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510(k) Summary

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

Date: July 2l,2011

Submitter: GE Healthcare

9900 Innovation Dr

Wauwatosa, WI 53226

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
T:(4 14)72 1-42 14
F:(414)918-8275

Secondary Contact Person: Yalan Wu
Regulatory Affairs Manager
GE Healthcare
T: +86 510 8527 8652

F: +86 510 8522 7347

Device: Trade Name: Venue 40

Common/Usual Name: Venue 40

Classification Names: Class 11

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

Predicate Device(s): Venue 40 - K 1021 13
LOGIQ i/e & Vivid e - K1 02256
Logiq P5 - K060993

Device Description:
The Venue 40 device is a compact and extremely portable
ultrasound system consisting of a hand-carried console with the
ability to dock it with a Docking station or mobile Docking cart.
The primary means of control is a small number of dedicated
push buttons and graphical user interface implemented by a touch
sensitive screen over the color LCD display providing additional
command input and keyboard entry. It utilizes interchangeable
electronic-array transducers operating B, Color and Power
Doppler, M modes with digital acquisition, processing and
display capability operating under a Linux OS. Powered by an
integrated battery or from a separate power supply/charger in the
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5 10(k) Premarket Notification Submission

docking station or docking cart, the Venue 40 is used primarily

where portability, size and convenience are essential.

Intended Use: Fetal/OB; Abdominal (GYN & Urology); Pediatric; Small Organ
(breast, testes, thyroid); Neonatal Cephalic; Adult Cephalic;
Cardiac (adult & pediatric); Peripheral Vascular; Musculoskeletal
Conventional & Superficial; Transvaginal; lntraoperative
(abdominal, thoracic and peripheral); Thoracic/Pleural for motion
and fluid detection and imaging guidance of interventional
procedures.

Technology: The Venue 40 employs the same fundamental scientific
technology as its predicate devices.

Determination of Summary of Non-Clinical Tests:
Substantial Equivalence: The Venue 40 and its applications comply with voluntary

standards as detailed in Section 9, 11 and 17 of this premarket
submission. The following quality assurance measures were
applied to the development of the system:

0 Risk Analysis
0 Requirements Reviews
* Design Reviews
* Testing on unit level (Module verification)
0 Integration testing (System verification)
a Performance testing (Verification)
* Safety testing (Verification)
* Simulated use testing (Validation)

Transducer material and other patient contact materials such as
needle guidance kits are biocompatible.

Summary of Clinical Tests:
The subject of this premarket submission, Venue 40, did not
require clinical studies to support substantial equivalence.

Conclusion: GE Healthcare considers the Venue 40 to be as safe, as effective,
and performance is substantially equivalent to the predicate
device(s).
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D)EPARTAIENT OF HEALTH- S. HUIMAN SERVICES PLublC Health Service

Food! arnd Drug Administratrn

10903 New Hampshire Avenue
Silver Spring, PAD 20993

Ndr] Brvan lielttl
l( e~ titr v A Fibirs Ni an aeLm
UCi H -ealthcare
Q901 Ilfnovationl DI.
Wi.\li\VATOA Wi 532)26

Ie: Kl112 122
rnue/evce Namne: Venue 40

Reaukiation NuI-1er: 2 1 Elk S92.1550
Regulation NameI: Ultrasonic pulset (oppler imaging systemn
Regulatory Class: 11
Product Code: I YN
Dated: July 21, 201 1
Received: Au~gust 2. 2011

Dear. Mrl. Beim:

We have reviewved your Section 5 10(k) preivrket notifhcation otintent to market tile device
elt-enceci nbove and wec have deternend tile device is sttbstantiallv equivalent ONb the

indications for Use stated in the enclosure) to Iegallv imark eted p tedi cate devices Ilew C ie
interstate commerce prior to May 28. 1976. the etlactnlet late ol tile M/edical Device
AmIlendmIlents. or to devices that. have been redlass iied in accomrace %00ti the provisons ofte
FedetalI Food. Drug, and Cosmetic Act (Act) You may. there fore, market tie device, subjct to
the getleral controls provisionls of the Act. The tzeneia controlIs provisionls oFthe Act inludeICI
reCiLtrelen~tS Im antnual reuistratotl listi ofe\'ices. good tmanutfacturitglurclice labelie
and prohibitions against tlsbIatldinu anld adUlterationl.

