medical Electrical Equipment — Part 1:

General Requirements for Safcty

2. IEC60601-1-2. Medical Electrical Equipment —

Part 1-2:Genceral Requirements for Satety — Collateral

Standard: Electromagnetic Compatibility

Requirements and Tests

[EC60601-2-37, Medical Electrical Equipment —

Yart 2-37:Particular Requirements tor the Safety of

Ultrasonic Medical Diagnostic and Monitoring

Equipment

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

5. 1SO10993-1. Biological Evaluation of Medical
Devices- Part 1: Evaluation and Testing- Third Edition

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

[}
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Conclusion:

< (22913
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GE Healthcare

310(K) Premarket Notification Submission

1SO14971. Application of risk management to medical
devices

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

The following quality assurance measures were applied to the
development of the system:

s & & & o @

Risk Analysis

Requirements Reviews

Design Reviews

Testing on unit level {(Module verification)
Integration testing (Svstem verification)
Final Acceptance Testing (Validation)
Pertformance testing {Verification)

Safcty testing (Verification)

Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tesis:

The subject of this premarket submission. Voluson E Series. did
not require clinical studies to support substantial equivalence.

GE Healthcare considers the Voluson E Series to be as safe. as
effective. and performance is substantially equivalent to the
predicate device(s).
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. w . Food and Dug Admimstration
vz 10903 New Hampshire Avenee
Document Conttal Center — WOOGGOIY
Silver Spring, ME 209930007
November 8. 2013
GE HEALTHCARE
BRYAN BEHN
REGULATORY AFFAIRS MANAGER
900 W INNOVATION DRIVE
WAUWATOSA W1 33226

Re: K132913
Trade/Device Name: Voluson E6 7 18/ ESexpert / E8expert Limited Edition / E10
Regulation Number: 21 CFR 892.1550
Reguiation Name: Ulirasonic pulsed Doppler imaging system
Regulatory Class: [
Product Code: [¥YN. YO ITX
Dated; October 22, 2013
Received: Oclober 24, 2013

Dear Mr. Behn:

We have reviewed your Section 310(k) premarket notilication ol intent to market the device
referenced above and 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) 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
adulieration. Please note: CDRH dous not evaluate information related to contract liability
warrantics. We remind vou. however. that device labeling must be trathlul and not misleading.

This determination of substantial cquivalence applics to the following transducers intended for
use with the Voluson 16 / 58 / E8expert / E8expert Limited Editivn 71210 Diasnostic Ulirasound
Svstems. as described in vour premarket notification:

Transducer Model Number

RAB2-3-1 P26 3Sp-D
RIC5-9-D P61 C4-8-D
RNAS-9-D 111D RABG-1)
4C-D C1-5-D . eM6C
1C5-9-1) MLG-15-1D $4-10-1)
RSP6-16-D RMGC RAB4-8-D
RIC6-12-1D RRES-10-D

9L-D RM 141



Page 2—Mr. Behn

If your device is classified (see above) into either class 1] (Special Controls) or class 111 (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
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 (2! 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 labeling regulation (21 CFR Part 801), please
contact the Division of Smal! Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
http://www.lda.gov/MedicalDevices/ResourcestorY ou/Industry/default.him. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (2i
CFR Part 803), please go to

hip:/fwww. fda.gov/Medical Devices/Safctv/ReportaProblem/deiault.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance,

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address
http:/Awww. fda.eov/Medical Devices/ResourcestforY ou/Industry/defautt.htm.

Sincerely yours,

finb )

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

for

Enclosure



3H0(K) Number (i known): K132913

- GE Healthcare

STO(RY Premarkel Notification Submission

Device Name: Voluson E-Series (Voluson E6/ESAI81IIxpert?ESExpert Limited
Edition/E10) Diagnostic Ultrasound Systems

Indications for Use:

Fhe devive is o general purpose ulieasound system. Specilic clinical applivations remain
the same as previously cleared: Feal/OB: Abdominal (including GYN. pelvic and
infertility monitonng/follicle developmenty: Pediatric: Small Organ (breast. testes.
thyreid ete: Neonatal and Adult Cephalic: Cardiae (adul and pediatric): Musculo-

skeletal Conventional and Superficial: Peripheral Vascular: Transvaginal: Transrectal
Preseription Use N ANDIOR Over-The-Connter Use_Na_
(Part 21 CFR 301 Subpart 1) (Part 21 CIFR 801 Subpan )

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGLE
- NEEDELD)

Concurrence ol CDRIL Office of In Vitro Diagnostics and Radiofogical Health (O1R)

Page | of 24



| | GE Healthcare

510(k) Premarket Notification Submission

Indications for Use Forms

The following forms represent indications with clinical applications and exam types
along with the modes of operation for the Voluson E Series systemn and for all of its
probe/mode combinations. Combinations identified as “P" represents those previously
cleared with the unmoditied Voluson E6/ES8/E8Expert/E 10 and “E™ arc those that have
been added by Appendix E of the FDA Ultrasound guidance. This medification did not
add 10 the previously cleared system level or transducer indications or clinical
applications.
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GE Héalthcare

