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510(k) Summary

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

Date:

Submiiter:

Primary Contact Person:

Secondary Contact Person:

Device: Trade Name:

Common/Usual Name:

Classification Names:

Product Code:

Predicate Device(s):

Device Description:

June 26, 2013

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

Bryan Behn
Regulatory Affairs Manager

" GE Healthcare

T:(414)721-4214

F:(414)918-8275 S

Thomas Reisenberger EP 2 4 2‘"3
Regulatory Affairs Specialist

GE Healthcare Austria GmbH & Co OG
T:(++43)7682-3800-332

F:(++43)7682 3800-47

Voluson i/e Diagnostic Ultrasound System
Voluson i/e

Class [l

Ultrasonic Pulsed Doppler Imaging System. 21CFR 832.1550 90-1¥YN
Ultrasonic Pulsed Echo Imaging System, 2ICFR 892.1560, 90-1YO
Diagnostic Ulirasound Transducer, 21 CFR 892.1570, 90-1TX

K053435 Voluson i Diagnostic Ultrasound System

K 122327 Voluson E6/E8 ES Expeﬁ/EIO Diagnostic Ultrasound
System

K120741 Voluson 56/58 Diagnostic Ultrasound System
K 122387 Voluson P6/P8 Diagnostic Ultrasound System

The Voluson i/c consists of a portable. notebook type console
with integrated keyboard controls and color LCD display. It
supports a variety of. It utilizes a variety of linear, curved linear.
transducers  including  mechanical scanning  transducers
supporting all standard acquisition modes (B, M. PWD, Color.
Color M and Amplitude Doppler modes, Harmonic Imaging and
Coded Pulse). The Voluson ife also utilizes motor driven
transducers and image processing software that are specialized
for 3D/4D volume imaging. It provides high performance
ultrasound imaging and analysis and has comprehensive
networking and DICOM capability.
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Device Modification:

GE Healthcare

510(k) Premarket Notification Submission

Additional probes and software features cleared on the predicate

 devices have been added.

Intended Use:

Technology:

Determination of
Substantial Equivalence:

Addition of transducers — IC5-9W-RS (similar to [C5-9-D clcared
on Voluson I Scries K122327), RAB2-6-RS (Cleared on
Voluson P6/P8 K122387). 8C-RS (Cleared on Voluson S6/S8
K120741). Transducers added via Appendix E of “Information
for Manufacturers Secking Marketing Clearance of Diagnostic
Ultrasound Systems and Transducers™, issued September 9.
2008" 9L-RS, RAB4-8-RS, RNAS-9-RS and RIC5-9W-RS,
AB2-7-RS and SP10-16-RS.

Software improvements migrated from predicate K122327:

SRI (Speckle Reduction Imaging), XTD View (Extended View)
and VCI (Volume Contrast Imaging), 4D-biopsy, STIC (Spatial
Temporal image Correlation) HD-Flow (High Density Flow),
HD- Zoom {High Density Zoom), Volume Cine, Sono VCAD,
Sono AVC, SonoNT and SonoRenderStart -

The device is a general purpose ultrasound sysiem. 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 ctc.): Cardiac (adult and pediatric); Musculo-
skeletal” Conventional and Superficial; Peripheral Vascular;
Transvaginal: Transrectal

The Veluson i‘e employs the same fundamental scientific
technology as its predicate devices.

Summary of Non-Clinical Tests:
The device has been evaluated for acoustic output,
biocompatibility, 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 and its applications comply
with voluntary standards:
I. AAMI/ANSI ES60601-1, Medical Electrical
Equipment — Part 1: General Requirements for Safety

2. IEC60601-1-2, Medical Electrical Equipment —
Part 1-2:General Requirements for Safety — Collateral
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Standard: Electromagnetic Compatibility
Requirements and Tests

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

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

5. 15010993-1, Biological Evaluation of Medical
Devices- Part |: Evaluation and Testing- Third Edition

6. NEMA UD 2, Acoustic OQutput Mcasurement Standard
for Diagnostic Ultrasound Equipment

7. 1SO14971, Application of risk management to medical
devices

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

The following quality assurance measures were applied to the.
development of the system: -
Risk Analysis
Requirements Revicws
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, Voluson i/e. did not
require clinical studies to support substantial equivalence.

