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510{k) Summary of Safety and Effectiveness

This summary of safety and effectiveness information is submitted in accordance with 21 CFR §807.92.

1) Submitter's name, address, telephone number, contact person
Submitted by:

SuperSonic Imagine, S.A.

Les Jardins de la Duranne - B&t. E& F

510, rue René Descartes

13857 Aix-en-Provence Cedex

France

Telephone: +33 442 99 24 24

Distributed by:

SuperSonic Imagine, Inc.
11714 North Creek Parkway N . SEP 2 4 2013
Suite 150

Bothell, WA 98011

North America

Telephone: +1{425) 686 6380

Corresponding Official.

Jacques Souquet

Chief Executive Officer

Telephone: +33 442 99 24 35

Date: 2013/07/12

2) Name of the device, including the trade or proprietary name if applicable, the common or usual

name, and the classification name, if known:

Common/Usual Name: Diagnostic Ultrasound System with Accessories
Proprietary Name: Aixplorer®

Classification:

Regulatory Class: !l

Classification Name: 21 CFR Section Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 90-1¥YN
Ulrasonic Pulsed Echo Imaging System 892.1560 90-1Y0D
Diagnostic Ultrasound Transducer 892.1570 90-ITX

3) Substantially Equivalent/Predicate Devices

AIXPLORER® Ultrasound Imaging System (K121329), cleared on 08/24/2012
AIXPLORER® Ultrasound Imaging System (K112255), cleared on 08/28/2012

Siemens Acuson S2000TM Diagnostic Ultrasound System {K072786), cleared on 11/13/2007
Philips iU22 Ultrasound System (K093563), cleared on 02/01/2010
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4) Description of Device

The SuperSonic Imagine AIXPLORER® system is a carl based uitrasound imaging system used to
perform non-invasive diagnostic general purpose ultrasound imaging studies. The system contains a
scan converter and can be coupled to a variety of linear, curved, micro-convex, and motorized linear array
transducers to produce images, which are displayed on a LCD monitor. An adjustable control panel with
integrated touch screen allows the user to perform an ulirasound exam quickly and efficiently in
accordance with ALARA principles. The system also allows the user to perform measurements, capture
images to digital memory or to an external device (such as a printer), and review diagnostic studies in the
form of a reporl. The system functions in a manner identical to the predicate devices and transducers for
the imaging modes: B-Mode, M-mode, Color Flow, Pulsed Wave Doppler, Harmonic Imaging, Amplitude
Doppler, 3D imaging and for ShearWave ™ elastography.

5) Intended Use
The SuperSonic Imagine AIXPLORER® ultrasound system and iransducer are intended for general
purpose pulse echo ultrasound imaging and Doppler fluid flow analysis of the human body.

The SuperSonic Imagine AIXPLORER® ultrasound system is indicated for use in the foliowing
applications: Abdominal, Small Organs, Musculoskeletal, Superficial Musculoskeletal, Vascular,
Peripheral Vascular, OB-GYN, Pelvic, Pedialric, Urology, Trans-rectal, Trans-vaginal and Neonatal
Cephalic.

The system also provides the ability to rmeasure anatomical structures (Abdominal, Small Organs,

Musculoskeletal, Superficial Musculoskeletal, Peripheral Vascular, GYN, Pelvic, Pediatric, Urology, Trans-
rectal, Trans-vaginal, Neonatal Cephalic, Fetal/Obstetrics).

6) Summary of Technological Characterisitics — New Device compared to Predicates

phitps uzz | STer Begon [ Spermonie [ e | iovgne
redcao | (padicatg | AXFLORER® | ARFLORER® | AACLORER®
KO93563): | - KOT2786) .| k421329) | - K112255) device)
et General Radiology | —* . —r -
Abdominal, Identical Identical Identical Identical
Smalil Organs* | ldentical Identical Identical identical
Musculoskeletal | Identical Identical Identical Identical
— a‘:}‘;znge‘eta! ldentical Identicai Identical
Fetal Identical -— -— Identical
Clinical -— Transcranial — - -—
Applications |__ OB — — Identical
GYN Identical Identical Identical
Cardiac Identical - w— -
— Pelvic Identical Identical Identical
Adult and . .
neonatal dentical ngr?;:? cle(;?\;Iic) - Lcig:at:acla Jte(;?\;lic)
cephalic
Pediatric Identical Identical identical |dentical
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Urotogy ldentical Identical ldentical Identical

— Vascular ldentical Identical Identical

Peripheral Identical Identical Identical Identical

Vascular

Ophthalmic — — — -

Intra-operative | --- — -— -—-

Laparoscopic |- - - —

Trans-rectal — Identical I[dentical |dentical

Trans-vaginal |- Identical Identical Identical

Fetal echo - — -— Identical
Imaging
Modes

B-mode, Identical Identical Identical identical

M-mode, Identical -— - Identical

PW, Identical Identical Identical Identical
Conventional | CW (continuous . _ . .

