
GE Healthcare
5 10(k) Premarket Notification Submission

510(k) Summary

In accordance with 2 1 CER 807.92 the flollowing su~mmary of information is provided:

Date: September 16. 201 3

Submnitter: GE I-Ica Itheiare [GE H-laItheare ALIStria Gnibl-lI& Co OGj
Tielbnrbach 15
Zipf. Austria 4871

Primiary Contact Per-son: Bryan Behin
Regulatory' Affairs Manager
GE H-ealthcare fV 813
T:(4 14)718-42174N v
T:(4 14)92 1-8275

Secondarx' Contact P'erson: Roland Kuntscher
Regulatory Afibirs Specialist
GEL Healthcare Austria GmbH & Co OG
,r:(++43)7682-3800-660
F:(+-I43))7682 3800-47

Device: Trade Name: Voluson E Series

Models: VoIluson E6/E8/E8Expert/IE8 Expert Limited Edition/
El 10 Diagnostic Ultrasound Systems

Commion/Usual Name: Voluson E6/E8/E8E-xpert'ESExperi Limited Edition/El 0

Classification Names: Class I I

Product Code: Ult Irasonic Plsed lDoppler Imaging System. 2I1C FR 892.1550) 90-IYN
U ltrasoniic Pulsed Echo Imiaging System. 2 1CFSR 892.1560. 90-IYO
lDiagnostic Ultrasound Tlransducer. 21 CER 892.15S70, 90-li'*X

Predieate lDevice(s): K 13 1267 Voluson I-Series E6/138/E-81Expert/E--8lixpcri LF/L 10
Diagnostic Ultrasound System

Device Description: The Voluson E-Series system is a full-featured Track 3
ultrasound system, primarily flor general radiology use arid
specialized for OB/GYN with particular fleatures for realtime
3D/4D acquisition. It consists of a mobile console with keyboard
control panel: color LCD/TFT touch panel, color video display
and optional image storage and printing devices. It provides highI
performance ultrasound imaging and analysis and has
comprehensive networking and l)ICOM capability. It utilizes a
variety of' linear. curved linear, matrix phased array transducers
including mechanical and electronic scanning transducers, which
provide highly'I accurate realtime three dimensional imiaging
Supporting All standard acquisition modes.
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Device Modification: This mnodification consists of a change to thle labeling for thle
previously cleared SonolT feature. Additionally, the previously
cleared probe RAB4-8-D had been re-introduced to the Voluson
E Series and a correction to the transducer application Obstetrics
oil the QL-D have been made since thle previous clearance.

Intended Use: The device is a general purpose ultrasound system. Specific
clinical applications remain thle same as previously cleared:
Fetal/OB: Abdominal (including GYN. pelvic and infertility
monitoring/fIlice cdevelopment): Pediatric: Small Orgaii (breast.
testes.~ thyroid etc.): Neonatal and Adult Cephalic: Cardiac (adult
and pediatric): Musculo-skeletal Conventional and Superficial:
Peripheral Vascular: Transvaginal: Transreetal

Technoloiw': The Voluson E-Seis emnploys the same fundamental scicntific
technology as its predicate devices.

Determination of Summiary of Non-Clinical Tests:
Substantial Equivalence: The device has been evaluated for acoustic output.

biocompatibilitv. cleaning and disinfection effectiveness as wvell
as thermal, electrical. electromagnetic, and mechanical safety.
and has been found to conform with applicable medical device
safety standards. The VoIlson E-Series and its applications
comply with Voluntary standards:

I . 1EC60601-l. Medical Electrical Equipment - Part 1:
General Requirements for Safety

2. IEC60601-l-2. Medical Electrical Equipment -
Part I -2:General Requ iremrents for Safety - Collateral
Standard: Electromagnetic ComnpatibilityI
Requirements and Trests

3. 1C6060 1-2-37. Medical Electrical Equipment -

P'art 2-37:P1articular Requirements [ur [ile Safety of
Ultrasonic Me di cal D)i agnostic anid Mion itorinrg
[Equipment

4. NEMA UI) 3. Standard for Real Time Display of'
Thermal and Mechanical Acoustic Output Indices onl
Diagnostic Ultrasound Equipment

5. ISO 10993-1. 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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7. 15014971. Application of risk management to medical
devices

8. NEMA. Digital Imiaging aiid ComTmunications in
Medicine (DICOM) Set. (Radiology)

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

0 Risk Analysis
0 Requirements Reviews
* Design Reviews
0 Testing on unit level (Module verification)
* Integration testing (System verification)
0 FinalI A cceptance Testing ( Vali dat ion)
* Performance testing (Verification)
* Salcty testing (Verification)

Transducer materials and other patient contact materials are
biocoinpat ible.

Summary of Clinical Tests:

The subject of this prernarket submission. Voluson E Series, did
not require clinical studies to Support substantial equivalence.

Conclusion: GE Healthcare considers the VoILuson E Series to be as safie. as
effective. and performnance is substantially equivalent to the
predicate device(s).
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D~iA~TNI~iOFiIEL~II& HIUMAN SERVICES lu'wII~jI c'v

Food and D)rug Adminatuai,.,
10903 No, ilnt'pshire A 'tn I

November 8. 2Q13
U:F I-IFA I :ECA RI
BRYAN BEl-N
R]iGULTJ~ORY AFFA IRS MANAGIER
9900 W INNOVAITION DRI\1E

\LJUWAI OSA Wi 53f226

Re: K 132913
Trade/Device Namei: Voluson1 E16 /F8 S / E.epert / li8ex\per ini ted [Edit ion I: 10I
Regulation Numiiber: 21 CUR 892.1550
Regulation Namne: Ultrasonic pulsed D~oppler imiaging system
Reguilatory Class: 11
Product Code: IYN. IYO. IX
Dated: October 22, 2013
Received: October 24. 2013

lDear Mr. Blin:

\We have reviewecd y.our Section 5 10(k) premarket notilication of intent to market the device
referenced above and have determined the device is substanitially equivalent ([for the indications
for use stated in the enclosuire) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976. the enactmrent dlate ofithe tMedical Device Amendments. or to
devices that have been reclassiflied in accordance wvith tile provisions of'the Federal Food, Drug.
and Cosmetic Act (Act) that do not require approval of a premarket approval appli cat ion (PMIA).
You may'. there fore. market the device. su bject to the general controls provisions of the Act. The
general controls provisions of the Act include rjeqmients Imr annual registration, listing of'
devices, good m1an ufacturing practice, labeling. and prohibitions against imisbrandi ng and
ad a teration. P'lease n ote: CI)R I I does not evil Iuate inftormat ion related ito contract Iliab ility
warran ties. We rem in d you, however. th at device la be li n must be troth~u Xii[d not imis leading.

