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GE Healthcare

510(k} Premarket Notification Submission
Vivid §5/86 Ultrasound System April 5,2012

510(k) Summary
In accordance with 21 CFR 807.92 the following summary of information is provided:

Date: 5 April 2012
Submitter: GE Healthcare » AUG 21 2012
9900 Innovation Dr
Wauwatosa, WI 53226
Primary Contict Person: Bryan Behn

Regulatory Affairs Manager

GE Healthcare, [GE Medical Systems Ultrasound and Primary Care -
Diagnostics, LLC] '

T:(414)721-4214

F:(414)918-8275

Secondary Contact Person: Carmel Lehrer

Regulatory Affairs Specialist
GE Medical Systems [srael Ltd.

T:+972-4-8419-534

F:+972-4-8419-500 :
Device: Trade Name: " vivid $5 and Vivid $6 Diagnostic Ultrasound System
Common/Usual Name:  viyid §5, Vivid $6

Classification Names: (lass 11 -

Product Code: Ultrasonic Pulsed Doppler Imaging System, 21 CFR 892.1550, 90-IYN
Ultrasonic Pulsed Echo Imaging System, 21 CFR 892.1560, 90-1YO
Predicate Device(s): Vivid S5 and Vivid $6 Diagnostic Ultrasound Systems, K102393,
' Vivid E9 Diagnostic Ultrasound System, K101149.

Device Description: The Vivid S5 and Vivid S6 are mobile ultrasound consoles having a
wide assortment of electronic array transducers intended primarily for
echocardiography with additional capability in vascular and general
ultrasound imaging. Its intuitive user interface, high level of auto-
optimization along with significantly reduced size and weight make
it readily maneuverable, efficient and easy to use.

Intended Use: The device is intended for use by a qualified physician for ultrasound
evaluation of Fetal/Obstetrics; Abdominal/Gynecology; Pediatric;
Small Organ (breast, testes, thyroid); Neonatal Cephalic; Adult
Cephalic; Cardiac (adult and pediatric); Peripheral Vascular;
Musculo-skeletal Conventional and Superficial; Urology (including
prostate); Transesophageal; Transrectal; Transvaginal; and
Intraoperative (abdominal, thoracic, and vascular).
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GE Healthcare

510(k) Premarket Notification Submission
Vivid $5/56 Ultrasound System April 5, 2012

Technology:

The modified Vivid $5/S6 employs the same fundamental scientific

- technology as its predicate devices.

Determination_of
Substantial Equivalence:

Summary of Non-Clinicat Tests:

The device has been evaluated for acoustic output, biocompatibility,
cléaning and disinfection effectiveness as well as thermal, electrical,
electromagnetic, and mechanical safety, and has been found to
conform with applicable medical device safety standards. The
modified Vivid S5/86 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:

e Risk Analysis

s Requirements Reviews
e Design Reviews
e Testing on unit level (Module verification) -
e Integration testing (System verification)
. Final Acceptance Testing (Validation)
e Performance testing (Verification)
s Safety testing (Verification)

Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:

The subject of this premarket submission, the modified Vivid $5/56,
did not require clinical studies to support substantial equivalence.

GE Healthcare considers the modified Vivid S5/S6 to be as safe, and
effective as the predicate device(s). The performance of the
modified Vivid §5/56 is substantially equivalent to the predicate
device(s).

Intended uses and other key features are consistent with traditional
clinical practice, FDA guidelines, and established methods of
patient examination. The design and development process of the
manufacturer conforms with 21 CFR 820, and [SO13485 quality
systems. The device conforms to applicable medical device safety
standards and compliance is verified through independent
evaluation with ongoing factory surveillance. Diagnostic ultrasound
has accumulated a long history of safe and effective performance.
Therefore, it is the opinion of GE Healthcare that the Vivid S5/56
Diagnostic Ultrasound is substantially equivalent with respect to .
safety and effectiveness to devices currently cleared for market.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration

(ORI

'v} 10903 New Hampshire Avenue
‘ . Silver Spring, MD 20993

AUG 21 2ol

GE Medical Systems Israel Ltd.
% Mr. Bryan Behn

Regulatory Affairs Manager
GE Healthcare

9900 Innovation Drive
WAUWATOSA WI 53226

Re: K121063
Trade/Device Name: Vivid S5/86
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II )
Product Code: TYN, IYO, ITX, and LLZ
Dated: August 10, 2012
~ Received: August 13,2012

Dear Mr. Behn:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device 1s 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). 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.