Conclusion: GE Healthcare considers the Voluson i/e 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
Document Coniral Center - WOS6-G609
Silver Spring, MD 20993-0002

September 24, 2013
GE Healthcare
% Mr. Bryan Behn
Regulatory Affairs Manager
9900 W. innovation Drive
WAUWATOSA W1 53226

Re: K131937
Trade/Device Name: Voluson i/e
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: 1YN, IYO., ITX
Dated: June 26, 2013
Received: June 27,2013

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 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
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misteading.

This determination of substantial equivalence applies to the following transducers intended for
use with the Voluson i/e, as described in your premarket notification:

Transducer Model Number

IC5-9W-RS

RAB2-5-RS RAB4-8-RS
RIC5-9-RS RNAS-9-RS
RSP6-16-RS AB2-7-RS
E8C-RS 9L-RS
4C-RS SP10-16-RS
12L-RS RAB2-6-R3
RIC5-9W-RS 8C-RS



Page 2—Myr. Behn

Il your device is ¢lassified (sce above) into cither class 1 (Special Controls) or class [ {PMA).
it may be subject to additional controls. Existing major regulations affecting yvour device can be
found in the Code of Federal Regulations, ‘Tite 21, Parts 800 10 898, In addition, FDA may
publish further announcements cancerning your device in the Federal Register.

Pleuse be advised that FDA s issuance of a substantial equivalence determination does not mean
that FDA has made a determination thut your device complies with other requirements of the Act
or any Federal statutes and regulations adminisicred 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 Pari 820): and il applicable. the clectronic
producl radiation control provisions (Scctions 331-342 of the Act): 21 CFR 1000-1050.

I you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, Internationa! and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address

hup:Awww. lda.goviNedical Deviges/ResourceslorY ow/Industry/defautihim. 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 (21
CFR Part 803}, please go o '

hpcAwwa dieoviMedical Devices/SaletviReportalProblemddefaullum tor the CDRH's Office
ol Surveillance and Biometries/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

I dAwww btoov/MedicalDevices/ResourcestorY ou/lndustrvdde il hiom.

Sincerely yours.

i

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

for

Enclosure



GE Healthcare

510(k) Premarket Notification Submission

510(k) Number (if known): K131937
Device Name: Voluson i/e Diagnostic Ultrasound System
Indications for Use:

The device is a general purpose ultrasound system,

Specific clinical applications include: Fetal/OB; Abdominal {including GYN, pelvic and
infertility monitoring/follicle development); Pediatric; Small Organ (breast, testes,
thyroid etc.); Cardiac {adult and pediatric); Musculo-skeletal Conventional and
Superficial; Peripheral Vascular; Transvaginal; Transrectal

Prescription Use_ X___ AND/OR Over-The-Counter Use_NA_
(Part 21 CFR 801 Subpant D) {(Part 21 CFR 801 Subpart C)

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

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

Page 1 of 17

K131937 Page 001 of 018



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 ife system and for all of its
probe/mode combinations. Combinations identified by “N” are new while “P” represents
those previously cleared with the unmodified Voluson i/e, P* indicates those added in
this submission, but have clearance for the same modes and applications on another GE
Ultrasound System. In a similar manner, “E” represents combinations added to the
unmodified Voluson i/e via Appendix E of the FDA Ultrasound Guidance. This
modification did not alter the previously cleared system level indications or clinical
applications.

K131937 Page 002 of 018
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Diagnostic Ultrasound Indications for Use Form

GE Voluson i/e Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Qperation

Clinical Application )
X PW CW | Color [Color M| Powar| Combined | Harmonic | Coded | Other
AngtomyRegion of intgrest | B | M (posnier |poppteriDoppleriDoppterjDopplet  Modes' | Imaging | Pulse | [Notes]

Ophihalmic

Fets) / Obstetrics’” [5.6)

Abdominal" - [ 5.6]

Pediatric 158

V|O|®]|O
V||V
V||| T
vw|TjTm|D
o|w|TT]T
TIOD|O]T
T|T|TO|O
v|woO|jvlY
T|O|O|D

Small Organ™ | 5.8

Neonatal Cephalic

Adult Caphalic

-
-
)
o
e
T
o
o
°
|

Cardiac” [5]