This determ inatiofl of'substantial equivalence applies to the hI lowing transducers intended for
tise with the Voluson 1E6 / ES / F~exoert / F.Sexpert Liited E-dition 1: 1i0 lDiaenostie Ultrasound
Systemis, as described in your premnarket noti fication:

Transducer Model Number

RA132-5-D) 121) 3So-I
RIC5-9-1) P61) C4-8-I)
RNA5-9-l) I II.-) RA136-1)

4C-I) CI1 -5-I) eM,6C
IC5-9-l) MvI1.6-15-1) S4-10-1)

RSP6-16-i) RMv6C RA 134-8-1)
RIC6-12-i) RRIE5-l0O-D

QL-D RM141,



Page 2-Mr. Behn

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA).
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Pants 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 80 1); 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 53 1-542 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 Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
littp://%www.l'da.gov/Mcdicalflcviccs/Resotirccslbr1YOL/idsrv/deratlt.lim. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2 ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.aov/MdicalDcics/Saclv/RcnortaProblii/dClaLlt.hrni 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) 796-7 100 or at its Internet address
htto://www.fda.eov/MedicaiDevices/ResorcesforYou/dustrv/default.htmf.

Sincerely yours,

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

and Radiological Health
Center Car Devices and Radiological Health

Enclosure
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Concurrenc oICDRII. Mi1ce of n Vitro Diagnstics andIR laiolo. Ical Ilea.1111 (01k)
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Indications for- Use Formns

The following forms represent indications with clinical applications and exam types
along with the modes of operation for the Voluson E Series system and for allI of its
probe/mode combinations. Combinations identified as 'P" represents those previously
cleared with the unmodified VoIluson E6/ES/E8Expert/E 10 and "E'" are those that have
been added by Appendix E of the FDA Ultrasound guidance. This modification did not
add to the previously cleared system level or transducer indications or clinical
applications.
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Diagnostic Ultrasound Indications for Use Form
GE Voluson E-Series

(Voluson E6/EB/E8ExpertlE8 Expert Limited Edition/E 101
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modc ol 0pration
Cl~nk~,I Applicalion II M MVN (W Color Color M Powcr Lonitned I larnmonic Called Other

Anotonn'Negioso c/ervr, IMppler Doppler Doppler Doppler IDoppler Mudcs' lmaging Pulse [Nniesl

Ophthalmic

Fetal / Obstdeis"' P P P P p r r? p p p 1 .6.91

Abdominal"' P P P P P P P p p p [$.6,91

Pediatric P P p p p P P P P P 15.9!

Small OrlumPI P P P P Pn P P P P P 15.6.91

Neonatal Ccphalic P P, P P P P, I? P P P 151

Adult Cephalic P P P P1 p p, p P P P

Cirdiac'' p p p P p P p p P P 151

l'L'ripherhl Vaw ular , P, P, I' 1. P, 1, P P 1 5.6.91

Musculo"Skclewl (o'onIociiwl P P P P, P P P P P I 5.1,4l

Mu.P'ulo-,.kCICWl SumP~rI'lCil P P p p p p P P I .69

Other

&c Inn t Ap eon, .iJC'css____

Trimsesophatico

Triansrcctall" P PI P P, P PT P P P 1 5.6.91

Transvaginal P P P P P P P P P 1 5.6.91

Trmnsurelhemi------------------------------------

Intraopcratie Nuooia

N -new indication: P - previously cleared By FDA; E = added under APpendix E
Notes: [11 Abdominal includes renal. GVNIPelvio.

121 Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
13) Cardiac is Adult and Pediatric.
151 30/4D Imaging Mode,
(61 Includes imaging of guidance of biopsy (2Di13Di4D).
171 Includes infertility monitoring of follicle development
(81 Includes tolotylpfOlstate.
(91 Elastography imaging. Elasticity
(*I Combined modes are BIM. Mlotor M, 8/PWD or CWVD. BJColor/PWD or CWD. R/Power/PWD.
() 40 color Doppler

(PLEASE DO NOT WflITE BELOW THIS LINE 'CONTINUE ON ANOTHER PAGE IF NECEDD

Concurrence of CDRH. Office ol' Ii V itro Diagnostics and Radiological Health (01 R)

Prescription User (Per 21 CFR 801.109) Page 2 of 24
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with RA82-5-D Transducer

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

Mode ororxraion
Clinical Application PW M CW Color Color M Power Conibind liarotonic Coded Otlher

.4noamornRegiao atInerest -T m Doppler Doppler Doppler Doppler Doppler Mod"S' Imaging Pulse Newcs)

ophthalmic

Fetal /Otcttrics' P P P p P P I, P P P 15.61

Abdominal'" P P p P' p ps p P p lp 15.61

Pediatric

Small Organ'"~

Neonatal Ccpliahe

Adult Cephilic

card,=c",

Peripheral Vascular

Musculo-sLeletall Conventional P P P P P P p p F P 1 5.61

Musculo-skeletall Superricil ____

Other

tvti, Trpe. Mfew.a4cc

lruinwcsphagcal

lr;,nsccil,

lran~urcih r~

lnlraorerati'e

lnttaopcrativc Nurological

Intruvascular

N = new indication: P previously cleared by FDA: E. added under Appendix E
outes: (I I Abdominal includes renal. CYNIPclvic

(Sj 31/40 Imaging Mode
161 Includes imaging orfguidance of hiopsy (3D/4D1
171 Includos in(Lfldlai monitorinsg or follicle developmnt