This (leternli latio ol of bstantial equiv\a dilce appli es to tile Vol low;ri ne rtlsduers inled for
ttse withb tile \Venue 40, as desc ri bed in youtt peniarket loti flation:

T ranl sd lice r VMII 1\11.N11111)Cb

12L-SC
5 Is-S C
4C-S C
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vtry device is classified (see abov~e) duo either class 11 (Special Controls) or class Ill(IM)
it IIH be stibjeci to such atiditioiritil controls. LxNiStinu major reutlations aflectine- your device

canl bc found in the Code ci Federal Rat LilatinS. litle 2L1 Parts 8'00 to 895. [In additioi- FDA
May ptiblish 'lrther a11.nnotements conIcern Yvotir device inl the Federl Reister,

'lease be advised that FDA&'s wiSifce or a stibsaa it eqilivalIence deater minatin doe's iioti Illca
that FDA has nude a determination that your devi ce com plies with other iirettieiitms ol'Ike AictI
or aiIV Fedeural statues and reuutions adiniistered by otheri Kdu~c agencies. You munst
comply with all the Acts reqicras I incluiding, but not Iimiled to: i castration and listing (2 1
CFR Part 807); labeling (2 1 CH~<I Pan 80 Q good ritnatiiftuIng practice Irtnreens as set
lortli inl the qualHIY SYstMS (QS) ic'' bin (2 1 CFI( it 820); ancl ifplicabke. the electronic

product radiaton control provisions (Sectons 531042a oh the Act) 21I Cl R 1000-1050.

This letter will allow vou to begn marketing \;ot device as described in 'otir pirmarket
nonification. The I'DA, finding~ of stibstantial equtivalecelC of Your device to a legally muarketed
predicate device results in a classification for vour device and thus pritds your device to
proceed to market.

If ye t des ire speci tic advice frw your devi ce on ca tilIabeli ng reguLlationl (2 1 CFR'I I'n 801): please
go to lItp://www-N. Ala. uov/A bol DA,/Cen ter sO Mices/CD1 RH/CD R-HO ffices/tieni I115 809.1htm for
the Center [or Devices and Radiological Heal's (CDRH 's) 0111ce of Comrpliance. Also, please
note the regulation -OK "Msbvnigb uacie to plrmarket ictilcation' (2 1 CF{Z Part
807.97). For questions regarding the reporting of adverse Mellts bHinder the VI DR reguLlatin (2 1
CFR NOar 803), p lease go to

h Uji:/ww. fa.uo/Ned cl )c ics/ ait '/ Re o taProb enid fa Ih inIcr the CDRII Osf0fic~e
oh Surveillance and Biometrics/Division or Postivarket Surveillrance.

Ify\Oti have any questions regarcing the content of this letter please conta l0.rcn llcfncr at
(301) 796-6881I.

Sincerely Yours.

NMary S. pastel. Sc.D.
Director
Division of Radiological Devices
Of'lice of'In Vitro Diagnostic 1)evice

EvaIlationl and Safety
Center for Devices nid Radiological Health

Enclostire(s)
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5 10(k) Number (if kcnown):K 2 aA

Device Name: Venue 40

Indications for Use:

The Venue 40 is intended for ultrasound imaging, measurement and analysis of the
human body for multiple clinical applications including: Fetal/OB; Abdominal (GYN &
Urology); Pediatric; Small Organ (breast, testes, thyroid); Neonatal Cephalic; Adult
Cephalic; Cardiac (adult & pediatric); Peripheral Vascular; Musculoskeletal
Conventional & Superficial; Transvaginal; lntraoperative (abdominal, thoracic and
peripheral); Thoracic/Pleural for motion and fluid detection and imaging guidance of
interventional procedures.