This determination of substantial equivalence applies to the following transducers intended for
use with the Vivid S5/86, as described in your premarket notification:

Transducer Model Number

3S-RS 108-RS E8C-RS 6Tc/6Tc-RS
3Sc-RS 12S8-RS 8L-RS 6T/6T-RS
58-RS M4S-RS 9L-RS - 9T/9T-RS
6S-RS - 4C-RS 12L-RS P2D

7S-RS 8C-RS i12L-RS P6D



If your device is classified (see above) into either class Il (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA may
publish further announcements concerning your dev1ce in the Federal Register.

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

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/ CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. 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 regulatlon (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Jeffrey Ballyns at
(301) 796-6105.

Sincerely Yours,

A DN 6o

Janine M. Morris
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device
Evaluation and Safety
* Center for Devices and Radiological Health

Enclosure(s)



- GE Healthcare

510(k) Premarket Notification Submission
Vivid $5/56 Ultrasound System April 35,2012

510(k) Number (if known}:

Device Name: Vivid §5/86

Indications for Use:

The current modifications do not change the indications for use. As previously reported and cleared,
the Vivid S5/S6 ultrasound systems are intended for use by, or under the direction of, a qualified
physician for ultrasound imaging and analysis in Fetal/Obstetrics; Abdominal/GYN; Pediatric; Small
Organ (breast, testes, thyroid); Neonatal Cephalic; Adult Cephalic; Cardiac (adult and pediatric);
Peripheral Vascular; Musculo-skeletal Conventional and Superficial; Urology (including prostate);
Transesophageal; Transrectal; Transvaginal; and Intraoperative (abdominal, thoracic, and vascular).

Prescription Use__ X__ AND/OR Over-The-Counter Use

-—

(Part 21 CFR 861 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)

ﬂﬂm%//ﬂ%

(bivfsi'ﬁfl Sign-Off)
Division of Radiological Devices _
Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) Number r\ | Al 6@3
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GE Healthcare

i3 )
%% 510(k) Premarket Notification Submission
=2 Vivid §5/56 Ultrasound System April 35,2012

Indications for Use Forms

The following forms represent indications with clinical applications and exam types along with the
modes of operation for the Vivid S5/86 system and for all of its probe/mode combinations.
Combinations identified by "P" represent those previously FDA cleared. In a similar manner "N"
represents a new mode or application being added as new to the system or a.transducer in this
submission. [n a similar manner, "E" represents combinations added to the unmodified device via
Guidance Appendix E. This modification did not alter the previously cleared system level indications,
clinical applications or modes of operation.

[ndications for Use tables' headings, legends and footers taken from all previous submissions, are
aligned to the same unified format.

Pencil probes

PW mode of operation, which was previously included in error for the Pencil probes; P2D and P6D,
has been removed from their Indications for Use forms. ‘

12S8-RS

The 128-RS is identical to the [2S-D previously cleared on the Vivid E9 K101149 with a change to
the -RS laptop/small console connector instead of the -D large console connector. Clinical applications
and modes of operation are as in 12S-D. Additional Abdominal and Peripheral Vascular applications
are added to 12S-RS based on clearance of these applications on other transducers (10S-RS and
7S-RS) previously cleared on Vivid S5/56 (K071985, K092079) and Vivid i/q (K082374).

Transducers added via Appendix E: 3S¢-RS

One transducer has been added via Appendix E of the Ultrasound Guidance since the previous
clearance. Transducer 3Sc-RS, which is similar to the previously cleared 3S-RS with a few minor
improvements.

Confidential and Privileged. This document contains confidential and privileged trade secrets and other information of General Electric Co. and as such may. not be disclosed
to others not employed by General Electric Co, All rights reserved.
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GE Healthcare

510(k) Premarket Notification Submission
Vivid §5/86 Ultrasound System

April 5,2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid $5/S6 Diagnostic Ultrasound System

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

Clinical Application
Anatomy/Region of interest

Mode of Operation

PW
Doppler

cw
Doppler

Color
Doppler

Color M| Power
Doppler | Doppler

Combined
Modes*

Harmonic
Imaging

Coded
Pulse*

Qther

QOphthalmic

Fetal/Obstetrics

Abdominall']

Pediatric

o

Small Organ (specifylZ

| Neonatal Cephalic

Adult Cephalic

Cardiac?!

Peripheral Vascular

»| v|.v| ®

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Othert4]

»| v|. 0| o »| v|w ©W| V| V(T

w| vw| w| v| | ©| 9| vV} V| ©°| WV

09| w| | v} 9| 9] V| W| W] V| ®

2| w| | 9| w| W} ©| ©| W} O] T

-j vl w|w| | Wl 9| 9| V| ©| W

w| 9| v| ©v| W] W| W, V{ VIl W| W

w| v| v| o] v} ©w| 0| w| B Bl O

w| o 9|0}, v|( ©vw| | ©|( V| V| ©

-| v| ©| w| v| | W} W] O W| TV

Exam Type, Means of Access

Transesophageal

-

v

-

-

)

o

)

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)®)

Intragperative Neurological

Intravascular

Laparoscopic

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

Notes.