I*ICombined modes are H/M. ll.'olor M. IVl'WI) or 0AWI). HiColor/PWI) or ('WI. l/Peme/PWI)

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

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (01R)

Prescription User (Per 21 CFR 801.109) Page 3 of 24
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Diagnostic Ultrasound Indications far Use Form
GE Voluson E Series with RICB-9-D Transducer

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

Mu'c~ol ration
Clinical Application M w ( Coo CliM Por orin Ijm ic . d Ohr

.. lns,.n Reg .... PathL'. Doppler Doppler Doppler Doppler Doppler NModt lrnmping Pulw IN01,N)

Fetl C Oih...tcr,& I' PITI P PF P 5I4'F91

AbdoinalM"'

redJirinc

Small Organ'i

Neonatal Ccpbalic

Adult Cuphalic

Cardiac"'

Peipheral Vasocular

Musculo-skeletal Co~nventional

Musculoskecml Supcriewd _____

Othcr

Evm", Typ. Ie,, fArs

I rurnsewphagcal

Tronsrecial'' IF p pF p pF p pF P P 15.6,91

Trunsvagirexl IF P PF P PF P p P p 15.6.4)

Immnuretheral

lntropiaerait

lntroptcraiivc Neurological ___

lntravncilar

[Aparoscopic

N fl= nwIndicattion. P' 1W Ne LISIV Cleared IT) I'DA. Fadded under Appi~rdi% F

Nnoe, 15131)141) hl,i; NIKie
[I Inllude, uiatig Wr guodiuccol h ...p,' (31) 4)

I17I Include% inl'rlilii% notiorrilg ol'tillicle dewlipitkII
181 Incuadc' urug' :pjiI,(av

I')) Flaiogriphiv Imaging. lat,tt
I0 1 C ombained mo~des ire 111IM. I '(olor M.I lWl) or CWD. IVCoIor/PWi or CWD,) tIou er/Itei).

(PLEASE DO NOT WARITE BELOWY THS LINE - CO0TINIJE ON ANOTHER PAA3 IF NEEDED)

Concurrence of CDRH. office of In Vitro Diagnostics and Radiological Health (OIR)

Prescuiption User (Per 21 CFR 801.109) Page 40of 24
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with RNA5-9-D Transducer

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

Mode ororaLifan
Clinical Application D M PW LW Color Color M Pow~er ',onmbind Itarmonic Coded Other

AnareoViegron of Ineres, Doppler Doppler Doppler Doppler Doppler Modes* lnmaging Pulse (Not"s)

Ophthalmic

Feast/ Obstetrics" p P p 1 p p p, P P P 1 5.61

Abdominal'" P P P P P P P P P P I15.61

Pediatric p P p p p p p p p p 15.61

Small Organ' p___ p. p 1I P P 13.61

Neonatal Cupaln: P P P P P P P P P P 151

Adult Cephulte

Cardiac", 1,PI' I P P P p ' p 151
Peliploeral vawcular P 1' P 1. p p p p P P 13.Si

Mwculo-sjeletal C ... mt...onal r p p p. p P p p p p I 3Ski

Mmnculo-skelcinl Superficial ___

Other

Evnu Apy. WerfnsqrA,-es

I ransesoiphageal

Trnnsrcccwl"

Traunsvagiral

I ransuret eral

lnirooperati' ____ -- - - - - - - -- - ____

I ntrooperahi re Neurological

Inttavow.ular

laparoscopic
N = new indicaton: II' pwcvIoasly cleared by FDA: Ei udded under Appeindis F
Notes Ill Abdumarnal i, Neonatal and pediatric

121 Small organ includes breat. itetes. Ih)rold. salivar gland. I'mph nodes. pediairic and neonatal patients
131 Cardic is Neonatial and Pediatric
(3) 31)140 Imaging Mouk-
161 Includes imaging of guidance: ofhiopsy 131)/41)
1-1 Combined nmodcs mre i/I. Il/tot, M. I/IWI or CWI). ttkolor/I'WI) or CWI). IlJiloer/PWI).

(PLEASE O Norw ITE SELOA THIS LINE -CONTINUE ON ANOTHER PAGEIF NEEDED)

Concurrence of CDRH. Offlice of In Vitro Diagntics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801,109) PageS5 of 24

20



GE Healthcare
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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:

ClniilApliatonP CW Color Color M Po.,vr omnvL Harmonic Coded Giber

AnclonivRtgron, of Intrerst Doppler Doppler Doppler Doppler Doppler Modc&i Imaging Pulse I NTes)

Ophthalmic

Fetal /Obstctries t  P P P P p P P P p p. 161

Abdominal'" p p P P P p P IF P P 161

Pediatric

smaill organV1
-  _ _ _

Neonatall Ccpholic

Adult CephaIic

Cardiac'"

Peripheral Vascular P P P p P P P P P P 161

Museulo-skclelal Con~eniional

musculo-skelclal superlicial------------------- -------------

Oiber

Troisreccial

I1runs',vginol

Trunsurc~~i

lntraoipcmaLiv Neurological

Intiriiscular

IN new un d~uiin P p reviously cleared by FDA: F. added wider Appendk F
Notes: Ill Abominal includes rinal. GYN/lelvic. urology

161 Includes inmaging of guidance of biopsy (2r))
171 Includes inlttiliiy monitoring urofiie devclnpmenl

I- Combined moades are HIM. ReC.lor M. l)/PWI) or CWI), OlCoiIorPI or CWI). HIPowerIPWl).
(PLEASE D0 NOT WRITE BELOW THIS LINE.- CONTINUE ON MOTHER PAGE IF NEEDEDI

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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Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with 1C5.-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

madvaropcaLion

Cliicl Aplcaton B M PW CW Color Color M Powvr ConbincdlHarmnic Coded Other
linicm,'alAiaion fT -InTeDoppler Doppler Doppler Doppler Doppler Modes* Invaging Pulse [Nots)

Fetal t Obsictricsr1  p p p p 1, P I' I 6.9

Smnall Organ";

Nenal Cepitalc

Adult Cephalic

CardiacI'