Prescription Use Tx -AND/OR Over-The-Counter Use_-N/A_
(Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

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

Concurrence of CDRH. Office of In Vitro Diagnostic Devices (OIVD)

(Division Sign-Ok
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) Number iZ 1/2/71-
Page 1 of I
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Diagnostic Ultrasound Indications for Use Form

GE Venue 40 Ultrasound
Intended Use: Ultrasound imaging, measurement and analysis of the humanm body as follows:

Clinical Application ___Mode of Operation
_________________________Doppler Modcs Combined Harmonic Coded Elasto-

Anatomy/Re gion of Interest B M PW CW Color Color PwrModes* Imaging Pulse' graphy Other

Ophthalmic
Fetal/OB P P P P P P
Abdominal P P P P P P
Pediatric P P P P P P
Small Orga arspecif)[21 p p P p P P
Neonatal Cephalic P P P P P P
Adult Cephalic P P P P P P
Cardiac 31  P P P P P P
Peripheral Vascular P P P P P P
Musculo-skeletal Conventional P P P P P P
Musculo-skeletal Superficial P P P P P P
Thoracic/Pleural (specif) 4  P P P P P P
Other (specify)

Exam Type, Means ofAccess
Transcranial P P P P P P
Tran sorb ital
Transesophageal

Transrectal
Transvaginal N N N N N N
Intraoperative (specify) l'l P P P P P P
Intraoperative Neurological
Intravascular/Intralumninal

Intracardiac

Laparoscopic

Interventional Guidance
Tissue Biopsy/Fluid Drainage P P P P P P
Vascular Access IV, P1CC) P P P P P P

Nonvascular (specify; Irl P P P P

N = new indication; P = previously cleared by FDA
Notes: [11 Abdominal includes GYN and Urological;

[2] Small Organ includes breast, testes, thyroid;
[3] Cardiac is Adult and Pediatric;
[4] For detection of fluid and pleural motion/sliding;
[5] lntraoperative includes abdominal, thoracic and peripheral;
[6] Nonvascular is image guidance for freehand needle/catheter placement, including nerve block;

[]Combined modes are color/power Doppler with B-mode

(PLESE DO NOT WRT BELOW TMS LrE-CONTINU ON ANOTHER PAGE TF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 8O1.109)

luvsilsign-off)
Division ofRdiological Devices

Office of in Vitro Diagnostic Device Evaluation and Safety 17
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Diagnostic Ultrasound Indications for Use Form

GE Venue 40 with 12L-SC Transducer

Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Clinical Application Mode of Operation ____

_________________________Doppler Modes Combined Harmonic Coded Elasto-

Anatomy/Region of Interest B M PW Cw Colo Color PwrModes* Imaging Pulse' graphy Other

Ophthalmic

Fetal/OB
Abdominal P p ___ p p pp _ _

Pediatric P P P P P P
Small Organ (specit')' P p ___ P__ p __ p pp __

Neonatal Cephalic P P ___ P P P P ___

Adult Cephalic
Cardiac 1

3 1

Peripheral Vascular P P ___ P P P P
Musculo-skeletal Conventional P P P .P P P
Musculo-skeletal Superficial P p p p p p
Thoracic/Pleural (specify) [l P P ___ P P p p
Other (specify)

Exam Type, Means ofAccess

Transcranial
Transorbital

Transesophageal

Transrectal

Tranavaginal

Intraoperative (specify) 51P P ___ P P P P
lntraperative Neurological
Intravascular/Intraluminal

Intracardiac

Laparoscopic
Interventional Guidance

Tissue Biopsy/Fluid Drainage P P P P P P
Vascular Access (IV, P1CC) p p p p p p
Nonvascular (specify))('I P P ___P P P P
Brachytherapy _

N = new indication; P = previously cleared by FDA
Notes: [11 Abdominal includes GYN and Urological;

[2] Small Organ includes breast, testes; thyroid;
[3] Cardiac is Adult and Pediatric;
[4] For detection of fluid and pleural motion/sliding;
[5] Introperative includes abdominal, thoracic and peripheral;
[6] Nonvascular is image guidance for freehand needle/catheter placement, including nerve block