[1] Abdaminal includes GYN/Pelvic and Rena.
[2] Small organ includes breast, testes, thyroid.

[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology.

[6] Intraoperative includes abdominal, thoracic (cardiac), and vascular (PV).
[*] Combined modes are B/M, BiColor M, BIiPWD, B/ICWD, B/Color/PWD, B/Power/PWD.
[#] Coded Pulse is for digitally encoded harmonics.

(PLEASE DO NCT WITE BELOW THIS LINE - CONTINUE Oll ANOTHER PAGE IF NEEDED)

COncur?é RH,

Prescription Use (Per 21 CFR 801.109)

ca of tro I:B c Devices {OIVD)
(Dvision S
Radiolggical Deviceg
m——— -

AR




GE Healthcare

510(k) Premarket Notification Submission
Vivid 85/86 Ultrasound System

April 5,2012

Diagnostic Ultrasound Indications for Use Form
‘GE Vivid $5/S6 with 3S-RS Transducer

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

Mode of Operation

Clinical Application " PW CW | Color |Color M| Power | Combined Ham?qic Coded Other
Anatomy/Region of Interest Doppler| Doppler ; Doppler ; Doppler Dpppler Modes* | Imaging ; Pulse*
Ophthalmic ‘

Fetal/Obstetrics P P P P P P P P P
Abdominait'} P| P p P P P P P P
Pediatric P P P P P P P P P
Small Organ (specify}

Neonatal Cephatic

Adult Cephalic P P P P P P P ] P
Cardiact? Pl P P P | P P P P P.
Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficiat

Othert®! P| P P P P P P P

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transurethera!

Intréoperative {specify}

Intraoperative Neurological

Intravascular

Laparoscopic

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

Notes:

[1] Abdominal includes GYN/Pelvic and Renal.

[2] Cardiac is Aduft and Pediatric.
[3] Other use includes Urology.

[] Combined modes are B/M, B/Color M, BIPWD, B/ICWD, B/Color/PWD, B/Power/PWD.

[#] Coded Pulse is for digitally encoded harmonics.

{PLEASE DO NWITE EELOWT'HIS)JNS - CONI!NUWOWGW NEEDED)

\

COnm?éu: of

- Prescription Use (Per 21 CFR 801.109)

510k

ARy

e of In yitreDjagnosfic

(Division Sign-
Ision of Radiological Devices

’A(Aé,”%“’

ides (OIVD)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid §5/86 Ultrasound System

April 5,2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid $5/56 with 3Sc-RS Transducer

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

Mode of Operation
Clinical Application M PW CW | Color |ColorM| Power | Combined Harm?nic Coded Other
Anatomy/Region of Interest Doppler| Doppler | Doppler | Doppler| Doppler| Modes* | Imaging Pulse*
Ophthalmic
Fetal/Cbstetrics E E E E E E E E E
Abdominall'] ‘E| E E E E E E E E
Pediatric E E’ E E E E E E E
Small Organ (specify)
Neonatal Cephalic
Adult Cephalic E E E E E E E E E
Cardiacl?! E £ E E E E E E E
Peripheral Vascular :
Musculo-skeletal Conventional
Musculo-skeletal Superficial
Othert] E|E| E E E E E E E E

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify}

intraoperative Neurological

Intravascular

‘| Laparoscopic

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

Notes:

{11 Abdominat includes GYN/Pefvic and Renal.

[2] Cardiac is Adult and Pediatric.
[3] Other use includes Urology.

[*] Combined modes are B/M, BiCalor M, B/PWD, B/CWD, BICoIorIPWD B/Power/PWD.
{#] Coded Pulse is for digitally encoded harmonics.

" (PLEA

/qT WRITE BEL THIS LIPF COWqE o

EWAGE IF NEEDED)

}o’nc%#Wf In W Dl‘/dm {OIVD)

Prescnpt:on Use {Per21CFR 801
510k,

. {Division Sign-Qff)
g‘;&:lsion of Radiological Devices

121083




‘GE Healthcare

510(k) Premarket Notification Submission

Vivid $5/86 Ultrasound System April 5,2012

Diagnostic Ultrasound Indications for.Use Form
GE Vivid S5/56 with 5S-RS Transducer

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

1 cardiad? PP P P P P P P

A Mode of Operation

CIinicaIApplidation » B! M PW CW | Color |ColorM| Power | Combined Hann?nic Coded Other

Anatomy/Region of interest Doppler| Doppler | Doppler | Doppler| Doppler| Modes” | Imaging Pulse*

Ophthalmic

Fetal/Obstetrics P|P| P P P P P P P P

Abdominall!] PIEP| P |- P P P P [ P p

Pediatric {P|P{ P P P P P P p P

Small Organ (specify)

Negnatal Cephalic

Adult Cephalic P{P| P P P P P P P P
P P

Peripheral Vascular

Musculo—skeletal Conventional

Musculo—skeletal Superficial

Qther

‘Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative {specify)

Intraoperative Neurological

Intravascular

Laparoscopic

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

Notes:

[1] Abdominal includes GYN/Petvic and Renal,

[2] Cardiac is Adult and Pediatric.