Wave). Identical

Color Doppler, |[Identical Identical Identical Identical

Amplitude [dentical Identical Identical dentical

Doppler

Harmonic . . . .

imaging, Identical identical ldentical Identical

Spatial

Compounding, |[ldentical Identical — Identical
Other Panoramic,

Contrast Identical p— — —

-— Identical Identical — —_

— Elastography Identical Identical Identical

B-mode+Color, |ldentical, Identical Identical Identical

5-mode+Color™ | gentical Identical — Identical
Combination | B-mode +PW | [dentical Identical Identical Identical

B-mode+M- . .

mode ldentical -— ——— Identical

B- . ) ;

— mode+Elastography Identical Identical Identical
Transducers

Linear Array Identical Identical Identical Identical
Transducer Curved Array Identicat Identical Identical Identical
types Phased Array | — — — .

Laparoscopic
probe
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Motorized . , . A
Linear Probe Identical Identical Identical Identical
Microconvex . , . .
probe identical Identical Identical Identical
Track 3

Track {Acoustic Identical Identical Identical Identical
Qutpul Display)

Patient

Contact yes. per 150 identical Identical Identical Identical

Materials

Acoustic

Output Yes, as per . . . .

within FDA NEMA UD-3 ldentical Identical identical Identical

guidelines

General Conforms to

S"‘f ‘: IEC 60601-1, | Identical Identical Identical Identical

atety IEC 60601-2
Note:;

*: Breast, Thyroid, Testicle, etc
**. — means net applicable

7) A brief discussion of the clinical tests submitted, referenced, or relied on in the premarket
notification submission for a determination of substantial equivalence

Non-clinical testing was conducted per the following standards to support a determination of substantial

equivalence to the predicate devices.

Reference Standard

Tests Performed

IEC 60601-1 3™ Edition

All applicable electrical, basic safety and essential
performance tests.

UL 60601-1 1™ Edition

All applicable electrical, basic safety and essential
performance tests specific to the U.S.A.

IEC 60601-1-1 2™ Edition

All applicable tests pertaining to Medical Electrical
Systems.

IEC 60601-1-2 3™ Edition

All applicable testing pertaining to electromagnetic
compatibility.

IEC 60601-2-37 2™ Edition

All applicable testing pertaining to the particular
requirements for the safety of ultrascnic medical
diagnostic and monitoring equipment.

NEMA UD 2 (Rev, 3)

All tests applicable in order to demonstrate
compliance with the “Accoustic Output
Measurement Standard for Diagnostic Ultrasound
Equipment”.

NEMA UD 3 (Rev. 2)

All tests applicable in order to demonstrate
compliance with the "Standard For Real Time
Display Of Thermal And Mechanical Acoustic
Output Indices On Diagnostic Ultrasound
Equipment”.

ISO 10993-1

Applicable biocompatibility tests per FDA 510(k)
Memorandum - #G95-1 — per the appropriate
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| device category.

In addition to the referenced standards testing, performance tests were conducted with respect to
Fetal/Obstetrics features.

The above testing confirmed thal the Aixplorer System performs according to the stated intended use. All
data fell within pre-determined product specifications and external standard requirements. Results of non-
clinical testing confirmed the substantial equivalence of the Aixplorer System to the predicate device(s).

8) A brief discussion of the clinical tests submitted, referenced, or relied on in the premarket
notification submission for a determination of substantial equivalence

Clinical data is not required as the Aixplorer System uses the same technology and principles as predicate

devices.