510(k)} Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E-Series

(Voluson E6/EB/EBExpert/EBExpert Limited Edition/€10)
Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Mude ol Opcration

Clinical Application B | "W | ow | color [Color M| Power [ombined]itarmonic| Coded | Other
Angtomy-Region of Interest Doppler | Bappler | Doppler | Doppler | Doppler| Modes’ | Imuging | Mulse | [Nowes)
Ophthsbinic
Fetal / Obstetricst" Lig P P p P P P P r P | 5.6.9]
Abdeminali' P P P 4 P P 4 P P P [ 5.69]
Pediatric P P P P P P P " P P [ 5.69]
Small Organ'™ P P P P P r P P P P [ 569]
Neonatul Cephalic o r P P P » P 3 P [ 15}
Adul {'ephalic 4 P P P P P P P P P
Cardrac'™ P P P P P P P P 15
Peripheral Visculur ¢ L g r " " r P [d r | 5.69)
Muyseulpeskeletal Comentonal L v P P P P P P | $.058]
Musguli-sheletal Superticial P e p | S.609]
Other
Exam Tipe. Means of Access

Transcsophageal

Transreclal™ ¢ 4 1569)
Transvaginal P P | 5,681
Transurctheral )
Intraoperotive

Inirnoperative Neurological

[ntravascular

Laparoscapg

N = new indicalion. P = previcusly cleared by FDA; E = adted under Appendix E

Notes:

[1] Abdominal includes renal. GYN/Palvic.

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

{3) Cardiac is Adull and Pediatric.
[5) 30/4D Imaging Mcde.

[8] includes imaging of guidance of biopsy (2D/3D/4D).
[7] Includes infertility monitoring of follicle developmen

{8) Includes urology/prosiate.

(9] Elastography imaging- Elasticity
{*} Combined modes are B/M. B/Color M, B/PWD or CWD. B/Color/PWD or CWD. BiPower/PWD.

{“] 4D color Doppter

{PLEASE DO HOT WRITE BELOW THIS LINE - CONTINGE ON ANDTHER PAGE tF NEEDED)

Concurrence of CDRH. Oflice of ln Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)

Page 2 of 24




GE Healthcare

510(k) Premmarket Notification Submission

Diagnostic Uitrasound Indications for Use Form

GE Voluson E Series with RAB2-5-D Transducer
Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Chinical Apptication

Angtonn'Region af Interest

Mo

¢ of Operation

P
Dappler

CW
Doppler

Color
Dappler

Color M
Doppler

Power
Doppler

Coded
Pulse

Combined] Harmonic
Modes™ | Imaging

Other
[Notes)

Ophthalmic

Felal / Ohstetrigs'™

15.6]

Abdominal'"!

I 5.6

Fediatrnie

Small Orgun'™!

Nconatal Cephahc

Adult Cephulic

Cardiae!™

Peripheral Vascular

Musculp-skeletal Conventinnal

| 5.6]

Musculo-skeletal Superficiul

Other

Exan e, Means of Access

Trunsesophagedl

Transietal

| runsvaginal

Transureiheral

intfaoperatis e

Inttnopertiive Neuralogical

Intruvascutor

Laparoscopic

N = new indication: P = previously cleared by FPA, E = odded under Appendix E

Nules:

{ 1] Abdeminal includes renal, GY N/Pelvic
(5] 307463 Imaging Mode

[6] Includes smaging of guidance of biapsy {31/4D)
7] Includes infertitity monitering of follich: development
[*] Combined mades are B, BColor M, BAPWID or CWID, BIColor/PW13 ar CWI, RiPower/PWD

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

Concurrence of CDRH. Office of in Vitro Diagnostics and Radiological Health (OIR})

Prescription User {Per 21 CFR 801.109)

Page 3 of 24




Diagnostic Ultrasound Indications for Use Form

"~ GE Healthcare

510(k) Premarket Notification Submission

GE Voluson E Series with RIC5-9-D Transducer

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

Mude of Operalion
Chcal Application B M PW W Color | Color M| Power Combined] Harmome] Coded | Other
Amaronne Region of lnteess Loppler { Dappler | Doppler | Dappler { Doppler| Mades” | Imaging | Pulse | {Nutes)
Ophthalime
Futal / CObstetrvs™ P ¢ P r r P P P P f 509
Abdmmmal'!!
Pediatng
Small Orgun'!
Neonatal Cephalic
Aduli Cephalic
Curdiog'™
Peripheral Vascular
Musculo-skeletz! Conventional
Muscule-sketetet Superlicial
Other
Exunr Tvpe, Meuans of Access
Trunsesophageal
Trangreeial"! P P P P P P | .69
Transvuginal Lis P P | 5.6.9}
Transurethernl
Intraoperative
Inteaoperative Neurological
Intravascular
Laparoscopic
N = pew indication, I = prossoushy cleared by FDAL E - aduded ender Appendin £
Notes  F5] 30/40 lnsagarg Mode
[e] Includes anaping ol guidsnce of by {3040}
1 7] Includes nternliny oo of Tallwke des clopawent
18] Includes wrofogs prostate
|9} Elastography hmagang. Ehnticimy
1*] ¢ ambimed mudes are IFM, BCalor ML RAPWD or CWD, BCalorAW D ar CWD, B/Power/PWID.
{PLEASE DO NOT WRITE BELOW THIS LINE . CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription User (Per 21 CFR BC1.109) Page 4 of 24




| GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with RNAG6-9-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ol Operalion
Clinienl Application ) M PW ow Cotor |Color M| Power Lombined|ttarmonic| Coded | Otber
| Anatony/Region of Interest Doppler | Doppler | Dopplee | Doppler | Dappler( Modes™ | Imaging | Pulse | [Mowes)
Ophthalmic
Fetal / Obslelrics'™! ¢ P P P P | 5.6}
Abdominaf"! P P P P P ] 5.6]
Pedatric r P r P P | 5.0
Small Organ'™! P r " P P P » P P P 15.6)
Neonatat Cephalic P P P P P P P P P P [ 51
Adult Cephalic
£ ardiae’™ v r v r [ P P | §i
Petipheral Vascular r (s P [5.0]
Musgula-skelotal Conveational P P P | 500
Muculo-skeletal Superiical
Other
Exanr Tvpe, Means of Access
‘I'ransesophageal
Trangrectl™
‘Transvaginal
‘Transuretheral
Intraoperative
Intraoperative Neurological
Imravascular
L.aparescopic
N = new indicotwn: P = previously clenned hy FDA: E = added under Appendix E
Notes. {1} Abduminal is Neoratal and pediatng
[2] Small organ includes breast, wsies. thy raid, salivany gland. ) mph nodes. pediatric and nesnatal patnls
[3] Cardiac 1s Neonatal and Pediatric
{51 3DAMD Imaging Mode
6] tncludes imaging el guidance of biopsy (31400
[*] Combined modes sre 1B/, BACokr Mo B/PWID or UWD, BAColotPWD o CWIL. WPoawer/PW1D.
(PLEASE DO NOF WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CRRH. Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription User (Per 21 CFR 801.109) Page 5 of 24
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510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with 4C-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Murde ¢l Uperation

Climical Apphication n M Pw Cw | Culor |Color M| Power Combined]Hurmonic| Coded | Qther
Anaionn:Regivn of Interest Doppler | Doppler | Doppler | Deppler | Doppler| Mades™ | Imaging | Pulse | [Notes)
Ophthalmic
Fetnl / Obstetrics!™ ¢ P P 3 I3 P P P P reo| 16l
Abdominal™ P P P P P P P P P P {6}
Pediatric
Smali Organ'™!

Neonatal Cephalic

Adult Cephalic

Cardiuc’

Peripheral Vascular P P P [ P [ P P P P 161

Musculo-skelelal Conventional

Musculu-sheleta) Superficial

Other

Excm fupe. Meany of Access

T'runsesaphageal

Transrecta)

Transvaping!

‘frunsurethernl

Imraoperative

Intraoperative Neurologreal

lntravoscular

Laparoscopic

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

Nowes:  |1) Axlominal includes renal. GYN/elvic, Urology

|6] Includes imaging of guidance of biopsy (212

171 Includes intertility menitoring of follicle developnwent

[*] Combined modes are R, 1Color M, BPWID or CWD, B/Coalor/PW or CWIL B/Power/PWD,
{PLEASE DO NOT WRITE BELOW THIS LINE . CONTINUE ON ANOTHER PAGE 'F NEEDED)

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

Prescription User {Per 21 CFR 801.109) Page 6 of 24
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with IC5-9-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applicstion

Anatomny'Region of Interest

Muce ol Operation

rw
Doppler

cw
Doppler

Color
Doppler

Color M
Doppler

Power
Doppler

Combined] Hormonic | Coded

Modes’

Imaging | Pulse

Other
[Naotgs)

Ophthalmic

Fetal £ Obstetrics

| 6.9]

Abdominal!

Peshainw

Smalt Organ®™

Neonaal Cephilie

Adult Cephalic

Cardiac' !

Pertpheral Vasculas

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exan Tvpe, Means of Access

Transesophageat

Teansreewal !

| 6.9}

Transvuginal

| 6.9

Transuretheral

Intreperatwve

Intraaperative Neurological

Intravascular

Laparoscopic

N = pew indicntion; P = previously cleared b FIAD 1= added under Appendis B

Nows'  [6] Includes imaging of guidance of hapsy (210)
171 Includes iferitity momoring af folbwle develupnent

8] Includes urology/prosue
191 Elastography Imuging- Elasticny
1*] Combingd maodes are B/M, 3/Colur M, BPWD or CW1, Cola/PW1 or CW1L B/Power/PWID.