PperaIu Vascular

M usculo-skelewl Conventional

Musculo-skcleol superficial

Other

Evan, TW*v. Man;ur qf(ccess

Tnmonscsophasenlt

TonsetlIP P P I P P p p P P 16'.91

Tnsuvagtinal p p I P r P 1, P P 16.91

Irainsutetheral

lntmopraisvc

Iniroperative Neurologicasl

Intoscular

Laparoscopic

N =new indicatin: P - prvviousl> cleared hi' FD)A: 1i' -addedl wider ApvPcnd% E
Nine% ti 16 nvludics irrging 01' guidance of hsnpsy (21))

lii Includes inil ' monlising ;af rullic dvo pivrul

II lincludes urolugv/Npros Lac
191 Flostography lImagint-ls. mls

N( .Iombined modes are HIM. il/Colur M. Hll/WI)or CWI). li/Colctrfl'WII) or CWI) H/Poner/l'WI)
(PLEASE 00 NOT MRITE BELOW THIS LINE.- CONTINUE ONMAOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109) Page 7 of24

22



Premrket GE Healthcare510(k) Pe aktNot ification Submission

Diagnostic Ultrasound Indications for Use Form
GE Votuson E Series with RSPB-16-D Transducer

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

____- - MrielOrm ion _ _

Clinical~P Aplcain, W Color Color M Powe Conbined Harmionic Coded Other

Awl."ORIIRLgiI Intem, F DoppIer Doppler Doppler Doppler Doppler Modes' Imaging Pulse INotes)

Oplahalmic

Fetal / tDhsrclric,''

Abdomninatli'

Pediatric ps p P Is Is p Is p p 1s.@1

Small Organ' 1l p p p p P, to ' p 1. 5.6)

Neonal Cephalic

Adult Cepkjlwi

Cardiac'"

peripheral Vascular P P P p p Ps P p p i5.(,l

Musculo-ALetal Co.1itinal P P P P I. ps p p p 1.,

Nluwulo-skecleil Superficial P 1, li P I' 1. 1' I' I'ii

Other

Lyca, pr fej / ss

Ir nostrphage a

Transrcctal"'i

Transivaginal

Intorartaive

lniwrolvc Newrolopical

Irnrasivular

Laparoscopic ________ ___

N = new indication. P= pro mut, cleared by. FDA: F =added under Appendix E
Notes; 12J Smaill organ include., breast. lLNces. thyroid. .huIri gland. lYmrph nodes. peiatric arnd neonatal patienti

15 3141) liranginig Mode
161 includes imaging of guidance orl biopsy 001141))
1*1 Comnbind monds are Il/N. B/Color MI. Ft/lWI) or CWD. BICulor/PWI orCWI). B/PosowrIWI)

IPLEASE DOWNT W iTE BELOWN THIS LINE. CONTINUE ON AOTHEIR PAGE IF NEEDEOj

Concurrence of CDRH. Offie of In Vitro Diagnostics and Radiological) Health (01R)

Prescription User (Per 21 CFR 801,109) Page 8 o124
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510(k) Premarkei Notzification Submission

Diagnostic Ultrasound Indications for Use Form

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

Clinica AplcirnWM .A Color Color M Po,,er Conmbined Harmonic Coded Other

Anaionov'Region oWlorrest ope Doppler Doppler Doppler Doppler Mod&s Imaging Pulse (Notes)

ophthalick

FcwI Iobselric:5"' P P P p P P P P 11 1 3.6]

Abdomnall'

Pediatrie

Small orgun:z

Neonatal Cephalic

Adult Cephalic

Curdiac'

IPcripherail Vascular

Nliuaculo-skelaIl Convenjonal

Musculo-skeletal Superficial

other

Eruni Type, Mean, afAccess

Irjsnscophageol

roreil'P P? P p, F, p p P P 56

'IraoaginaI p p p p, 11 p P p p p 5.6j

1 runsurvilierul

lnliroperaliie

Iniraoperative Neurological ___

Iiiiravasculair

_LEparoscpi I I r__

N -new indication. I- - pirevously clearcd by FDA. F =added under Append, I.
Notes: 151 3D140 Imaging Mode

[61 Includes imnaging orgidance or biopsy (3D14D)
[7) Includes inferiliy monitoring offollivle dc~clupnrni

191 Includes urology/proune
I- ICombined modesawe RIM. il/Color M. IV1WI or CWD. HCoIor/PWDlorCWi). II/Poiier/PWI)

JPLEAWSE 00 NOT WRITE BELOW THIS LINIE -CONTINUE ON AMOTHER PAGE IF NEEDED)

Concurrence ofICDRH. Office orfIn Vitro Diagnosuics and Radiological Health (OIR1)

Presciption User (Per 21 CIFR 801.109) Page 901f24
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5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with 9L--D Tmansducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Niode or Operain

1111Au Aplcain i Cotlor CoI.,r NJIssPo'cr Lonihsncd Harmonic Codcd Other

ulNomnn Argin "I In:,,,, Dloppler Doppkcr Doppler Dloppler DOppler Moini Imtaging Pulse I Noti,

O phthalmic -I

Fea C Jh,.rircs' F E F 1. E. E 1" F.F 161

p'ediatric 1. P P , Is P P P P I 1 6 1
Small Crpu&: 1, . P Ps Ps P P P P Ps (61

Neonatal Cephalic

Adult Cephalic

Cardiac'

Peripheral Vascular p ps P Ps p ps p P ps 161

Musculo-skeIlal Conventnional s Is P P Ps P Ps Is P Ps 161

Musculo-,keleial Superficial

Other

Evan, Ahpe. .%eu,. .?fA. ret,

'Iran,.csophageul

Traiisrecul

Tranvaginal

Iromsurcihcrvl

lniraropemtive

initanpnilive Neurological

Intit~vr~culat

ILapazisopsc
N - ov%, ndcation. PI"-v peu~u~ I cleasre h% II DA. 1, added uiuer %ppendi% E

Notes. 121 Small o~rganl invludes hrust. le~e, tkn d, ,.alIvan gland. lyvmrh notivs. pedialite and nental p:.iicot.
Ifj Inctude Imaging olpuadanee i hiops' 121))
(71 includi ,inkrilivoorit nwuro l~lce development