[*] Combinied medes are B/M, B/Color M, BIPWD, B/CWD, B/Color/PWD, B/Power/PWD.
[#] Coded Pulse is for digitally encoded harmonics.

(PLEASE 2.0} NO/)NRITE BELOW THIS UNE - CO}II{JUE WD‘W&R PAGE IF NEEOED)

Concu f COR| Ofﬂce ¢ Devices (OIVD}
Prescription Use (Per 21 CFR 801.109) _ (Di"'s“’“ 5'9“'255; :

Kﬂﬂm of Rad}sloglcai Devices. -
510k O)é 3
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GE Healthcare

510(k) Premarket Notification Submission

Vivid $5/86 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid $5/56 with 6S-RS Transducer

t

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

Mode of Operation
CIiniéaIAppIi.cation gl M PW cwW Color |ColorM| Power ; Combined Ham?nic Coded Other
Anatomy/Region of Interest . | Doppler| Dappler| Doppler | Doppler | Doppler| Modes® | Imaging Pulse*
Ophthalmic _
Fetal/Obstetrics PP P P P P P P o P
Abdominall'! P|lP] P P P P P P P P
Pediatric ‘ PIP P P P P P P P P
Small Organ {specify)
Neonatal Cephalic PP P P P P P P P P
Adult Cephalic
Cardiacd® P|P| P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Qther

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intracperative (specify)

Intragperative Neurological

Intravascular

Laparoscopic

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

Notes:

[1] Abdominal includes GYN/Pelvic and Renal.

[2] Cardiac is Adult and Pediatric.

(*] Combined modes are B/M, B/Color M, B/PWD, B/CWD, BiColor/fPWD, B/Power/PWD.
[#] Coded Pulse is for digitally encoded harmonics.

{PLEASE DO NOT WRITE BELOW THES LINE - CONTINUE ON TNOTHER PAGE IF NEEDED)

Prescription Use (Per 21 CFR 8017109)

9
ivision of Radiological Devices

510k_l lA\ @Pﬁyg




GE Healthcare

510(k) Premarket Notification Submission
Vivid §5/86 Ultrasound System

April 5,2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid $5/56 with 7S-RS Transducer

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

Mode of Operation

Clinical Application PW cw Color |Color M| Power | Combined Hanm?nic Coded Other
Anatomy/Region of Interest Doppler| Doppler | Doppler | Doppler| Doppler| Modes® | Imaging Pulse*
Ophthalmic
FetaliObstetrics
Abdominail*} P P P P P P P P
Pediatric P | P P P P P P P

| small Organ (specify)
Neonatal Cephalic P P P P P P P P
Adult Cephalic
Cardiact?! P P P P P P .P P
Peripheral Vascular P P 7 P P P P P P
Musculo-skeletal Conventional
Musculo-skeletal Superficial
Other?! P P P P P P P P

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intragperative Neurclogical

Intravascular

Laparoscopic

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

Notes:

[1] Abdeminal includes GYN/Pelvic and Renal.

[2] Cardiac is Adult and Pediatric.
[3] Other use includes Urology.

[*] Combined modes are B/M, B/Color M, BIPWD, B/CWD, B/Color/PWD, B/Power/PWD.
[#] Coded Pulse is for digitally encoded harmonics.

(F}&?E DO NOT WRITE BELOW THIS UINE - OONTINUE OR ANOTHER PAGE IF NEEDED)

Vv s

Prescription Use (Per 21 C/ FR SM%

510

01

ivision Sign-
of Radiologicai Devlcec

tic Devices {OIVD)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid 85/86 Ultrasound System

April 5,2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid 85/S6 with 10S-RS Transducer

Intended Use: Diagnostic'u!trasound imaging or fluid flow analysis of the human body as follows:

_ Mode of Operation
Clinical Application B | M PW CW | Color |ColorM| Power | Combined Hanm.mic Coded Other
Anatomy/Region of Interest Doppler| Doppler | Doppler | Doppler| Doppler| Modes* | Imaging VPuIse’
Ophthalmic
Fetal/Obstetrics
Abdominall'] P|P| P P P P P P P P
Pediatric PP P P P P P P P P
Smalt Organ (specify)
Neonatal Cephalic PP P P P P P P P P
Adult Cephalic P|P| P P P P P P P P
Cardiact?! plP]| P P P P P P P P
Peripheral Vascular PP P P P P P P P P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intracperative Neurologicat

Intravascular

Laparoscopic

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

Notes:

[1] Abdominal includes GYN/Pelvic and Renal.
* [2] Cardiac is Adult and Pediatric.