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

Concurrence of CDRH, Office of In Vitra Dirgnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)

22
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510{k) Premarket Notification Submission

Diagnostic Ultrasound indications for Use Form

GE Voluson E Serles with RSP6-16-D Transducer

Intended Use: Diagnoslic ultrasound imaging or fluid fiow analysis of the human body as follows:

Mende ol Operation

Clinical Application B M W Cw Color |Color M| Power Combincd; Harmonic| Coded

Angtomy-Region of hireress Doppier | Doppler | Doppies | Doppler | Dappler| Modes™ | imaging | Pulse

Other
[Notes)

Ophthatimic

Fewl / Obsietrics™

Abdominal™

Pediatric P L P P P P P P P

| 5.6)

Small O[S;)n"" P P 1 P I » P P »

| 5.6

Neonatal Cephalic

Aduli Cephalie

Cardizg!"!

Periphernl Vascular P P ”» P P P P ¢

| 5.0]

Musculo-skeletal Conventional P

1 5_(!]

Musculu-skeletal Superhicial v I r

| 5.6

Other

Exem Tvpe. Means of Aveess

‘Trunsesophagey!

Transrectal™

Transvaginal

Trunsuretlzral

Intraoperative

Introoperative Newrological

Introvascular

L.aparoscopic

N = new indicatton; PP = previously cleared by FDA: F = added under Appendix E

Notes.  |2) Small organ includes breosi. testes, thyrmd, salivary gland, ivmph nodes. pediairic and neonatal patients
§5] 3104403 I Mudy

[6] Includes imaging of guidance of hiopsy (34N

[*] Combinced mades ure M, BIColor M. HPW 1 or CWIL B/Color/PWD ar CWID. B/Power/PWID

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

Concurrence of CDRH, Office of In Viro Diagnostics and Radiological Health {OIR}

Prescription User (Per 21 CFR 801.109) Page 8 of 24
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510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with RIC6-12-D Transducer
Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows;

Chnical Apphcatron

Anatomy'Region of hnterest

Muodve of Uperstiun

M

PW
Doppler

oW
Dappler

Colot
Dappler

Culor M
DPoppler

Power

Doppicr

Codued
Pulse

L‘nmhmcd]liarmomc
Modes™ | tmaping

Other
[Notes}

Ophthalmic

Fetal # Obstetrics'™

{ 5.6)

Abdominalt"!

Pediatnc

Small Orgon'!

Neaonata! Cephalic

Aduli Cephalic

Cordiac'

’cripheral Vascular

Musculo-skelewal Conventional

Musculo-skeletal Superficial

Other

Exan Tvpe, Means of Access

Trunsesophageal

Transreetal'!

| 3.6

‘ransvagingl

[ 3.61

Transuretherpl

Inlraoparaiive

§ntraoperative Neurolegical

Iniravasculur

Laparoscopic

Notes:

[6] Includes smaging of gurdance of brapsy (3DAD)
[7] Includes infentility monitoring of follicle development

[8] Includes urology/proswte

N = pew indication; PP = previously cleared by FDA. F = added under Appendin E
[5] 3D/4D [maging Mode

}*| Combired modes ure B/M, 13 Color &, RPW 0 or CWDH, BColor/PWI or CWD, B/Power/PWE.

[PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANQTHER 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

S10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with

9L.D Transducer

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

Muode of Operation

Clincal Applicanon i M Pw oW Culor | Color M| Power L'nmhmn:'d Harmonic| Coded | (Other
Areronn: Region of Inierest Nappler | Doppler | Doppler | Dopples | Dappler] Modes™ | Imapig | Pulse | {Notes)
Ciphthatmiv -

Fewa / Ubsteinics ™ E K E E E t [ K 3 E 16
Abhdomimnal'

Pediauic r p g P g Ty
Small Organ®! » r [ P P P )
Neonatal Cephalic

Aduli Cephalic

Cardiac!"!

Peripheral Vascular r P e 6]
Musculo-skelvtal Conventional P P 16]

Musculo-sketetal Superficiul

Other

Exam Tvpe. Meams of Access

Trunsesophageal

Teansrectal

Transvaginal

Transurethernl

Intraoperauve

imtaopenttive Neuridogical

Intravasculas

Laparoscopic

N - mow indication, BB = pres oy eleared e FIAL = added under Appendin E

Notes

(6] Inchudes imaging of guidance of bapss (21)
{71 Includes nieriliny awsoororg of fullele &evelopment
*] Combined modes are H/AL, B/Color M. BPWD ar CWIDD, BACalon PWO or CWILL Biawer/PWED

21 Small organ includes breist, testes, ths roid, salivan ghand, fvmph nides, pediatog snd aconatal paients

[PLEASE DO NOT WRITE BELOW THIS UNE . CONTINUE ON ANQTHER PAGE IF NEEDED)

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

Prescription User {Per 21 CFR 801.109)

25
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510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with P2D Transducer

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

Chinical Application

Anatony'Region of Interest

Muode of Operation

PW
Doppler

ow
Doppler

Color
Doppler

Color M
Doppler

Fower
Doppler

Coded
Pulse

K ombined| FHaormonic
Mades' | Imaging

Other
[Nocs)

{phthalmic

Fetal 7 Obstetrics”

Abdominal™"!

Pediaine

Small Grgan'”!