[]Combined modes are color/power Doppler with B-mode

(PLEASE DO NOT WRITE BELOW THS LINE'- CONTINUE ON ANOTHER PAGE IT NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CER 801.109)

(D islon Sign-Ott)

Dvsio t faiologcal Devices
Office of in vitro Dagostic Device Evaluation end Saety 18

510K /) / ifQ / __



Diagnostic Ultrasound Indications for Use Form

GE Venue 40 with 3S-SC Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Clinical Application Mode of Operation
______________________Doppler Modes Combined H-armonic Coded Elasto-

Anatomy/Region oifJnterest B M P CW Cor Co o e Modes Imaging Pulse' graphy Other

Ophthalmic
Petal/OB P P _ P P P P
Abdominall'1  P P _ P P P P
Pediatric P P ___ P P P P
Small Organ (specify)P t

Neonatal Cephalic P P ___ P P P P
Adult Cephalic P P ___P __ P P P ___

Cardiac 31  P P P P P P
Peripheral Vascular
Musculo-skeletal Conventional

Musculo-skeletal Superficial
Thoracic/Pleural (SpeCifr) 41  P P ______ P P P P
Other (specify)

Exam Type, Means ofAccess
Transcranial

Transorbital

Transesophageal
Transrectal

Transvaginal
Intraoperative (specify) ~IP P __ P P P P
lntratoperative Neurological
Intravascular/Intraluminal
Intracardiac

Laparoscopic

Interventional Guidance
Tissue Biopsy/Fluid Drainage P P ___P P P P
Vascular Access (IV, P1CC)
Nonvascular (specify)

EBrachytherapY
N =new indication; P = previously cleared by FDA
Notes: [1] Abdominal includes GYN and Urological;

[2] Small Organ includes breast, testes, thyroid;
[3] Cardiac is Adult and Pediatric;
[4] For detection of fluid and pleural motion/sliding;
[5] lntraoperative includes abdominal, thoracic and peripheral;
[6] Nonvascular is image guidance for freehand needle/catheter placement, including nerve block
[*I Combined modes are color/power Doppler with fl-mode

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 8OI.109)

fVSO0 Aaoogical Devices
office of in Vitro Diagnostic Device Evaluation and $afet 1 9

510K A / ,



Diagnostic Ultrasound Indications for Use Form

GE Venue 40 with 4C-SC Transducer

Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Clinical Application Mode of Operation ___ __________

I Doppler Modes Combined Harmonic Coded Elasto-

Anatomy/Region of Interest B M PW CW Color Color Power Modes' Imaging Pulse' graphy Other
IM _ _ _ __

Ophthalmic
Fetal/OH P P P P P P

Abdominal11  P P P P P P

Pediatric p P P P P P

Small Organ (specif) 121

Neonatal Cephalic
Adult Cephalic

Cardiac 
3]

Peripheral Vascular
Musculo-skeletal Conventional P P P P P P

Musculo-skeletal Superficial

Thoracic/Pleural (specify) [41 P P - - p - p P P

Other (specify)
Exam Type, Means ofAccess

Trans cranial

Tran sorb ital
Transesophageal

Transrectal
Transvaginal

lntraoperative (specify) E'1 P P P P p p

lntraoperative Neurological

Intravascularllntraluminal ____

Intracardiac

Lap aro sco pie
Interventional Guidance

Tissue Biopsy/Fluid Drainage P P ___ P P P P

Vascular Access (IV, P1CC)
Nnacar(specif) 61  P P PP pp

Brachytherapy
N =new indication; P = previously cleared by FDA

Notes: [11 Abdominal includes GYN and Urological;
[2] Small Organ includes breast, testes, thyroid;
[3] Cardiac is Adult and Pediatric;
[4] For detection of fluid and pleural motion/sliding;
[51 Intraoperative includes abdominal, thoracic and peripheral;
[6] Nonvascular is image guidance for freehand needle/catheter placement, including nerve block