(*] Combined modes are B/M, B/Color M, BIPWD, B/CWD, B/Color/PWE, B/IPower/PWD,
Prlse is for digitally encoded harmonics.

A W=

Division of( @admg&ﬁ!@@ﬁf tes

Division chrpliological Devices (PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANGTHER PAGE IF NEEDED)

L

SIGEWH—&_@_?}@)————— Concurrence of CORH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use {Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid 85/86 Ultrasound System April 53,2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid $5/86 with 12S-RS Transducer

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

Mode of Operation
Clinical Application B | M PW CW | Color |ColorM| Power | Combined Hann?nic Coded Other
Anatomy/Region of Interest Doppler| Doppler | Doppler | Doppler| Doppler| Modes* | Imaging | Pulse
Ophthalmic ‘
Fetal/Cbstetrics
Abdominall'] N|[N| N N N N N N N
Pediatric N|N N N N N N N N
Small Organ (specify)
Neonatal Cephalic NIN N N N N N N N
Adult Cephalic _
Cardiad? N|N| N N N N N N N
Peripheral Vascular N|N| N| N[N | N[N N N

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

.| Intraoperative (specify)

Intraoperative Neurological

Intravascular

Laparoscopic

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

Notes:

[1] Abdominal includes GYN/Pelvic and Renal.

[2] Cardiac is Adult and Pediatric.

! Combmed mgdes afe B/M, B/Color M, B/PWD, B/ICWD, B/Colar/PWD, B/Power/PWD.

/)W//

(Division S&gn-
Dlwsmn of Radiclhgical Devices
14 (PLEASE 0O NOT WRITE S8ELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
510k \ a @YD Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid §5/86 Ultrasound System

April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid $5/S6 with M4S-RS Transducer

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

Mode of Operation
Clinical Application - s ! M PW CW | Color |ColorM| Power | Combined Hanm?nic‘ Coded Other
Anatomy/Region of Inferast Doppler| Doppler | Doppler : Doppler| Doppler| Modes* | Imaging Pulse*
Ophthalmic
Fetal/Obstetrics PP P P P P P p P P
Abdominatl"} P{P| P |-P P [ P P P P
Pediatric PP p P | P P P P P P
Smatt Organ (specify)
MNeonatal Cephalic
Adult Cephalic PP P P P P P P P p
Cardiad? plpl P | P | P | P | P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

. Intraoperative Neurological

Intravascular

Laparoscopic

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

Notes:
[1] Abdominal includes GYN/Pelvic and Renal.
[2] Cardiac is Adult and Pediatric.
[*] Combined modes are B/M, B/Color M, B/PWD. . B/ICWD, B/Color/PWD, B/Power/PWD.
L.
’ 7

UOW F‘;Wiilly encoded harmenics.

o {Division SigR-0ff) 7
Division of Radiological Devices

| 4 ‘1 ' 0] 07‘ (PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANCTHER PAGE IF NEEDED)
510k b {2 7
Y o

Concurrence of CORH, Office of In Vitro Diagnostic Devices (OIVD)}

Prescription Use {(Per 21 CFR 801.109)
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GE Healthcare

'510(k) Premarket Notification Submission
Vivid 8§5/86 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid S5/56 with 4C-RS Transducer

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

Mode of Operation
Clinical Application B M PW CW | Color |ColorM| Power | Combined | Harmonic | Coded Other
Anaromy/Rggion of interest Doppler| Doppler| Doppler | Doppler| Doppler| Modes* | Imaging | Pulse*
Ophthalmic |
Fetal/Obstetrics PP P P P P P P P
Abdominalfl P{P| P P P | P P P p
Pediatric PP P P P P P P P
Small Organ (specify)
Neonata! Cephalic
Adult Cephalic
Cardiac
Peripheral Vascular P|P P P P P P P P
Musculo-skeletal Conventional ;
Musculo-skeletal Superficial
Otherl?! P|P| P P P P P P p

‘Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intraoperative Neurolagical

Intravascular

Iy

l.aparoscopic

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

Notes: )
[1] Abdominal includes GYN/Pelvic and Renal.
[2] Other use includes Urology.