11Combined mosdes are FI/M. Il/Color M. ltlW)or CWI). Ht~alsoiWI) or CWI). II/PloowrfPWt)

(PLEASE DO NOT WRIrE BELOW THIS UNE . CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRHK Office of In Vitro Diagnostics and Radiological Health (OIR)-

Prescription User (Per 21 CFR 801.109) Page 10 of 24
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GE Healthcare
5 10(k) Prernarkei 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:

ClincalAppiesMode or opelion
liilAp laion PIM N CW Color Color M Powcr Conmbined llarinonic Coded Other

Anoionntv'Region of Injetest -; F - Doppler Doppler Doppler Doppler Doppler Modes* Imnaging Pulse j1foics)l

Ophthalmic

Fetal /I0ObsIttics"'

Abdominal"'

Meanrw

Small Organ':'

Neonatal Ceplialic

Adult tcphalw I

Cardiac

fPcephvral Vascular P

NI~~~~ ...l~N~lLa Cnnentonal

Muaculo-skejl Superiieal

Otr

Erna, 7Wr.e Mew,, ofAccess

'nI nsesophisgcal

'rranirecial

Tranmivomll
rran soret ivini

Introerativc

lnraopcrotivc Neurological

In; ravascular

I a 1paroscop mc
N = nuw indication. 11Ppreviously Cleated bwy FDA: E. added under Apperadix 1
Notes. 131 Cardiac i% adult and Pediatric

(PLEASE Go HOT WRITE BELOW THIS LINE - CONTINUE OWANOTHER PAGE IF NEEDE~i

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR1)

Prescription User (Per 21 CFR 801.109) Page 11 of 24

26



0GE Hatcr
5 10(k) l~remarket Not iflcaion Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with P36D Transducer

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

Made of Oricrivaon

ClnialAplcaio, n PW ClY Color Color M Ponvr 'outhicdl IHarm~onic Coded Other

A..ftl-flnVf I,f/ftd,*f 7 Dople Doppler Doppler Doppler Doppler modvs' imaging Pulse Hmoles)

O)phthalmic

Fclal I Obsteric'"

Pediatric

Small Orgun'1I

NLonatal (ephalic

Adult Cephalic

Cardiacl"

Peripheral Vascular P

Musculo-Skctal Conv~ent ional

Mu'culn-s5eleal sugwrliciul

Other

Kumnh lA . it..tuaIl n

IlranrsmPhageil

Iruaisrectul

I ran, agi nl

'Iran,urcihcrul

tnamoprall~t

lniraapcrative Neurological

Intravaseulur

laparoscopic ____

N = new indication: P - pirmvknnly ceared by FDA: EF added under Appendix F
Notes 131 Cardiac is, adult and Pediatric

(PLEASE DO NOT WRITE BELOW THIS LINE.- CONTINUE ON ANOTHER PAGErI NEEDED)

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

Prescription User (Per 21 CFR 801.109) Page 12 of 24
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with I1L-D Transducer

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

Mode, of Operation-

Clinical Aprilication M W CW Color Color M Power Lornb'nt liarmonki Coded Oiber

Anolnry'Iiegton ofinee T -- Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse jNotcs)

Ophthalmic

Fetal I Ohatrtrcs''

Abdomnral"'

Pediairic P P P P P P P F' p I6!41

Small Orgun" ' P P 1. P lI P 1, P P 1.91

Neonatal Ccphalic

Adult Cephalic

Cardiac"

Peripheral Vascular P P P P P P P P P 16.91

Musculo-skelelal Convenlional P P P P P P P P P 16.91

Museulo-skelctal Supeficial I' P I' P P P P P P W691

Gier

Ean, 7Wvre. Meumr qfAccess

runnsophageul

I ransrectal

Transvoginal-------------------------------- -----

Irnsurtiheral

lntropcnaivc

lntraoipcrativc Neurological

Intravicular

I aparoscopic
N - new. indication; P = prcviusly cleared by FD)A: F added under Aprkendi% F
Notes' f21 Small organ ncludes breast. testes. dtiroid. salivar> gland. l.Ymph nodecs. rwediatric and neonatal rrtlin6

[61 Includeh imaging orguitkinvu urbitpsv (21)1
f~1 Elaestography Imaging- 1Elasticit>
1*1 Combined modes are H/M. BiColor M. B/I'WI) cor CWI). B/Color/PWD or CWI). B/lowr/PWI)

(PtEASS WONOT MRITE BELOW~ THIS LINE -CONTINUE ON MOTHER PAGE IF NEEOEO)

Concurrence of C D RH. Offi ce of In V itro Diagnost ics and Rad iologicalI Hecalth (0Q1R)

Prescription User (Per 21 CFR 801.109) Page 13 of24
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GE Healthcare
5 10(k) Premarket Ntification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with CI*5-D Transducer

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

Clinil Application R M pw CW Color ColorieM Potner 'ornbha lsrmomnie Coiled Other

AJnarnR~iegion ofInterest I~NPPlCr IDoPPlCr Doppler Doppler Doppler Motdes' linaging Fulse [Nowc d

Ophnhalmtc

Fetal , bstetrica' P P P 1, P P I P , Pa 161

Abdnfolma'' I .l* 1, 1, P P P 1, 11 161

Neonatial Ceplialic

AdulCvphalic---------------------------------------------

Cardiac'

i'criplicral Vascular p 1, p' I' P P P P 1, 1, 16

Musculo-skl~vclal Conscntroiiol

Musvulo-skclewal Superficial - - - ____ --

Other

b.z,1 %lpeean, qf.4, vst

'Iranschophigeul

Transrectal- ___ - - - ___ - ____ - -

inssaginal------------------------------

lntrassperaivte- - -

lntruoperata'e Neurological------------------------------------

InlravaCular

N newic indication: P = plevaousiy cleared try FDA: Ei adde undr Appendi., Ei

Notes I II Abdominal includes renal. (iYNIPelvic. tlrolopv

161 Includes iimaging orguidince or'hiopsy it)
71 Includes inrilaitynaloring ot rollicle deveopmrent

rIlCcublied tiode, arc W~M. WoAn, M. I3/I'WIL)or CWD. l3,Colo,fl'WD or CWD. 1/PovsriPWt)