Neonatul Cephabie

Adult Cephal

Cardiae Y

Peripheral Vascular

Mueulo-sheletal Conventional

Muscuto-skelersl Superiicial

Other

Exeemr Tvpe. Means of Access

Trunsesophapcal

‘Transrectal

Transvaginal

“Fransuretherul

Intraoperative

iniraoperative Neutological

Intravascular

Laparascopic

N = new indication, P = previeusty cleared by FDA; £ = uwdded under Appendis £

Nutes.

[3) Cardiae is aduh and Pediarric

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANDTHER PAGE IF NEECED)

Prescription User (Per 21 CFR 801.109)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with PED Transducer

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

Mude of Operation -

pw | cw | Cotor [Cotor M| Power kombined] Harmenic| Coded | Other
Doppler | Doppler | Doppler | Deppler | Doppler| Modvs' | Imaging | Pulse | [Notes)

Clinical Application
Amsttamy Region of Interest
Ophthalmic
Fetal / Obstetrics'™

Abhdominal’"*

Pediatric

Small Organ®’!

Neonatal Cephalie
Adult Cephalic

Cardiac!

Peripheral Vascular

Musculo-skelelal Conventional

Muscufo-skeletal Superficiul

Other

Fxumr Tvpe, Meams of Acgess

Trunsesaphageal

Tomsteetal

Transs aginal

“Transuretheral

niraoperative

Intraoperative Newrological

Emiravasculur

L.aparoscopic
N = new indicution; P = previously cleared by FDA: E = udded under Appendix E
Notes:  [3] Cardiae is adult and Pediatric

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ARDTHER PAGE IF NEEDED)
Concurrence ol CORH, Office of In Vilro Diagnostics and Radiological Health (OIR)}

Prescription User (Per 21 CFR 801.109) Page 12 of 24
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series wi L-D Transducer

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

Muode of Operation -

Clinical Appticztion PW Cw | coter |Color M] Power [Combined] Harmanic] Coded | Other

AngromyRegion of Interest Dapph | Doppler | Doppler | Doppler | Doppler| Modes” | Imaging | Pulse | [Notes)

(Ophthalmic
Felal 7 Obytetrics'™

Abdominal'!

Pediatric P P P P P P P g P 69

Smull Orgun'™! P P P P P P P v 3 ]|

Neonawl Cephalic

Aduli Cephalic

Curdiag'"!

Periphernd Vascular P P P P P P P P P [6.9]

Musculo-skelvtal Conventional P F P P P P P P P 16.9)

Musculu-skeletal Superficial ¢ P P v P P P P P (6.9

Other

Exam Tvpe. Meuns uf Access

‘Trunsesophageal

Transrectal

Transvaginal

Trunsuretheral

Invrpoperative

Inraoperative Neurological

Intravascula?

|.aparescopic

N 2 pew indicution; I* = previcusly cheared by FDAL E = added under Appendis E

Nutes:  [2] Small organ includes breast. testes, thyroid, salivary pland, lvmph nndes. pediatric and neonatal paticnis
[0] tncludes imaging of guidance of biopsy (201 :

{9] Elastography Imaging- Elssticity

[*] Combined mudes sre B/M. BiCutor M. BPWD ot CW. B/Colur/PWD ar CW . BPovwer/PW1D

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

Prescription User (Per 21 CFR 801.109) Page 13 of 24

28




. GE Healthcare

510(k) Premarket Noliﬁcalion Submission

Dlagnostic Ultrasound Indications for Use Form
GE Voluson E Series with C1.5.-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:;

Peripheral Vascular

Modc of Operation

Clinical Application B M P cw Colar [ Color M| Power ‘umhm:d{ Harmunic| Coded | Other
Anglamy. Region of interest Dupplet | Doppler | Dappter | Dappler | Boppler| Mades™ | Imaging | Pulse | [Notes)
Ophthalmie
Yeul f Qbstetrics!”! r r P P [ r P 6]
Abdomnal''! ” P P P r P B 1ol
Idranrse
srual! Qrggn!’
Neonatal Cephalic
Adull Cephalic
Cardip!"

r P p P P P P p v r 0y

Musculo-skeleud Conventonal

Musculo-stelewl Superiicial

Unhet

Faum Type, Means of dccess

‘I'ransesophugenl

Transrectal

Transvaginal

‘Transuretheral

Imraoperative

Intrapperalive Neurological

Intravascular

Laparoscopic

Notes

N = new indication; P = previoushy clesred by FDA:
| 1) Abdomual includes reral. GYN/Pelvic, Urology

|6] tncludes imaging of guidance o biupsy (2D}
[7] tncludes inferulity monioring of tollicte developnwm
{*) Combined modes are BrM. BiColar M. B/PWD or CWD, 8/ColaPWD or CWD. B/Power/PWD

[ = added under Appendix C

{PLEASE DO HOT WRITE BELOW THIS LINE « CONTINUE ON ANOTHER PAGE IF NEEDEG)

Concurrence of CDRH, Office of In Viro Dingnostics and Radiological Health {OIR}

Prescription User (Per 21 CFR 801.10)

Page 14 of 24

Diagnostic Ultrasound Indications for Use Form
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GE Healthcare

510(k) Premarket Notification Submission

GE Voluson E Series with ML6-15-D Transducar

intended Use: Diagnostic ultrasound imaging or fluid fiow analysis of the human body as follows:

Mude af Operatiun

Musculo-skeletal Superticial

Clinwal Applhcation A rw CW | Calor {Culor M [ Power Combined] barmon | Coded | Other
Amaroiay: Reno of futerest Dappler | Dappler | Boppter | Doppler | Dappler] Mides | Imaging | Folse | [Notes)
Ciphthulmie
Fetal / Qbstetrics
Abdeminal'"

Pediatric P P [6.9]

Small Qrgan'™! P P P P [6.9)

Nueonatal Cophahic

Aduh Cephatic

Cardinc!"!