“] Combined modes are B/M, B/Color M, B/PWD, B/CWD, B/Color/PWD, B/Power/PWD.
A%/ Isa is for digitaily encoded harmonics. ‘

’ -l
(D|v15|0r%"§|gn .
ivision of Rad:oiog;ca evices
51 . {PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Ok Concurrence of CDRH, Office of In Vitro Diagnostic Devices {OIVD}

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid §5/86 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid S5/S6 with 8C-RS Transducer

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

Mode of Operation

Clinical Application PW Cw | Color |ColorM| Power | Combined | Harmonic | Coded

Anatomy/Region of Interest Bl Doppler| Doppler | Doppler | Doppler | Doppler| Modes* | Imaging Pulse* Other
Ophthalmic

Fetal/Obstetrics

Abdominall] PIP| P P P P P P P
Pediatric PP P P p P P P P

Small Organ (specify)l?! P|P| P P P P P P P

Neonata! Cephalic P|P P P P P P P P

Adutt Cephalic

-
o
o
b
b
b
Y
0
o

Cardiacl?!

Peripheral Vascular P|P P P P P’ P P P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intraoperative Neurological

Intravascular

Laparoscopic

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

Notes: : . .
11] Abdominal includes GYN/Pelvic and Renal. :

[2] Small argan includes breast, testes, thyroid.

[3] Cardiac is Adult and Pediatric.

{*] Combined modes are B/M, B/Color M, BIPWD, B/CWD, B/Color/PWD, B/Power/PWD.

ulse is for digitally encoded harmonics.

{Division )
Division of Radiological Devices (PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON ANOTHER PAGE IF NEEDEO)

. \‘g\ %V%) 7) Concurrence of CDRH, Office of In Vitro Diagnostic Devices {OIVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid $5/S6 Ultrasound System April 3,2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid $5/S6 with EBC-RS Transducer

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

Mode of Operation

Clinical Application B | M PW CW | Color | ColorM| Power Combined. Harmonic | Coded Other
Analomy/Region of Interest Doppler | Doppler | Doppler Doppler Doppler; Modes® | Imaging | Pulse®
Ophthalmic |
FetalObstetrics P{P| P P P P P P P
Abdominall" _ PlP| P p P P P P P
Pediatric

Small Organ {specify)

Neonatal Cephalic ,

Adult Cephalic

Cardiac

Peripheral Vascular

Musa_llo-skeletal Conventional

Musculo-skeletal Superficial

Otheri?! PlP| P P P P P P P

Exam Type, Means of Access

Transesophageal

Transrectal , P|P P P P P P P
Transvaginal . PP P P P P P P P
Transuretheral

Intracperative {specify)

Intracperative Neurological

Intravascular

| aparoscopic

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

Notes:

[1] Abdominal includes GYN/Pelvic and Renal.

[2] Other use includes Urology.

[*] Combined modes are B/M, B/Color M, B/PWD, BICWD, BiColor/PWD, B/Power/PWD.

/}’ 2} 1 Co isejs for digitally encoded harmenics.
A &

o (Dwrsmn“g.gn o 7

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

lesnon of Rad:oioglcal Devices

51°k Concurrence of CDRH, Office of In Vitro Dlagnostic Devices (0IVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid $5/S6 Ultrasound System

April 5,2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid S5/86 with 8L-RS Transducer

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

Mode of Operation
Clinical Application Blm PW cw Color |Color M| Power | Combined Hannt?nic Coded Other
Anatomy/Region of Interest Doppler| Doppler | Doppler | Doppleri Doppler| Modes® | Imaging | Pulse®
Ophthalimic
Fetal/Obstetrics
-Abdaminall!] P|P P P P P P P P
Pediatric PP P P P P P P P
Small Organ {specify)l?l P|P| P P P P P P P
Neonatal Cephalic
Adult Cephalic
Cardiac
Peripheral Vascular P[P P P P P P P
Muscu!o-skelet;al Conventional | P P
Musculo-skeletal Superficial P|P P P P P P

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intraoperative Neurological

Intravascular

Laparoscopic

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

Notes:

[1] Abdominal includes GYN/Pelvic and Renal.

[2] Small organ includes breast, testes, thyraid.

[*] Combined modes are BfM, B/Color M, B/PWD, B/CWD, B/Color/PWD, B/Power/PWD.