[!Combined modes are color/power Doppler with B-mode

(PLEASE DO NOT WRITE BELOW 'TIS LINe - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

P escription Use (Per 21 OR801.109)

iTvnson)
Office ~ ~ , ofI ir ians~O~ce Evaluation anld Setaty 20



Diagnostic Ultrasound Indications for Use Form

GE Venue 40 with LS-18i-SC Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Clinical Application Mode of Operation
______________________Doppler Modes Combined Harmonici Coded jElasto-

Anatomy/Region of Inte rest B M olr1Color PwrModes* Imaging Pulse' graphy Other

Ophthalmic
Fetal/OB3
Abdominall11  P P P P P P
Pediatric P P P P P P
Small Organ (specify)t21  P P P P P P
Neonatal Cephalic P P P P P
Adult Cephalic

Cardiac 3 
]

Peripheral Vascular P P P P P P
Musculo-skeletal Conventional P' P P P P P
Musculo-skeletal Superficial P P P P P p
Thoracic/Pleural (specify) ['l P> P P P P P
Other (specify')

Exam Type, Means ofAccess

Transcranial

Transorbital

Transesophageal
Transrectal
Transvaginal

Intraoperative (specify) Est P P P P P P
Intraoperative Neurological
lntravascula-Intral uminal
Intracardiac

Laparoscopic

Interventional Guidance
Tissue BiopsyFluid Drainage P P P P P P
Vascular Access (IV, P1CC) P PP 

P P PNonvascular (Speci&) 61  p pP r'
Brachytherep

N = new indication; P = previously cleared by FDA ___

Notes: [11 Abdominal includes GYN and Urological;
[2] Small Organ includes breast, testes, thyroid;
[3] Cardiac is Adult and Pediatric;
[4] For detection of fluid and pleural motion/sliding;
[5] Intraoperative includes abdominal, thoracic and peripheral;
[6] Nonvascular is image guidance for freehand needle/catheter placement, including nerve block

[]Combined modes are color/power Doppler with fl-mode

(PLEASE DO NOT WRITE BELOW THUS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescrlption Use (Per 21 CER 801 .109)

oion .SignOt

nivolog cal Dem4ces 21
office of in Viro Diagnostic Device Evaluation and safety

510K Alli2/t



Diagnostic Ultrasound Indications for Use Form

GE Venue 40 with E8CS-SC Transducer

Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Clinical Application - Mode of Operation____ __

_______________________Doppler Modes - Combined Harmonic ICoded jElasto-

Anatomy/Region of Interest B M Pw CW Color Color PwrModes* Imaging Pulse' graphy Other
M

Ophthalmic
Fetal/OB N N N N N N __

Abdominallil N N N N N N __

Pediatric

Small Organ (Specify)1
2l

Neonatal Cephalic
Adult Cephalic

Cardiac [
31

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Thoracic/Pleural (Specify) [4]

Other (specify)

Exam Type, Means ofAccess

Transcranial

Transorbital

Transesophageal
Transrectal

Transvaginal N N _ N N N N __

Intraoperative (specify) I'5]
lntxaoperative Neurological

lntrai'ascularllntral uminal

Intracardiac

Laparoscopic

Interventional Guidance

Tissue Biopsy/Fluid Drainage I
Vascular Access (IV, P1CC)

Nonvascular (specify) [6]

Brachytherapy
N = new indication; P = previously cleared by FDA

Notes: [11 Abdominal includes GYN and Urological;
[2] Small Organ includes breast, testes, thyroid;
[3] Cardiac is Adult and Pediatric;
[4] For detection of fluid and pleural motion/sliding;
[5] lntraoperative includes abdominal, thoracic and peripheral;
[6] Nonvascular is image guidance for freehand needle/catheter placement, including nerve block

[]Combined modes are color/power Doppler with B-mode

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

Concurrence of CDRI-, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)

viinSign-Ott

DvolfRadioogical Devces
Office of in Vitro Diagnostic Device Evaluation and safety 22
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