Peripheral Vascular P P P P P |68

Musculu-skelet Conventionl r [ | 6.4
p P P P P |69

Other

Exam ?'i'r.:e. Means of Aceess

Trans¢sophapual

Transrecial

“Fransvuginal

Transurctheral

tntraoperative

Intreoperalive Neurologicyl

Intravasculur

Laparoscopic

N = new indication, I' ® previously cleared

by FDDA, K = added under Appendix E

Notes:  |2] Small argan includes breast, testes, thyrowd, salivary gland. lymph nodes. pediatric and neonatal patients
[6] Includes imaging of guidance of biopsy (213} :
|92) Elaswography 'maging- 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 - CONTINUE ON ANQOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of [n 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 E Series with RMSC Transducer
intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Chinica! Apphication

Muode ol Operation

T M PW CwW Color |Calor M| Power Combined|Harmomic| Coded | Other
Anatonn: Region of Interest Doppler | Dappler | Doppler | Duppler | Doppler| Modes™ | Imaging | Pulse | {Nolea)
Ophthalne
Fetal £ Obsetnes'™ i P r [ [ 3.6]
Abdonnaal"! r P P P p [ 5.6]
Pedhatne 1 [ 3 r P P ¥ [ [ 5.6}
Smali Organt™
Neonata! Cephalic
Adult Cephalic
Cardiac!!
Peripheral Voscular
Musculy-skelewl Conventional P Ly P Lig P P P P P | 5.6]

Musculo-skeletal Supetficiat

Othor

Fram Tvpe, Means of Aceess

Tmnscsophageal

Transrecial

“Fransvaginal

Transuretheral

IntrRoperative

Inicaoperative Newrobogcal

Intravascular

Laparascopic

N = new incdication, 1* = presiously cleared by FIXAL | = added under Appendi |

Nutes

151 30440} Imaging: Minde
|&] Includes imagmg of gadance of bepsy (3174
17) includes inlertility momtoring of Tallicle developnwin
|*} Combined modes nre 300, H/Color M, B/PWI or CWD, B/Color/PWD or CWID, [WPower/PWID,

1] Abdirminial socbudes el €5V NTehaw, LUitalugs

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (O[R)

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 E Series with RRES-10-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mide of Opention
Cluncal Applicalion I M PW Cw Color |ColorM| Power [Combined|liarmonic| Coded | Other
AnatennyRegion of fnterest Doppler | Doppler | Doppler | Doppler | Doppler| Modes” | Imaging | Pulse | [Netes)
Crphihzlmic
Fewl / Obstetrics'™
Abdominal!"!
Pediatric

Smal) Orgunt!

Neanaal Cephalic

Adult Cephalic

Cardhag'™

Penipherad Vasculur

Muscule-shelewd] Comvenuanal

Museulo-skeleta! Superficial

Qther

Exam Tvpe, Means of Access

“T'rensesophageat

Transreciaf™! P P P P P | 5.69)

Transvagnal P P P P P P P P | 5.63)

T'runsurethernl

Intrasperative

Imraoperaive Neurological

Intravasculur

l.aparescopic

N = pew indication; I* = previously cleared b FDAC E = pdded under Appendis &
Notes:  {5] ID/D hmaging Mode
[6] Includes imaging of guidance oF lopsy (30/A413)
| 8] Invludes urofogy /prostny
|9] Elastography Imagmng- Elastieny
1*] Combined modes are B0, B olor M, IVPWD or CWEL BColorWE ar CWD. Bilfowet/I'W1)

IPLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH. Oifice of In Vitro [Yiagnestics and Radinlozical Health (OIR)

Prescription User (Per 21 CFR 801.109) Page 17 of 24
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with RM14L Transducer

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

Munde ol Operation

Muscule-sketetal Superticial

Clinical Agplication B W rw Color | Coter M| Power 'nmbingd Harmonic| Coded | Other
AncionnRegion of Inreress Doppler | Doppler | Deppier | Doppler | Doppler| Modes | imaging | Pulse | {Notes)
Ophthalmie
Feul 7 Obsietrics'™
Abdominal'"!

Pedatne r P P P I 5.6]

Small Organ'™! " ¥ P ¢ | 5.60

Neoratal Cephalic

Adult Cephalic

Cardiad”!