/j‘ d Pulsg is for digitally encaded harmonics.
/4 A // / /

7V 7" (Dwision Sign- -Offy

ivision of Radiological De‘"m (PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

510k \ a m@;‘ﬂi Concumence of CDRH, Office of In Vitro Diagnostic Devices {O1VD}

Prescn'ption Use (Per21 CFR 801.109)

4-16



GE Healthcare

510(k) Premarket Notification Submission
Vivid 85/86 Ultrasound System

April 5,2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid S5/56 with 9L-RS Transducer

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

Mode of Operation

Clinical Application PW CW | Color |ColorM| Power | Combined Harmc'mic Coded Other
Anatomy/Region of Interest Doppler| Doppler | Doppler | Doppler | Doppler| Modes* | Imaging | Pulse®
Ophthalmic

Fetal/Obstetrics

Abdominall'! P P P P P P P
Pediatric P P P P P . P P
Small Organ (specify)?! P P P P P P P.
Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular P P P P
Musculo-skeletal Conventional P

Musculo-skeletal Superficial P P P P

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intracperative Neurological

intravascuiar

L.aparoscopic

Notes:
[1] Abdominal includes GYN/Pelvic and Renal.
[2] Small organ includes breast, testes, thyroid.
[*] Combined modes are B/M, B/Color M, B/PWD, B/CWD, B/Color/PWD, B/Power/PWD.
Pulge is for digitally encoded harmonics.

510k

¥

(DivistérrSign=D
ivision of Radiological Devicey

[ 5%

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

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

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

Prescription Use (Per 21 CFR 801.109)
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' GE Healthcare
" 510(k) Premarket Notification Submission

Vivid S5/86 Ultrasound System April 5,2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid S5/56 with 12L-RS Transducer

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

Mode of Operation

Clinical Application PW cw Color [Color M| Power | Combined | Harmonic | Coded

Anatomy/Region of Interest Doppler | Doppler ] Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse Other

Ophthalmic

Fetal/Obstetrics

Abdominal p* | p* p* P* N p* p* P p

Pediatric T P|P p P P P P - P P

Small Organ (specify)l"] P|P| P P P P P P P

Neonatat Cephalic
Adult Cephalic

Cardiac

Peripheral Vascular P|P P P P P P P P

Musculo-skeletal Conventional | P | P P P P P P P

Musculo-skeletal Superficial P|P P P P P P P P

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginat

Transuretheral

Intraoperative (specify)i?! PIP| P ' P | P P P P P

Intraoperative Neurological

Intravascular

L aparoscopic

N = new indication; P = previously cleared by FDA; E = added under Appendix E (*Previously Cleared K113690)

Notes:

[1] Smalt organ includes breast, testes, thyroid.

[2] Intraoperative inciudes abdominal, thoracic (cardiac), and vascular (PV).

[*] Combined odes are 8/M, B/Color M, BIPWD B/CWD, B/Coior/PWD, BfFower/PWD,

IA-J_

{Division Sig ~Of
jvision of radiological Devices

@) EVD g (PLEASE DO NOT WRITE BELOW THtS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
510k \ ; ) Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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Vivid $5/S6 Ultrasound System

GE Healthcare
510(k) Premarket Notification Submission

April 5, 2012

Diagnostic Uitrasound Indications for Use Form
GE Vivid §5/86 with i12L-RS Transducer

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

Made of Operation
Clinical Application B | M PW cw Color | ColorM| Power | Combined Hann9nic Coded Other
Anatomy/Region of Interest Doppler| Doppler | Doppler { Doppler | Doppler| Modes” | Imaging Pulse*
Ophthalmic
Fetal/Obstetrics
Abdominall'l PiP| P P P P P p P
Pediatric P|P P P P P P P P
Small Organ (specify)?! PiP| P P P P P P P
Neonatal Cephalic
Adult Cephalic
Cardiach! P|P| P P P P P P P
Peripheral Vascular P|P P P P P P P P
Musculo-skeletal Conventional | P | P P P P P P P P
Musculo-skeletal Superficial P|P P P P P P P P
Other
Exﬁm Type, Means of Access
Transesophageal
Transrectal
Transvaginal
Transuretheral
Intraoperative (specify)i4] P{P] P P P P P P P
Intraoperative Neurological
Intravascular
Laparoscopic

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

. Notes: )
[1] Abdominal includes GYN/Pelvic and Renal.
{21 Small argan includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.

[4] | raoperatwe includes abdominal, thoracic (cardiac}, and vascular (PV).
bjped modes are B/M, B/Color M, B/FPWD, B/C\WD, B/Color/PWD, B/Power/PWD.
4 0 [’O'] d Pulse is for digitally encoded harmonics.

(Division Sign-OfFf) 4

ivision of Rad|0|oglcal Devices (PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
kl ?)V% Concumrence of CDRH, Office of In Vitro Dlagnostic Devices {OIVD)
Ik

Prescription Use (Per21 CFR 801.109}
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GE Healthcare

510(k) Premarket Notification Submission
Vivid 85/86 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid $5/$6 with 6Tc/6Tc-RS Transducer**

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

Made of Operation

Clinical Application PW cw Color i ColorM| Power | Combined | Harmonic | Coded

Anatomy/Region of Interest Doppler Dopple_r Doppler | Doppler| Doppler| Modes* | Imaging | Pulse® Other

Ophthalmic

Fetal/Qbstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic
Adult Cephalic

Cardiacl"l PP P . P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal PP P P P P P P P P
Transrectal

Transvaginal

-| Transuretheral

Intraoperative (specify)

Intracperative Neurological

Intravascular

Laparoscopic

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

Notes:

[1 Cardiac is Adult and Pediatric,

[*] Combined modes are B/M, B/Color M, B/PWD, B/CWD, B/Color/PWD, BfPower/PWD.
' {#] Coded Pulse is for digitally encoded harmonics.