Paripheral Vascular PlP P P P P P P P [ 5.6

Musculo-skeletal P P P P P P
Conventional P F P 158

Musculo-skeletal ple P P P P -] p P (58]

| Superiicial
Othar

Exam Type, Means of
Access

Transesophageal

Transrectaf® P P P P P P P P P 1 5.6

Transvaginal PlP P P P P P P P [56

Tranguretheral

Intraoperative

Intraoperative
Naurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; £ = added under Appendix E
Notes: [1]) Abdominal Includes renal, GYN/Pelvic. Urolegy
[2) Small organ includes breasl, tastes, thyroid. salivary gland, lymph nodes. pediatric and ngonatal patiants
|3] Cardiac is Adull and Pediatric.
15]) 3D/4D imaging Mode
[8] Inctudes imaging of guidance of biopsy (20730/4D}
[7] Includes infentility monitoring of tollicie development
[8] Includes urology/prostate
[*] Combined modes are B, B/Cotor M, BIPWD or CWD, B/Color/PWD or CWD, B/Power/PWD.
EASE DO NO ITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109) Page 2of 17
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Diagnostic Ultrasound Indicotions for Use Form
GE Voluson ife with RAB2-5-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Ctinical Application 8 m | Pw | cw | cotor | Cotor M| Power CombingdlHarmonic] Coded | Omer
Anatomy/Region of Interasl Dopplar| Doppler |Doppler| Doppler | Doppter] Modaes | tmaging | Pulse |[Notes)

Ophthalmic

Fetal / Obstetrics”’ P p P P P P od P P [5.8]

Abdominaf" P P P P P P p P P [ 5.6]

Pediatric

Small Organ™

Neonalal Cephalic

Adult Cephalic

Cardiac’”

Peripharal Vascular

Musculo-skeletal P P P P P P P P P [5.6)
Conventional

Musculo-skeletal
Superficial

Olher

Exam Typa, Means of
Access

Transescphageal

Transrectaf™

Transvaginal

Transureiheral

Intragperative

Intraoperative
Neurological

Intravascular

Laparoscopic
N = new indicalion; P = praviously clearad by FDA; E = added undar Appendix £
Notes: [1) Abdominal includes renal, GYN/Pelvic, Urology
(2] Small organ includes breast, tesles, thyroid, salivary gland, lymph nodes, pediatric and necnatal palients
[3) Cardiac is Adutt and Pediatric.
(5) 3D/4D imaging Mode
|8) tncludes imaging of guidance of biopsy (20/3D/4D)
[7] Includes infertility monitoring of follicte devalopment
18} Includes urology/prostate
|'] Combined modas are B/M, B/Color M, B/PWD or CWD., BICotar/PWD or CWD, B/Power/PWD.
{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription User {Per 21 CFR 801.109) Page 3 of 17

18
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Diagnostic Ultrasound Indications for Use Form
GE Voluson e with RIC5-9-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clnical Application g | m | Pw | cw | coior [Colorm| Power CombinedHamonic] Coded | Other
Anatomy/Region of interest Doppler |Doppler| Coppler |Doppler| Doppler| Modes | Imaging | Pulse [ [Notes)

Ophthalmic

Fetal / Opstelrics’! P P P P P P p [ P [5.8]

Abdominat'!
Peadiatric

Small Organ®™

Neonatal Cephalic

Adull Cephalic

Cardlac!!

Peripherat Vascular

Musculo-skelatal
Convenlional

Musculo-skelelal
Superficial

Othar

Exam Typs, Maans of
Access

Trangesophageal

Transractal™ P P P P P P P P P 15.68]

Trangvaginal P P [ P P P P P P [5.6]

Transurethsral

Intraopersiive

Intrecperative
Nourologica!

Infravascular

Laparescoplc
" N = new indication; P = praviously cloared by FDA; E = added under Appendix E
Notes: 1] Abdominal includes renal, GYN/Pelvic, Urdlogy
[2] Small organ includes breast, testes, thyrold, salivary gland, lymph nodes, pedtiatric and negnalal patients
13] Cardiac is Adull and Pediatric.
[5] 3D/4D Imaging Mode
[6] Includes imaging of guidance of biopsy (2D/3D/4D)
17] Includes infertility monitering of follicle development
{8] Includes urology/prostate )
['] Combined modes are BM, 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, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109} Page 4 of 17

K131937 - Page 005 0f 018
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Diagnostic Ultrasound Indications for Use Form
GE Voluson ile with RSP6-16-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modse of Operation