Peripheral Vascular P [ 5.6}

Musculo-skeletnl Conventional P P P | 5.6]
r P P | 5.6)

Other

Exeem Taphe. Meuns uf deceas

I'runsevaphapeal

Transeetal

Transvapinal

Transuretheral

Intrauprative

Intoperative Neuralogical

[nirzvasculur

Laparoscopic

N = new indication; P = previously cleared by FDA; E = udded under Appendin E

Notes:

15]) 30740 Imaging Mude
[6] Includes imaging of guidance of biopsy (31/40)
[*] Combined muodes are B/M, B/Culor M.131IPWD or CWID, B/Color/PWD or CWD. Bl ower/PW().

12] Small organ includes hreast. testes. thyroid, salivary gland, lvmph nodes, pediatric and neangtal paticnts

[PLEASE DO NOQT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109)}
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GE Healthcare

510(k) Premarket Notification Submission

Diagnestic Ultrasound Indications for Use Form
GE Voluson E Series with 3Sp-D Transducer
Intended Use: Diagnoslic ulirasound imaging or fluid flow analysis of the human body as follows:

Chiescal Appheanon

Awmertom Region of {oterest

Muodv of Operalion

W

Puoppler

ow
Daoppler

Colot
appler

Calor M
Doppler

Power
Doppler

‘umbined Hanmon
Muodex™ | Imaging

Coded
Pulse

Othwer
{Notes)

(phihalmiv

Fetal / Ohatetries”!

Abdormnal'"!

Pediatrig

Smalk Orgun'™’

Neonatal Cephalic

Adult Cephalic

Cardiac™"!

Peripheral Vascular

Musculo-skeletal Conventional

Musculi-skeletal Superficial

Other

Exam Tvpe, Meuns uf Access

Trunsesophagen!

Transrecial

‘Transvaginal

Transuretheral

IMragperanvy

Intraoperative Neurological

lagravascular

l.aparescoptc

Noles

N = new indicabon_ ' = previpusly ¢leared by FDAL
{1} Abduminal includes renal. GYN:Pebv
3] Cardsiac 15 adult and Pediare

[ 7] 1ncludes infertihiny montonng o fullicle Jevebapanm
[*] Combined modes are /M, BCuolor M, BAWE ar CWD, B/Color/PWD or CWD. BPowe/PW)

3+ added under Appendis E

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANDTHER 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 E Serles with C4-8-D Transducer-
Intended Use: Diagnostic ultrasound imaging or fluld flow analysis of the human body as follows:

Chinical Application

AngtgnnRegion of Interest

Mo

de of Operation

rw
Doppler

ow
Doppler

Color
Doppler

Color M
Doppler

Powgr
Doppler

Coded
Pulse

Harmaonic
Imaging

K ombined|
Modcs”

Other
[Notes)

Ophthalmic

Fetal / Obstetrics'™

]

Abgominal"!

16]

Pedawne

6]

Smatl Orean'!

Neonaial Cephali

Adult Uephilic

Cardiae!™!

Penpheral Vascular

6]

Musculo-skeletal Conventional

Musculo-skeletal Supertwiol

Other

Exan Tvpe, Means of Access

Transesophogeal

Transcecial

‘Transvaginal

‘Transuretherul

Iniragperative

imraoperative Neurological

Imryvascular

Laparoscopic

N = new indication, I = previously cleared by FDAL E = added under Appendis E

Nutes

|t Abdiermnat includes fenal. GYN/Pelve. Uralogs

[6] Includes imaging ol guidance of biapsy (210}
171 Includes infertiliny mannaring of follwle oy clupawent
[*] Combancd modes are BIM, BAColor M. BPWD or CW1DL BCalot MW or CWI. BP0 erfPWD.

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANQTHER PAGE IF NEEDED)}

Concurrence of CORH, Office of In Vitro Diagnostics and Radiological Health (QIR)

Prescription User (Per 21 CFR 801.109)

35

Page 20 of 24




GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with RABE-D Transducer

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

Clinical Applicauon

Mhwde ol ¢ dperation

L‘omhlru:d! Harmomnie

. B M PWw W Color |Coler M| Power ¢ Coded | {nher
AnaronnHegron of Imerex Doppler | Doppler | Deppler | Duppler | Doppler| Modes™ | Imaging | Pulse | [Notes)
Ophthatnmic
Fetal 7 Obstetricst”! P r L # P 4 [ 5.6]
Abdominal"! L P | 5.0]
Pediatric P P P P P | 5.6
Small Orgun®!
Neonatal Cephalic
Aduli Cephatic
Cardiug'™"
Penipheral Vascular
Muscula-skeletal Conventianal P P P L P P P P P P | 560

Musculo-skelewal Superticial

Other

Exam Tvpe. Means of decess

Transesephagesl

Transreetal

T ransvaginal

‘I'Tansuretheral

IRtraoperatne

Insraoperanve Newrologial

Imravascular

Laparoscapic

Notes:

[5] 3Dv4D hinaging Mode
[6) Includes imuping ol guidanee of binpsy (3D/A4DY
[7] Includes infernility menitoring of folhle development
|*1 Combined modes are /M., BiColor M, BPWIY or CWE, WiColor/PWI or CWAD, RIPower/PWID.