4 / A/ 0 Ws from 6Tc-RS only in the connector type
A

A {Division Sign-Off)

. ivision of Radiotogical Devices
‘ 8\ 1 @%07\ ) (FLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
510k ¥ S Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

c

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid §5/56 Ultrasound System April 35,2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid $5/S6 with 6T/ 6T-RS Transducer*

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

Mode of Operation

Clinical Application PW CwW | Color |ColorM| Power
Anatomy/Region of Interest Doppler| Doppler | Doppler | Doppler | Doppler

Combined
Modes*

Harmonic
Imaging

Coded
Pulse*

QOther

Ophthalmic

Fetal/Qbstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac!'] PP} P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal PP P P P P

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intraoperative Neurological

Intravascular

Laparoscopic

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

Notes:
{1] Cardiac is Adult and Pediatric.

[*] Combined modes are B/M, B/Color M, B/PWD, B/CWD, B/Color/PWD, B/Power/PWD.

s

Code Pgl is for digitally encoded harmonics.
from 6Tc-RS only in the conneclor type

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

( -
ivision ol Kadiological Devices
\Z \D\ QL3

510k

Prescription Use (Per 21 CFR 801.109)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (0IVD)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid 8$5/86 Ultrasound System April 3, 2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid S5/S6 with 9T/ 9T-RS Transducer*

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

Mode of Operation

Clinical Application 8 | M PW cw Color |ColorM| Power | Combined | Harmonic | Coded
Anatomy/Region of Interest Doppler| Doppler ; Doppler | Doppler | Doppler| Modes* | Imaging | Pulse*

Ophthaimic

Other

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Necnatal Cephalic

Adult Cephalic -

Cardiac!™ PP P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal P|P P P P P P P P P

Transrectal

Transvaginal

Transuretheral

Intraoperative (specify)

Intraoperative Neurological

Intravascular

Laparoscopic

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

Notes:

{1] Cardiac is Adult and Pediatric.

[*] Combined modes are B/M, B/Color M, B/PWD, B/CWD, BICoIon'PWD B/Power/PWD.
[*} Coded Pulze is for digitally encoded harmonics.

" omy8T-RS only in the connector type

{Divisio
o n

ign ) :
Ivision of Radiological Devices
SIOK_E)J_M (PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANGTHER PAGE IF NEEDED}

== Concurrence of CDRH, Office of In Vitro Diagnostic Devices {0IVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission
Vivid §5/86 Ultrasound System April 5,2012

Diagnostic Ultrasound Indications for Use Form
GE Vivid S§5/86 with P2D Transducer

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

Mode of Operation
CIinicaIAppIi.cation Bl m PW CW | Color |ColorM| Power | Combined Hanmgnic Coded Other
Anatomy/Region of Interest Doppler| Doppler | Doppler | Doppler | Doppler| Modes | Imaging | Pulse
Ophthalmic
Felal/Obstetrics
Abdominal
Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiad!l . P

Peripherat Vascular P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

intraoperative {specify)

Intraoperative Neurologicat

Intravascular

Laparoscopic

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

Notes:
[1] Cardiac is Adylt and Pediatric.

{Division Sign-

Division of Radiological Devices
\fa\\ (ﬂQIVDl (PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
510k, ¥ri e

Llilicrd Soncurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801 109}
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GE Healthcare

510(k) Premarket Notification Submission
Vivid 85/86 Ultrasound System

April 5,2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid $5/56 with P6D Transducer

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

Clinical Application

Mode of Operation

PW cw Color | Color M| Power | Combined

Anatomy/Region of Interast . Doppler| Doppler} Doppler | Doppler | Doppler| Modes

Harmonic
Imaging

Coded
Pulse

Other

Qphthalmic

Fetal/QObstetrics

"Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiaci

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intracperative {specify)

Intraoperative Neurological

Intravascular

Laparoscopic

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

Notes:

It ang'Pediatric.

ol

(DivKiGn Sign-Off)

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

Kivls_ion of Radiological Deviceg
s [P

—'——quneunence of CDRH, Office of In Vitro Diagnostic Devices (OIVD})

Prescription Use (Per 21 CFR 801.109)
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