Clinical Appfication PW | CW | Color {ColorM| Power [Combined[Harmonic| Coded | Other
AnatomyRegion of interest Coppler|Doppter| Deppter | Doppler | Doppler | Modes | Imaging [ Pulse |[Notes)
Ophthalmic
Felal / Obstatricg!”!
Abdominai"!
Pediatric P P P P P P P | 5.8]
Small Organ®™ P b P P P P P [5.6]
Neonalal Cephatic
Adult Cephalic
Cardiac”
Peripheral Vascular P P P [ P P P { 58]
Muscuto-skeletal P p P P P P P 15.6)
Conventlonal
Musculo-skeletal Superficial P P P P P P P [5.8)
Other

Exam Type, Means of
Accass

Transesophageal

Transrectal®

Transvaginal

Transuretheral

Intraoperalive

Intraoperative Neurological

Intravascular

Laparascopic

N = new Indication; P = previcusly cleared by FDA; E = added under Appendix E

Noles:

[1) Abdominal includes ranal, GYN/Pelvic, Urology

[2) Small organ Includes breast. testes, thyroid, salivary gland, lymph nedes, pedistric and neonatal patients

[3) Cardiac is Adult and Pedlatric.

(8} 3D/4D Imaging Mode

[6] Includes imaging of guidance of biopsy {20/30/40)
[7) Inciudes Infertbity monitoring of follicle development
[8} Includes uralogy/proslale

[*] 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 LINF - CONTINUE ON ANOTHER PAGE IF NEEDED}

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

Prescription User (Per 21 CFR 801.109)

K131937

20

Page 5 of 17
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 GE Healthcare
510(k} Premarket Notification Submission
Diagn_ostic Ultrasound Indications for Use Form

GE Voluson ife with EBC-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Maode of Operation

Clinical Application g8 | m | Pw | cw | Color |Color M| Power [Combined [Hamonic] Coded
Anatomy/Region of Interes! Ooppler| Doppler |Doppler| Doppler| Doppler] Modes | Imaging | Pulse

Cther
[Notes)

Ophthalmic

Fetat / Obstetrics™ P | P | P P P P P P P

161

Abdomingf”

Pedialric

Small Organ'™

Neonalal Cephalic

Adult Caphalic

Cardiac”!

Peripheral Vascular

Musculo-gheleta)
Conventional

Muscutc-skeletal
Superficiat

Other

Exam Type. Means of
Access

Transesophapseal

Transrectal™ P P P P P P P P p

18]

Transvaging) P P P P P P P p p

[6]

Transurelhers!

Intraoperative

Intracperative
Neurological

Intravasculas

Laparoscopic

N = new indication; P = previously cleared by FDA; E s added under Appendix E
Notes: . {1] Abdominal includes renal, GYN/Pelvic, Urology
{2} Small organ inctudes breast, testes, thyrold, salivary gland, lymph nodes, pediatric and neonatat patients
{3] Cardiac is Adult and Pediatric.
{5) 30/4D Imaging Mode
(6] Includes imaging of guidanca of bicpsy {(2D/3D/4D)
[7) Includes infentility monitoring of follicle development
(8] Includes urology/prostale
[*) Combined modes are B/M, B/Color M, BIPWD or CWD. B/Color/PWD or CWD, B/fPower/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 17
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Diagnostic Uitrasound indications for Use Form
GE Voluson i/e with 4C-RS Transducer

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

Clinlcal Application

Mode of Operation

B M PW

| Anatomy/Region of interes! Doppler

cw
Dopples

Color
Coppler

Color M
Doppler

Power
Dopplar

[Combined
Modes

Harmaonic}
Imaging

Coded
Pulse

Other
[Notes)

Ophihatmic

Fetal / Obstetrics'™

18]

Apdominai™

I6]

| Pedilric

18]

Small Organ®

Necnala! Cephalic

Adult Cephaiic

Cardtac”

Peripheral Vascular

8l

Musculo-sketelal
Conventicnal

Musculo-skeletal
Superficial

Other

Exem Type. Means of
Accoss

Transesophagsal

Transroctal®!