(PtEASE DO NOT aIRIT BELOW THIS LINE. CONTINUJE ON MNOTHER PAGE IF NEEOEOI

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health COIR1)

Prescription User (Per 21 CFR 801.10) Page 14 of 24

Diagnostic Ultrasound Indications for Use Form
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GE Healthcare
5 10(k) Premarkei Not ificat ion Submission

GE Valuson E Series with ML6-15-D Transducer

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

I niv . l ApLV.il Bt %I I, Cupt... co.l.r M liii" yr itnihi nvd li krnonL- (idyd 01K

lmornr'Rrg ...I /f Inrrrp liupp, Doppler IDopptcr tDopplcr Doppler M,,dcs' Imiaging Puts.IK Notes)

O)phthalmic

FEWa I Obstetrics'

Abdominal"'

pediatric P P p p P P P P P £6891

Smiall Organt  P lP P P P P P P P 16.91

Neonatal Cophalac

Adult Cephalic

Carijac'

peripheral Vascular P P P P P P, P P P "16q

MusculvskLcetaI Con,cninal P P P II P P. 1. I' I' 169

Musculo-sLewil superficial P P P P P P P P P It6.91

Other

1trata Iipt. Mean, qf.-Iree

frnctophagenl

Tranarcelal

I araal

Iraosoyet the,

Itraoprittive

lntrittperuixc Neurological ____

lntraasculur

Laparoscopte
N nw. indication. 1' = previously cleared hFDA. Fi added under Appendix I;
Notes: 121 small organ includes bareast, tess thyrid, salivary gland. lymph nrodes. pediatric and neonatal patients

161 Includes imaging oftguidance or biopsy 421)j
191 Elasaograph~v lnagin8-t'losticity,
I11 Combined nmoces =r 111M. 0/Color M. JWID or CWD. BIColorIPWD orCWD. Blpowgr/PWD.

(PLEASE DO NOT MfITE BELOW THIS LINE - CONINUE ON AN4OTHERl PAGE,;F NEEDED)

Concurrence orCDRH. Office or [in Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CPA 801.109) Page 15 of 24
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GE Healthcare
5 10(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:

Mode oI Operaionl

Clncl plcainM PW C%% Coltor Color M Potter orobincd Harmionic Coded Other

A:, ... ru Wfnrc. ~ppler IDoppler Doppler Itippkr Doppler Mode( Ima~gingV l'l Nol

Ophithalmic

Fcwl ! stctincs 1, p P P, P P P P P 1 5.61

Abdominal I' I' r p p p p p p I.,

Peiari , I' P . 1, 1. It I 5.6)

smrall Orgahhla

N%,onvtel CephalicI II I

Adult Cepholic

Cardia"'

Peripheral Vascular

Mluculo-skelcwl Conventional It , 1, P I' P Pt i P 15.61

Musculo-skekial Superficial

Oter

tan, '01R. Atean. "fActerx

Trintesophoeal __

Trainsrcctol

Trumvginal----------------------____ - -___

Trunsurellheral

Intraipicratitc

Intranperative Neurological

littravascular

Lapatoscopic

N - on, indication. -' Pic, u,slv cleared h, l) 1. -idded uwider AppcndiN F
Notes, III Ahdl,nhmal ,wiwje' rc,,iI.S .Id . I Urolo,

151 31)141) lmaging %lode
161 Includes Imaging til guidance titbiortsy (31) 4)
17I Includies inliliiv. monituoig oflbtolicle detclopnii
161Coineind odeispare IM. IColor M. Bl/PWI orCWl). t3.tolo/PWDor CWI). litPOwer/PWND.

(PLEASE DO NOT WRiiiTE BELOW THIS LINE -CONTINUE ON ANOTKER PACE IF NEEDED)

Concurrence ofrCDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109) Page 16of 24
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with RREB-10-D Transducer

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

ClnialApliatonP CWN Color Color M Po~cr Combined I larinotnic Coded Other

Ananoan'Regwan ofneresr Doppler Doppler Doppler Doppler Doppler Mlodks' Incoging Pulse INotes)

Ophthalico

Fetal / Obstetrics''7

Abdomnnale"'

pediatric

Neonatal Cephalic

Adult Cvph~te

cardiar''

peripheral V'ascular

Nluculs,-,deleal Cos,'cotton,,

Nlusculo-sklelal Superficial

Other

,in 7W'.'. Meas qf Ac, err

rrunscsoluagcal

Transccst' P P Ps P p p p Is P 15.691

Transagnal P IP ps p p P P Is P P 5.l

1Irunsureihorol

Intiopttiait

lniraoipcraivc Neurological--------- -------------

Intavascular

La paresolac i

N - new indicatson. P -presinusly cleared by FI)A: In aded under Appesndix E.
Notes: 1S1 3D/440 ltnotit Mode

161 Includes imcaging of -guidance or hnops (31-)14)
181 Inludes urolog)fprost'aft
191 Fla.,tographiv mI-aginn. llattcia

*1 Combined maldes are 1PM%,. BAtohM Il/l-Wl),,r C"WO. lIttrlW) C WD. ll/!'ocrIII)D

(PLEASE aO NOT WRITE OELMN TNS LINE.CONTINUE Ott ANOTtICSPAGTE it NEEDO)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health cOIR)

Prescription User (Per 21 CIFR 801. 109) Page 17 of 24
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GE Healthcare
510(k) Prernarket Notl flation 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 follows:

Mode00 ni) mlo
Clinical Application B M PW CW Color Color M Power Combined Iharmonic Coded Other

AflhlJODIV'Region oflIneres, Doppler Doppler Doppler Doppler Doppler Modes Inmaging Pulse [Notes)

Ophthalmic

Fenal I Ohsacries'

Abdoninall t

Pvdiatric p p p, p P P F p p 15.61

small ltgan,'1  1, P I P P I P P, P P, P 15.61

Neonatal Cephalic

Adult Cephlic

Cardiani"

Peripheral Vascular p p P p p p P I' P 1 S.6j

Musculo-skletal Convertional P P P p p p p p p [ 5,61

Mtnculo-skctetal Superl"Ieral P p 1. P P P P p 1, 15,61

Other

I ran ,phaguI-

Iran srcIal

rrani'aymoI

Irariurehera

lntroperoii~e

lntropcrativc Neurological

Irnt,,ascular

1-aparoscopic
N - new indication P m previously cleared by FDA: E. Lidded under Appcndi% I.
Noies: [21 Small organ includes breast. testes. thyroid. salivary gland. lymph nodes. pediatric and neonatal patients,

fSJ 3D/fl Imaging Mode
161 Includes imaging ofigocnc ofbiopsy (3i3/40
10f1 Combine~d roodt, are WIM. B/Color Mi. ll/l'I)D or CWI). ll/Color/1'WD or CWD. B/Povecr/I'WI1).