9) Conclusion

The manufacturer and the design and development of the submission device comply with 21 CFR Part
820 and 1SO 13485 (2003) Quality Standards. The submission device, designed to comply with applicable
safety standards, is tested during manufacturing process to ensure compliance with these standards.
Consequently, according tests performed, the opinion of SuperSonic Imagine is the submission device is
as safe and effective as the predicale devices cited in ilem 3.
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; / DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Seisice

Food und Drug Adiministrstion
10903 New 1 lampshize Avenue

arcument Control Conter - WOSG-GoUY

Salver Sprmg. MY 209930002

September 24, 2013
Supersenic Imagine, S.A.
% Mr. Aurelic Gruener
Les Jardins de la Duranne
510 Rue René Descartes - Bat. Eet F
Aix -en-Provence Cedex 13 837
FRANCE

Re: K132171
Trade/Device Name: Aixplorer® .
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonie pulsed doppler imaging system
Regulatory Class: 11
Product Code: YN, IYO, ITX
Dated: September 3. 2013
Reccived: September 3, 2013

Dear Mr. Gruener:

We have reviewed your Section 310(k) premarket notification ol intent 10 market the device
relerenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed ininterstate
commerce prior 10 May 28, 1976, the enactment date ol the Medical Device Amendments. or to
devices that have been reclassiticd in accordance with the provisions of the Federal Food. Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device. subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration. listing of
devices. pood manufacturing practice, labeling, and prohibitions against misbranding and
adulteration, Please note: CPRI does not evaluale information related to contract liability
warrantics. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applics 10 the following transducers iniended for
use with the Aixplorer®. as described in your premarket notification:
Transducer Model Number

Sl.15-4 SE13-3 SL10-2
SCo-1 SL.VI16-5 SMC12-3

If your device is classified (sec above) into cither class 11 {Special Controls) or class HI {PMA).
it may be subject to additional controls. Existing major regulations alTecting your device can be
tound in the Code of Federal Regulations. Title 21, Parts 800 to 898, In addition. FDA may
publish further announcements concerning your device in the Federal Reuister.
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Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803): good manufacturing practice. requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (300} 638 2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http:/iwww. fda.gov/Medical Devices/Safetv/ReportalProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
hnp://mvw.t‘da.aov!McdicalDcviccs/RcsourccstbrYou/lnduslr\r/dcfault.htm.

Sincerely yours,

i)

Janine M. Morris i
Director, Division of Radiological Health
Office of [n Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

for

Enclosure



Diagnostic Ultrasound Indications for Use

510(k) number (if known): RS K 132171

Device Name: AIXPLORER® Ultrasound System
Intended Use: Diagnostic ultrasound imaging or ftuid flow analysis of the human body as follows:

Indications for Use:

The SuperSonic Imagine AIXPLORER® ulrasound system is indicated” for use in the following
applications: Abdominal, Small Organs, Musculoskelelal, Superficial Musculoskeletal, Vascular, Peripheral
Vascular, OB-GYN, Pelvic, Pediatric, Urology, Trans-rectal, Trans-vaginal and Neonatal Cephalic.

The system also provides the ability to measure anatomical siructures {(Abdominal, Small Organs,
Musculoskeletal, Superficial Musculoskeletal, Peripheral Vascular, GYN, Pelvic, Pediatric, Urology, Trans-
rectal, Trans-vaginal, Neonatal Cephalic, Fetal/Obstetrics).

Prescription Use ___X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpan D) (21 CFR 807 Subpan C}

(PLEASE DO NGT WRITE BELOW THIS LINE-CONTINUE ON ANGTHER PAGE IF
NEEDED)

Concurrence of CDRH; Office of In Vitro Diagnostics and Radiological Health (OIR}

o)

(Division Sign-Off)
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) K132171
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Diagnostic Ultrasound Indications for Use

510(k} number (if known}: .
Bevice Name: AIXPLORER® Ultrasound System
Intended Use: Disgnostic ultrascund imaging or fluid low analysis of the human body as follows:

Cilnica) Application Mode of Oporation
General Specific B | M |PWDICWD] Color Combined Othor® (Spocify}
(Frack 1 Onty) {Tracks 1 & 3} Dopplor {Spocly)

Ophthalmic [Ophthatmic

Fetal imaging & |Fetal NN [N N N.1,3.4 11 N, 58

Other Abdominal {including urolology} { P P i P.1,23.4 P.5.6.7,8.10.9
Intra-operative {Specify)
Intra-operative (Neuro)
{ aparoscopic
Pedlatric P P P P 1,234 P.5,6,7,8.10, 9
ISmall Organ (Breasl, Thyrold, P P P P 1,234 P.65.6.7.8.10.9
Testicle, Prostate, penis, etc...}
Neonatal Cephalic P P P P.1,234 P 56.7. 8
IAdult Cephalic
[Trans-rectal P P P P 1234 P, 5.6.7.8
[Trans-vaginal P P P P 1234 P, 56,7, 8
[Yrans-urethral
[Trans-esoph. (non-Card.)
Musculo-skeletal (Conventional} | P P P P.1.2,3.4 P, 56,7, 8109
|Musculo-skeletal (Superficial) P P P P1,2 3.4 P.5,6,7, 8108
Intravascular
GYN P P P P1,234 P. 56,7 810
Pelvic P P P P.1.23.4 P 56,7 810
Other (Specify)