Transvaginal

Transurethesal

Intraoperative

Intraoparative
Neurological

Intravascular

Laparoscoplc

Notes: (1] Abdominal Incluges renal, GYN/Palvic. Urology
(2} Smat! organ includes breast, testes, thyrold, salivary gland. lymph nodes, pedialric and neonatal patients
[3} Cardiac |s Adult and Pediatric.
[8) 3D#4D Imaging Mode
[8} Includas imaging of guidance of biopsy (20730/4D)
[7] tncludes infartility monitoring of follicle developrment
|8} Includes urology/prostate
[*) Combinad modes are BAM, 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, Office of In Vitro Diagnostics and Radiological Health (OIR)

N = new indication; P = praviously cieared by FOA; E = added under Appendix €

Prescription User {(Per 21 CFR 801.109)

K131937

22

Page 7 of 17
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Diagnostic Ultrasound Indications for Use Form

GE Voluson ile with 12L-RS Trangducer
Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Mode of Operation

Clinical Application s | m | Pw [ cw | coor |Colorm Power'IComblne_rd Harmonic| Coded | Otner
Anafomy/Region of Interest Doppler |Doppler| Doppler |Doppler| Dopplerj Modes | Imaging | Pulse |[Noles)

Ophthalmic

Fetal / Obstelric’

Abdominal"!

Pediatric Pl P P P P P P p P 16}

Smaf Organ® P P P P P P P P P 1 6]

Neonatal Cephatic

Adult Cephalic

Cardiac™

Peripheral Vascular P P [ [l P P P P P 1 61

Musculo-sketetal P P P P P P P P P | 8}
Conventional

Musculo-skelatal P P P P P P P P P 181
Superficial

Qther

Exam Type, Means of
Access

Transesophageal

Transrecial®

Transvaginal

Tranguretharal

Intraoperative

Intraoperative
Neurological

tniravagcular

Laparoscopic

N = new indication; P = previously cleared by FDA; E = added under Appendix E
Notes: [1] Abdominal inciudas renal, GYN/Pelvic, Urology
(2) Small organ includes breas!, testes. thyroid, salivary gfand, lymph nodes, pediatric and neonalzl patiants
[3] Cardiac is Adult and Pediatric.
(5] 30/4D tmaging Mode
[6] Includes imaging of guidance of biopsy {20/30/40)
[7] inctudes infertility monitoring of follicle development
[8] Includes urology/prosiate
"] Combined medes are BM, B/Color M, B/PWD or CWD, BiColet/PWD or CWD, B/Power/PWD.
{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANCTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109) Poge B of 17

. 23
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Diagnostic Ultrasound Indications for Use Form
GE Voluson ife with RIC5-9W-RS Transducer
intended Use: Diagnostic ultrascund imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application g | m | Pw | cw | Color |ColorM| Power [Combined Harmonic| Coded | Other
Anatomy/Region of Interest Doppler |Doppler|Doppter| Doppler| Doppler| Modes | Imaging | Pulse |{Notes)

Qphthatmic

Fetal/ Obstetrics'” E E E E E E E E € 15,6]

Abdominai’"!

Pediatric

Small Organ™

Neonatal Cephalic

Adull Cephalic

Cardiac’

Peripherat Vascular

Musculo-skeletal
Conventional

Musculo-skelatal

Superficial

Other

Exam Type. Means of
Access

Trunsesophageal

Transrectaf” E E E E E E E E [ 5.6]

Jmﬂ'l

Transvaginal E E [ 5.6]

Transuretheral

Intraoparalive

Intracperative
Neurological

Intravascular

Laparoscopic _1

N = new indication, P = previously cleared by FDA: E = added under Appendix E (previously cleared Violuson S6/58
K120741)

Notes: |1] Abdomina! includes renal, GYN/Pelvic. Urology

[2] Sma!! organ includes breasl, tesles, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

|3] Cardiac is Adult and Pediatric.

[5) 30440 imaging Mode

|6) Includas imaging of guidance of biopsy (20/3D/40)

[7] Inctudes inferility monitoring of follicle development

18] Includes urology/proslate )

|*] Combinad modes are 8/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 ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109) Poge S of 17
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Diagnostic Ultrasound Indications for Use Form

GE Voluson ife with IC5-9W-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Ciinical Application 8 M PW | CW | Color | Color M| Power (Combined [Harmonic| Coded | Other
Anatomy/Region of interes! Oappler |Doppler (Doppler| Doppler } Copples] Modes | Imaging | Pulse |[Notes)

Ophthatmic

Fetal / Obstetrics™ N N N N N N N N N 18]

Abdominaf”

Pediatric

Smalt Organ®™

Neonalal Cephalic

Adull Cephalic

Cardiac”

Peripheral Vascular

Musculo-skoletal
Conventional

Musculo-sketetal
Superficial

Qthar

Exam Type. Means of
Access

Transesophageal

Transreclal™ N N N N N N N N N 16

Trangvaginal N N N N N N N N N [6]