N = new indication: P = previously cleared by FDAL E = added under Appendix
1] Abdeminal includes renat, GYNPelvic. Urelogy

tPLEASE DO NOT WRITE BELOW THIS LINE . CONTINUE DN ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Offico of In Vitro Diagnostics and Radlclogical Health {QIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

5i0(k} Premarket Notification Submission

Diagnostic Ultrascund indications for Use Form
GE Voluson E Series with eMSC Transducer

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

Clinical Applicatron

Amrtonn Region of Interest

Mude of Operation

W
Dropples

cw
Dappler

Colar”

Dappler

Calor M
Doppler

Powrr
Doppier

Coded
Pulsye

dl | larmonic
Imaging

thhur
| Nowes)

Ophthaline

Fewl i Ohatetriey'”

[ 5.6]

Abdominal ™

[ 5.6]

Peduatrie

| 5.6

Small Organ'**

Neonatal Cephalic

Adul Cephalic

Curdiae!

Peripheral Vasculas

Musculo-shelewat Conventional

156)

Muscuto-shelews) Superficaal

Other

Exam Tvpe. Meuns uf docess

‘I'runsezuphageal

Transeectal

Trunsvapinal

Trunsuretherat

Inlrwperaine

Inteaoperatn e Neurological

Intravascular

L.aparoscopic

Nitles

151 313445 Inaging Mde
|6) Ingludes miaging of puidance of tuopay (31D}
171 Includes inferhity nxmntoring of follwle Jevelopment
[*] Combined modes are BIM, Colon M, BZPWD or CWIL SICalurd"WiT ne CWL BT ewer/PW)

(] 4D cotor Coppler

N = new indicetion, PP = previowsty cleared by FDAL B - sdded under Appendiny |
1] Abdimnal ingludes senal, GYNAehoe, Uielug

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

Concurrance of CORH, Office of In Vitro Diagnostica and Radlolopical Houlth (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 E Serles with 84-10-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Muode of Operation

Clmical Appheation " M PW ow Color |Color M| Power Lombined]Hanmonic| Coded | Other
Anatomy-Region of inlerest Dapplet | Doppler | Doppler | Coppler | Doppler| Modes” | Imaging | Pulse | [Nowst
Ophthalmic )

Feal / Obsterres™ L P P P P P P F 7 7
Abdominal™ 2 3 P ] r 3 r r P 2
Pedialriv 3 P P P P P P
$mall Organ™' P P P P P r
Neonatal Cephahie 3 " P P r r P P
Adult Cephule
Cardiad | P P r P » P P P P P
Peripheral Yascular
Musculo-shelrtal Comentional
Musculu-skelelsl Supertivial
Other'’!
Exam Tvpe, Means of Acoess
Transesophageal
Transrectal™
Transvagina!
‘Transuretheral
Intraoperative
Intraoperative Meurological
Intravescular
l.aparoscopic
N = new indication; I* = previously cleared by FDAL
Nutes:
(1] Abdaminal mcludes renal, GYN/clvic, Urotogy
(2] Small organ includes breast, testes, thyraid, sabivany gland. Iy mph nodes, pediatne and neonaksl patients
{3] Cardiac is Adult and Pedratnie
178 Includes mierubiy monionng of lollicle developnen
1?1 Combined modes ase M. BiColon M, B/PWD or UWD. BCalot/PWD or CWIDL WPower/FWID
[PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE tF NEEDED)
Concurrence of CDRH. OMice of In Vitre Disgnostics and Radiological |ealh (OIR)
Prescription User (Per 2t CFR 801,109} Page 23 of 24




GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with RAB4-8-D Transducer

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

Muode of Gperation

Clinical Application D PW ow Color |Color M| Power ombined|Harnanie| Coded | Other
AnaionnRegian of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes’ | Imaging | Pulse ] [Notes)
QOphthalmic
Fewal / Obsletrics'™ E E E E K ¥ 3 E | 5.6
Abdominal'"t E E E E E 3 E [ 3.6)
Pediatric E E £ E E t A 54|
Smull Organ'™
Neonatal Cephulic
Aduli Cephalie
Curdiac'"
Peripheral Vascolar
Musculo-skeleinl Conventtonal F E E E E E E E 15,64

Musculo-skelew] Superlicial

Ciher

Exant Tvpe, Meuns uf Acecss

Transesophapeat

‘Transiectal

Transvagmal

‘Fransuretheral

Intrnoprerative

Intragperative Neurological

Intravasculur

Laoparoscopic

N = new indicution; P = previously cleared by FDA. I = ndded under Appendis E (Previnusly eleared K122327)

Netes: | 1] Abdaminal includes renul, GY NAPelvic
15138240 Imagang Mode
[6] Includes tmaging of guwdance of hiopsy (31441}
[ tncludes inleratity monitaring of Gulticle developmeni

[*] Combined mudes are BIM. BrColur M, IVPWI1) or CWI, BColo/PWE ar CWDH, /Pover/PW I
{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANQTHER PAGE IF NEEDED)

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

Prescription User {Per 21 CFR 801.109)
Gnin )
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