(PtEAISE Do NOT WINFUE BELOW THIS5 UNE . CONTINUE ON "NOTHER PAGE IF NEEDED)

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

Prescription User (Per 21 CFR 801.109) Page 18 of 24
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with 3So-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Malt orOjrcaLion,

Clinica Aplcain N C W Color Color 10 Power ,ohncd I Wnnowi 0,10d (111w
,In,,rn~ri~n ,M.,tsvI)oppltr Doppler Doppler [)appler Doppler Mode' lImaging Puls I Nots

Ophthalmic

Fevial / O hmeir,' P I, P 1, , I' 1, P P P

Abdominal'" P P P p p p p p F p

Pediatic P P P P P P p P P p

small organ':,

Nconznal cphalic-----------------------------------

Adult Ccphalic P p p p P P p p p P

Cardiac"t' IF p p, 1 p p P p p p,

Peripheral Vascular

Mtnculo-skectal Conventlional

Musculo-skllaI siuperficial-------------------- ----------- ___

Other

fLxan, Type, Means uf Acessn

'Ir nsen.ophagcul

I ruictlal

Irniwagid

I ransurlemro

Intioperalie - ____

Iniraoperaitt Neurological

Inirava cular

laparoscopie
N =ne. indw.Icatio. P = rcviouIy cleared h'% FI)A .Iiadded under AppcnIm E

Nols I II ,Al'onvnaI include., renal. (-YN;PeI' w
131 Cardian i% adult and Prediahic

III Includes inrertili, monitoring ofi Follicle dcelhiponien
101 Combined miles art' (IM. IIIColor Ni. Ii.PWI) or CWI). lVColor/fl'WD ot CWD. lI/ocetI'WI).

(PLEASE DON~OT WRTE BELOW THIS LINE. CONTINUE ON MtOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office ofin Vitro Diagnostics and Radiological Health (0IR)

Prescription User (Per 21 CFR 801.109) Page 19 of 24
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GE He althicare
5 10(k) Premarket Notificat ion Submission

Diagnostic Ultrasound Indications for Use Form

GE Valuson E Series with 04-B-D Transducer

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

Modeororation ____

Clinical Application B M Pw (W Color Color M Power .onib' liarnionic Coded Other

Anoronn'Regon of innres Doppler Doppler Doppler Doppler Doppler Modes* imaging Pulse INotes)

Ophthalmic

FicuiI / flbwiri& 1' p p 1, p p p p, P P p 16

Abdominail"' p p p P, P P P PF P P 161

redcainc P P p p p p pT p pF p 161

Smrall Orgun:I

Neonatal (epthalw - --

Adult Ccph~ilic ___-- -- -

Cardiac'"l

PcraplwraI Vascular p . I' P, p p p p p p 161

MIu,,culoi kelctal C,,nventiorwl - ____ - -- - ____

NIculo-skctal Superficial - ____ - - ____ - - --

Other- -

Eri Tvpv.. iewn ojicen I

Traortcal-

Irnuricie

Iniraopecralive Neuroilogical

iniravascular ___ - -- - - -- -

LaParoscopi; .- - ----

N -new ,ndicunw. I' = prv,.ouslv clared by, FDX. I. added unider Aprvndi F
ois I II Abjomnrvjl includes rcnl. GYN/l-elt I. I rlning

161 Include, imagig ofguidance,) ofbapy (21))
171 lridlt, . nicrtil it , ars ... S. 11olI di cl, pa ..It

I-* I Conral d md.k, are HIM. M~lrrN. H1)I'WD, I) D. llDl~'' )or CWDI. Ili'. cr/P" 1).

(PLEASE DONOX WRlITE BELOW THIS LINE - CONflNUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORN, Office of In Vitro Diagnostics arnd Radiological Hoalth (QIR)

Prescription User (Per 21 CFR 801.109) Page 20 of 24
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GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with RAB6-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

N tie orI i)peralionI

ClinicalP AplClo W Color Color MI Power aolumcd llarnlonc Coded Other

Anaronn-Region ofIrnevax _____ 7 Doppler Doppler Doppler Doppler Doppler Modes* imaging Polk, I Notes)

Oplahalnuc

FeralI/Obsrcirics'' P, P P P P P p £! P P I 5.61

Abdominal"' P P P P P P P, P P P 15.61

l'cdliaLInCp p P P P p P P 15,61

Small Drilan'
21

Neonatal Cephalic

Adult Cephatic

Curdiac"
1

Perpheral Vascular

Mu,.culo-Akelell Cojirnti...nal P P P P P P P P P P 15.61

Ntsculo-skeletal superficial ___

Other

ransto~ageal

lranireeiaJ

ralissugi nl

runsurctlierul-_____ -

Introoperamie-

lniraopseroaie Neurological - - - - - - - -

Inlravasculair

L-p-aoscpic
N = nw indication: P =prev iously cleared by FIA: E =aded under Appendix F.
Nines: I IlJ Abdominal includes renal. GYN/Pelvic. Urology

151 3D/4D Imaging Mode
161 Includes imaging or guidiane ol hinposy (3D31AD)
171 Includes Infetiality monitoring of rollicle development
I - Combined modes are fl/M. II/Color M. H/PWI) or CWD, l]I/Cor/IIWi) or CWI). Ii/i'owcrfI'WIY