Transuretheral

intrsoperstive

Intragparative
Neurological

Intravascular

Laparoscopic
N @ new indication; P = previously cleared by FDA; E = added under Appendix E
Notes: |1| Abdominal includes renal, GYN/Pelvic, Urclogy
|2) Small ergan includes breast, lestes. thyroid. salivary gland, lymph nodas, padiatric end neonatal patlents
[3) Cardiac is Aduit and Pediatric.
{5} 3D/4D tmaging Mode
(8] Includes imaging of guidance of biopsy {20/3D/4D)
[7] Includes infertility monitoring of follicle development
(8] Inctudes urology/prosiate
[*) Combined modes are B/M, BIColor M, B/PWD or CWD, B/Color/PWD or CWD 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 Radiclogical Health {OIR)

Prescription User {Per 21 CFR 801.109} Poge 10 of 17
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson ife with RAB4-8-RS Transducer

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

Clinical Application

Anatomy/Region of Interes!

Mcde of Opearalion

PW

cw
Doppler

Color
Coppler

Color M
Doppler

Power
Dopplern

Combined [Harmonic

Modes | Imaging | Pulse

Coded

Other
[Notes}

Ophinalmic

Doppler

Fetal / Qbstetrics™

156]

Abgdominai"

{561

Pedlatric

rn1rnrn

jm|m |m

|m Flﬂ m

Im |m |m
m
m

[5.8]

Small Drgan™

Neonalgl Cephalic

Adull Cephalic

Cardiac™

Peripheral Vascular

Musculo-sketetal
Convenlignal

[ 5.6}

Musculo-sketetal
| Superficial _

Other

Exam Type, Means of
Access

Transesophageal

Transrectal®™

Transvagins!

Tranguretheral

Intragperative

Intraoperative
Naurological

Intravascular

Laparascopic

N = new indication; P = previously cleared by FDA; E = added undaer Appandix £ {Previously cleared on Voluson $S6/S8

(K120741)
Notes:

| 1) Abdeminal includes renal, GYN/Pelvic, Urology

{2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
{3] Cerdiac is Adult and Pediatric.
{5) 3D/4D Imaging Mode
[6] Indludes imaging of guidance of biopsy (20/30/40)
{7) \Inciudes (nferility monitoring of follicle development

(8] Includes urology/prostate

[*] Combinad 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 ANOTHER PAGE IF NEEDED)

Cencurrence 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 Vitrasound Indications for Use Form

GE Voluson ile with RNAS5-9-RS Transducer
Intended Use; Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Apptication B | M | PW | cw | Color | ColorM | Power | Combined [Harmonic| Coded | Other
Anatomy/Region of Interast Doppler| Dopples | Deppler| Doppler | Doppler] Modes | imaging | Pulse |[Notes)

Ophthatmic

Fetal / Obstetrics!”! [5.6]

Abdominal™t
Padiatric
Small Organ™

Neonatal Cephalic

15.8]
[5.6]

58] |

[ m [m |m
m|m |m|m
m |m |m [m
Im |m |m [m
m|m|m|m
mim|mim
Im |m |m |m
m{m |m [m
m|m|m|m
m|m|m|m

Adult Cephallc
Cardiac™
Peripharal Vascular

E E E 5]
156
E E E | (58

m
m
m
m
m
m

m |m
m |m
m |m
m |m
m|m
m |m
ﬂ'l1l'|'|l'll
m
m
m

Musculo-skeletal
Conventional

Musculo-skefetal
Superficiat

Other

Exam Type, Means of
Access

Transasophageal

Transrectaf"

Trangvaginat
Transuretheral

Iniraoparative

Inlracperative
Naurotogical

Intravascular

taparoscopic
N = new indicalion; P = previously dleared by FDA; E = added under Appendix E
Notes: (1] Abdominat includes renal, GYN/Pelvic, Urology
[2) Small organ includes breast, testes, thyroid, sallvary giand, lymph nodes, pedialnc and neonelal patients
[3] Cardiac I8 Aduit and Pedlatric.
[5] 3D/4D Imaging Mode
[6] includes imaging of guidance of biopsy (2D3D/4D)
[7] Includes infertility monitoring of foliicle developmeni
[8]) Includes urology/prostate
[*] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD of CWD, B/Power/PWD.
{PLEASE DO NOT WRITE BELOW THIS LINE . CONTINUE ON ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.108) Poge 12 of 17
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson ile with AB2-7-RS Transducer

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

Clinical Appfication

Anatomy/Region of Interast

Mode of Qperation

Doppler

cw
Doppler,

Color

Doppler

Color M
Doppler

Power
Doppler

Combinqd]l-!armonlc

Modes | Imaging | Pulse

Coded

Other
[Notes)

Qphihaimic

Fetal / Obstetrics™!