Cardiac Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)
Trang-gsoph. (Cardiac)
Intra-cardiac
Other (Specify)

Peripheral Peripheral vesset P P P P.1,2 3.4 P, 56.7.810 9

[Vesse! Other (Specify) pl |p P P,1,2.3.4 P.56,788

N = new indicalion; P = previously cleared by FDA (K121329)

Additional Comments:

1: Combined modes include: B+ Color Flow ™ &: Spatial Com &oundmg

2: Combined modes include: B+ ShearWave 7. ShearWave — Elsstography

Efastography 8: Imaging Guldance for Biopsies

3: Combined modes include: B+ Pulsed Wave - ©: Panoramic Imaging

4: Combined modes include: B+ Pulsed Wave + Color 10: 3D I'maging

Flow 41: Combined modes include: B+ M modes

5. Harmonic Imaging

Prescription Use ____ AND/OR Over-The-Counter Use

(Par1 21 CFR 801 Subparl D) {21 CFR 807 Subpan C)

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

Concurrence of CDRH: Office of In Vitro Diagnostics and Radiological Health (OIR)
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Diagnostic Ultrasound Indications for Use

510(x) Number (if known):

Device Nama: SL154 transducer (1D Linear Amay Transducer)

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

Ciinical Appllcaﬂon

Motda of Oporation

Gonoral Specilic
{Track 1 Only) {Tracke 1 & 3)

8 [w| Pwp lcwD| Color

Combingd
{Specily)

Other* (Spocify}
Dopplor,

Cphthalmic Ophthalmic

Fetal imaging & [Fetal

Other Abdominal P

P Pt23.4 P56.788

Intra-operatlive (Specify)

Intra-operative (Neuro)

L aparoscopic

Pediatric P

P P1,2.3,4 P56.7.88

Smalt Organ (for examgple Breast, |P
Thyrold, Testicle, Prostate, Penis)

P P1,23.4 P5,6.7.89

Neonatal Cephalic P

P P.1.2,3.4 P. 56,79

iAdult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

[Trans-asoph. {non-Card.)

Musculo-skeletal (Conventionai) P

P56,7889

Musculo-skeletal {Superficial) P

P5.6,7. 89

Intravascular

GYN

Pelvic

Other (Specify)

Cardiac Cardiac Adult

Cardiac Pediatric

[Intravascular {Cardiac)

Trans-esoph. (Cardlac)

Intra-cardiag

Other (Spocify)

Peripheral Peripharal vessel P

P P1,234 P5.6,7.89

Vessel Other (Specify)

N = new indication; P = previously cleared by FDA (K121328)
Additional Comments:

1: Combined modes include: B+ Color Flow

2: Combined modes include: B+ ShearWave'
Elastography

3: Combined modes include: B+ Pulsed Wave

4: Combined modes include: B+ Pulsed Wave + Color
Flow

§: Hamonic Imaging

Prescription Use ___ X____
(Part 21 CFR 801 Subpan D)

AND/OR

6: Spatial Com\poundmg

7. ShearWave — Elastography

8: Imaging Guidance for Biopsies

9: Panoramic Imaging

10: 3D Imaging

11: Combined modes include: B+ M modes

Over-The-Counter Use
(21 CFR 807 Subpan C)

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

Concurrence of CORH: Oifice of In Vitro Diagnostics and Radiological Health (OIR}
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Device Name: $C6-1 transducar (curved array transducer)

Diagnostic Ultrasound Indications for Use
510(k) Number {if known):

Intended Use: Diagnostic ulirasound imaging or fluid flow analysls of the human body as follows:

Clinice! Application

Mode of Oparation

Goneral
{Track 1 Only}

Spocific
(Tracks 1 & 3)

B[m|pwolcwo| Color Combined

Dopplor (Specity)

Other* ({Specify)

Cphthalmic

Qphthalmic

Fetal Imaging &
Other

Fatal

NIN{N N N, 1,34, 11

N, 6.6

|Abdominal {including urclology)

PP P P1,234

P56.78.9

|intra-operalive {Specify)

Intra-operative (Neuro}

Laparoscopic

Pediatric

P1,234

e
o
0

P56.78,9

Prostate, penis, etc...)