IPLEASE 00 NOT MIhTE BELOW THIS LIME. CONTINUE ONMANTHER PAGE IF NEEDED)

Concurrence of CORH, Office of In Vitro, Diagnostics and Radiological Health (01R)

Prescription User (Per 21 CFR 801. 109) Page 21 of 24
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GE Healthcare
5W1(k) J'rernarket Notification Submission

Diagnostic Ultrasound 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>

Mode III Opralion

C~nioiApliaion~I W tLV (olmr Cl... NIl Povr Conmined I Iargvongc Coded (libel

Anarmn-hvegi .h. .. (nk: a Doppler Doppler Doppler Doppler Doppler Nlodes* lrs~ging Puiw INoiCS

flpitha.linic

i,,cl ; Ot2Ictr'C", I, p~ 1, l* P p, p p 15.61

Abdonil"1 P P I, p p i P P P I5.,

pecdiatric p' P p r r p p p p i .6j

Smal I(rgun,:-

NeonataltCephalic-------------------------------------------

Adull Ccplialic v__ ___ ___

cardiac
11

Peripheral Vascular

Musculo-sixcbl Cunventional p p PP P P P P P 5.1

Muitculo-skclcbal Superficial ____ ____ ____

Other

Fromn Tvpt. tu,a qfdcrtss

Ilrunst~tphageol ___ ___ -____ -

Trans~ugind____ - ___- - -- - - - - - -

!ntraoopcratI'e Neurological---------------------------------------

lnir.sculur--- -

Liiaaoscopic

N =new ndicutl...n. PIA pi% ious" cklretl by% M2 A. I. -. ddvd urder Append,~m

N,, I II ANbgmgninjIl include, renal. (A Nil'cl, Ic oy

161 Includes. naging ol guidance (tr biop'v ill1f141))

I * I Corrbi,,ed "i.del r HIM. IV(olit PA. ll/PWI) or CWI). i1&olori('WI)w CIr 1). iIIl'.,er/1Wl),

n' 40 color Doppler

(PLEASE WONOr MRITE BELOW THIS LINE.- CONTINUJE ON ACNTER SA W NEEOZDI

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

Prescription User (Per 21 CFR 80 1.109) Page 22 of 24
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GE Healthcare
5 10(k) Premarkei Notification Submission

Diagnostic Ultrasound Indications far Use Farm

GE Valuson E Series with S4-1O-D Transducer

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

Modeot'Opctutn
Clika Aplcaio PM CW Color Color M Power *ornbincd Harmonic Coded Other

.4ncfonn Region, aijess Dopplct Doppler Doppler Doppler Doppler Modes Imaging pulse INOILsI

Fecwl /Ubsirelrcsbl p p P P p p p p p pa

Abdominal'"' P P I' P 1. P. 1, 1 P p

Pediatric p p p P p p pF P P P

Smiallflrgant' p p p p p p p p p p

Neonatal Cephalic p I' I' 1, P P, P P' P V

Adult Ccphslic

Cardia" P p t' P p P p r P P

Pecriph,"nI Vascular

Mu~clo-tellalC.,il~ional

Musculu-sAclcLul Supcrflcvial ____ - - --

other*'I

Froant Type, Ateona, ufAcce ____- -- - - - - -

Transesphageal--------------------------------------- - ___

Trzinscwl 1 '

Transemginal

rransureilwral

linoperativc

Intraoperative Neurological

Intravascular

Lapanoacopic

N =new indicatin: 1I' previously cleared by, FDA:
Notes
(Ill Abdominal includes renal, flYN/Pl Ici, trology

(21 Small orion includes breast. testes. tibsu. salivun gland. 1) mph nudes. pediatric and neonatal patiets

131 Cardiac is Adult and P'ediatric

171l lncludea Infertility nmnitoring IIl Ibiliel devlokpmntn

*I Combined modes are BIM. Wlli . It/lWDI or (WI). Ltolo lp/P i) or WI. Bl~os~r/t'WI)

[PLEASE 00 Hot WRITE 8Et~fl THIS LINE .CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDR[H. Office ol'In Vilro Diagnostics and Radiological I Icalili (OIR I

Prescription User (Per 21 CFR 801,109) Page 23 of 24
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GE Healthcare
510(k) Prcmarket Not ifleation Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with RAB4-8-D Transducer

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

Mcdc of Oprat ion
Clinical Application B M N PW CW Colo, Color M Power onbincd I armonic Coded Other

Anatonn:Reginn of hsfrrsi Doppler Doppler Doppler Doppler Doppler Modes* Imaeging Pulse lNotes)

Ophthalmic

Fetal /fhlti" ObvIC F F. F. ': . F KC I5.6j
Abdominal"' E EC E IF E F C F. F. 13.61

pediatric E E. E E £ E E. E E . j.6j

Small Orgaun'1

Neonatal Ccphulic

Adult Cephalic

Cardiac"'

Peripheral Vascular

Musculo-skcletnl Conventional E E F. F. E E E E E I .61

Nluseulo-sliclctal Superficial

Other

L 7lnTpt. .tfe,,m l ea,--______

lraiuscsophagcal-

Iraiusleetal-

1rnansv l----------------------------------------------

Iran~uretheral----------------------------------------

lntraoperiw-------------------------------------

Introcrazivc Neturological---------------------------------------

Intravasculur--------------------------------- ----- -

Laparoscopic ___ ___ -. ____-- ___- -- --

N - new indication: P - previously cleared by FDA: 17 added under Appe,,di\ l (Prviously cleared K 122327)
Notes: IlIl Abdominal includes renal. (iVNflelvic

1130/41) Imaging Modc
161 Includes. imaging .mlguldance ofbhopi' (31)141))
171 Includes inkrtmlily monitoring of l ilicle develoiten
1 0 1 Combined modes. are it/NI. Il/Color M. IVI'WI) or CW!). lIVAol,,r/I'WI) tr CWI). lI/'ooer/l'WI)

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

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

Prescription User (Per 21 C FR 80 1.109)

(Divsion Sign-Off)

Division of Radiological Health

Offices of In Vitro Diagnostics and Radiological Health
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