18

Abdominai’"

16]

Pediatric

m|m |m

m
mmlm
m

16]

Small Crgant®

Naonalal Cephaiic

Adult Cephalic

Cardlac”

Paripheral Vascular

Musculo-skelelal
Conventional

Musculo-ghelelal
Superficial

Othar

Fﬂ'l
m
m

[ 6]

Exam Type. Means of
Access

Transesgphageal

Transrectaf”

Transvaginal

Transuretheral

Intraoperative

Intraoperative
Naurotogical

Intravascular

Laparoscopic

N = naw Indication; P = previously cleared by FDA; E = added under Appendix E (Praviously cleared on Volusen S6/58

(K120741)
Noles:

[1} Abdominal includes renal, GYN/Pelvic, Urology

|2} Small organ includes breast, lestes, thyroid, salivary gland, lymph nodes, pediatric and neonalal patients

{3} Cardiac is Adult and Pediatric.

(5] 3D/4D Imaging Mode

{6] includes imaging of guidance of biopay (2D73D/4D)

[7] Includes infertitity monitoring of follicle development

[8] inctudas urotogy/prostate

{*] Combined modes are B/M, B/Color M, B/PWD or CWD. B/Color/PWD or CWD, B/Fower/PWD.

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

Concurrence 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

Diagnostic Ultrasound Indications for Use Form

GE Voluson i/e with 9L-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Mode of Operation
- Clinlcal Appiication g | ™ Pw | cw | Color { Color M | Power |Combined [Hamonic] Coded | Other
Anatomy/Region of interes! Ooppler |Deppler|Doppler| Doppler | Doppter] Modes | Imaging | Pulse |{Nolas)
Ophthaimic
Fetal / Obstetrics'™ E E E E E E E E E
Abdominal " E E E E E E_ E E E
Pediatric E E E £ E E E E E
Sma!l Organ®™! E E E E E E E E E
Neonalal Cephalic
Adull Cephalic
Cardiac”
|—zarda
Paripheral Vascular E E E E E E E E E
Musculo-skeletal E E E E E E E E E
Conventional
Musculo-skeletal E E E E E E E E E
| Superficial
Olher
Exem Type, Means of
Accoss
Transesophagsal
Transreclai!
Trangvagina)
Tranguretheral
Intraoperative
Inlracperalive
Neurological
tniravascular
Laparoscopic
N = new Indication; P = previously cleared by FDA; E = added under Appendix E (Previously cleared on Voluson S6/S8
(K120741)
Notes: |1} Abdominal includes renal, GYN/Pelvic, Urology
[2] Small organ includes breast, tesies, thyroid, salivary gland, lymph nodes, pedlatric end neonatal palients
[3] Cardiac is Adult and Pediatric.
[§]) 3D/4D Imaging Mode
[8] includes imaging of guidance of biopsy (20730D/4D)
[7] includas infertility monitoring of follicle devetopment
[8] Includes urctogy/prostale
[*] Combined modes are B/M, B/Color M, B/PWD or CWOD, B/Color/PWD or CWD, B/Power/PWD.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription User (Per 21 CFR 801.109) Page 14 of 17
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson i/e with SP10-16-RS Transducer

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

Mode of ration
Clinical Application g | m | PW | cw | Golor | CotorM | Power |Combined [Harmonic] Coded | Other
Anatomy/Region of Interes! Doppler|Doppler | Doppler| Doppler | Doppler] Modes | Imaging | Pulse |{Notes)
Ophthalmic
Fetal / Obstetrics”
Abdominal'™
Pediatric E £ E E E E E E E | 6]
Sma!l Organ® E £ E E E £ E E E
Neonatal Cephalic
Adult Cephalic
Cardlag™
Peripheral Vascular E E E E E E E E E [ 6]
Musculo-sketatal
Conventional
Musculo-skeletal E E E E E E E E E (8}
Superficial
Other
Exam Type, Means of
| Access
Transesophageal
Transrectal™
Transvaginal
Transuretheral
Intragperative <
Intraoperalive
Neurological
Intravascular
Laparoscopic
N = new indication; P = previously cleared by FDA; E = added under Appendix E
Notas: [1] Abdominal includes renal, GYN/Pelvic, Urology
[2) Small organ includes breas!, testes, thyroid. salivary gland, lymph nodgs, pediatric and ngonala! patients
[3) Cardlac is Adull and Pediatric.
[5] 3D/4D Imaging Mode .
[8] Includes imaging of guidance of biopsy (2D/3D/40))
7] ingiudes Infertility monitoring of follicte development
(8] Includes urclogy/prostate
[*] Combined modes are B/M, B/Cotor M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.
(PLEASE DO NOT WRITE BEL OW 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 15 of 17
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- GE Healthcare
510(k) Premarket Notification Submission
Diagnostic Ultrasound Indications for Use Form

GE Voluson ife with RAB2-6-RS Transducer
intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mcode of Oparation

Ciinical Application 8 | m | Pw | cw | cotor [CotorM| Power FombinediHamonicl Coded | Other
Anatomy/Region of Interest Doppler |Doppler|Doppler|Doppler| Doppler] Modes | Imaging | Pulse |[Notes)

Ophthalmic

Fetal / Obstetrics’™ P’ P P pr P pe P p P | 156

Abdominaf'"! p* P P P* pP* Pt P* P 1 5.6]

ki

Pediatric pr | P L P P P i P P [56)

Small Organ®®

Neonalal Cephalic .

Adull Cephalic

Cardiac”!

Peripheral Vascular

Musculo-sketetat P* P pP* p* P P P P P 15.6)
Conventional

Musculo-skealetal
Superficial

Other

Exem Typa. Means of
ACress

Transesophageal

Transractaf”

Trangvaginal

Transuretheral

intraoperalive

Intraoperative
Neurological

Intravascular

Laparoscopic

N = new Indicalion; P = previously cleared by FDA {K122387); € = added under Appendix E
Neotes: [1] Abdominal includes renal, GYN/Pelvic, Urology '
[2) Small organ includes breast, tesles, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[3) Cardiac is Adull and Pediatric.
[5] 30/40 Imaging Mode
[6) Includes imaging of guidance of biopsy (2D/3D/4D}
{7) tncludes infertilily monitering of follicle devetopment
{9] Includes urelogy/prostate
{*] 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 ANOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109) Page 16 of 17
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indicotions for Use Form
GE Voluson i/e with 8C-RS Transducer

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

Moda of Operation

Clinical Applicalion g8 | m | Pw | cw [ Color |ColorM| Power |Combined [Harmonic] Coded | Other
Analomy/Region of intgres! Doppler |Doppler|Dopptar|Doppler| Coppier] Modes | imaging | Pulse |[Notes})

Ophthatmic

Falal/ Obstetrics’” L P* P P’ L I S [ p*

Abdominai"! pr P P p* - pP* [ p* p*

Padiatric P P p* P* P P p* P P*

Small Organ™ p* P P p* P P pr P P+

Naonatal Cephalic

Adult Cephalic

Cardiac™ P | P P* P P P P P*

Paripharal Vascular pe p* pr P* P p* p i P*

Musculo-skeletal P P P* p* P pe P P p*
Convenlional X

Musculo-skeletal p* P* P* P P P p* p* P
Superficia)

Other

Exam Type, Means of
AcCoss

Transesophageal

Transrectat”

Transvaginal

Transuretheral

Intraoperative

Intracperative
Neurological

Intravascular

Lapargscopic
N = new indication; P *= previously cieared by FDA K120741; E = added under Appendix E
Noles: [1] Abdominal includes renal, GYN/Pelvic, Urology
[2) Small organ Includes breast, testes, thyroid. salivary gland, lymph nodes, pedialric and neonatal palients
[3] Cardiac is Adull end Pedlatric.
] Combined modes are B/M, B/Caotor M, B/PWD or CWD, S/Celor/PWD or CWD, BiPower/PWD.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription User (Per 21 CFR 801.109) Poge 17 of 17
(Division Sign-Off)

Division of Rodiological Devices

Office of In Vitro Diagnostic Device Evaluation and gy‘, }\_9—)
Sofety

510(k) Number____K131937 :

32
K131837 Page 018 of 018