ISmall Organ (Breast, Thyroid, Testicle,

P1,23 4

P56,7.8

Naonalal Cephalic

lAdult Cephalic

[Trans-rectal

ITrans-vaginal

[Trans-urethral

[Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional}

P12 3.4

P5.6.7.89

IMusculo-skeletal (Supericial)

P1.2.3. 4

P56,7,89

Intravascular

GYN

P12 3.4

P56,7.8

Pelvic

P1,2.3.4

P56,7,8

Other (Specify)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascutar (Cardiac)

[Trang-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Periphera!

Peripheral vesse!

P1,.23.4

P56,7.8090

Vessel

_[Other {Specify)

P1,234

P568.7.88%8

N = new indication; P = previously cleared by FDA {(K121328)
Additional Comments:

1; Combined modes include: B+ Color Flow

2: Combined modes include: B+ ShearWave™

Elastography

3: Combined modes include: B+ Putsed Wave
4: Combined modes include; B+ Pulsed Wave + Color

Flow

§: Harmonic Imaging

Prescription Use _ X_

AND/OR

(Part 21 CFR 80! Subpan D}

8: Spatial Com‘poundlng

7: ShearWave — Elastography
8: Imaging Guidance for Biopsies
9: Pancramic Imaging

10: 3D Imaging

- 11: Combined modes include: B+ M modes

Over-The-Counter Use
(21 CYFR 807 Subpan C}

{PLEASE DO NOT WRITE BELOW THI1S LINE-CONTINULE ON ANOTHER PAGE IF NEEDED)

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

Page 4 of B




Diagnostic Ultrasound Indications for Use

510{k) Number (if known):
Device Name: SE12-3 transducer (endocavitary transducer)}

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

Clinlcal Application Mode of Oporation
Gonors! Spociflc B [MPWD|CWD] Color Combinod Other”
(Track 1 Oaly} (Tracks 1 & 3} Dopplor {Spocity) {Spocify)
Ophthalmic Ophthalmic
Fetal Imaging & |[Fetal NININ N N.1,3.4,11|N56
Cther Abdominal
Intra-operative {Spacify)
[Intra-operative (Neuro)
Laparoscopic
Pediatric
ISmall Organ (for example Breast, Thyroid, Pl |P P P1,2.3.4 |P56,7.8
[Teslicle, Prostate, penis. elc...)
Neonatal Cephalic
Adult Cephalic
[Trans-ractal Pl |P P P1,23.4 P56,7.8
Trans-vaginal P} |P p P12 34 |P586,7.8
[Trans-urethral-
[Trang-esoph. {non-Card.)
usculo-skeletal {Conventional)
[Musculo-sketetal (Superficial)
Intravascular
GYN P| [P P 1,234 |P56.7.8
Pelvic Pl P P P1,2.3,4 |P56,7.8
Other (Specify)
Cardiac Cardiac Adult
Cardisc Pediatric
Infravascular (Cardiac)
[Trans-asoph. (Cardiac)
intra-cardiac
Other (Specify)
Paripheral Paripheral vessel
[Vesse! (Other {Specify) Pl |P P P1,23.4 P56, 7,8
N = new indication; P = previnusgly cleared by FDA (K12132%)
Additional Comments:
1: Combined mades include: B+ Color Flow 6: Spatial Compounding

2: Combined modes include: B+ ShearWave™
Elastography

3: Combined modes include: B+ Pulsed Wave

4: Combined modes include: B+ Pulsed Wave + Color
Flow

5: Harmmonic Imaging
Prescription Use __ X AND/OR
(Part 21 CFR 801 Subpart D)

7: ShearWave'™ Elastography

8: Imaging Guidance for Biopsles

©: Panoramic Imaging

10; 3D Imaging

11: Combined modes include: B+ M modes

Over=-The-Counter Use
(21 CFR 807 Subpart C)

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

Concurrence of CDRH: Office of In Vitro Diagnostics and Radiological Health (OIR)
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Diagnostic Ultrasound Indications for Use

510(k) Number (if known):

Devica Name: SLV18-5 transducer (motorized linear transducer)
intended Use: Diagnostic ultrasound imaging or fluid flow anglysis of the human body as follows:

Clinica) Application

Modo of Oparation

General
{Track 1 Only)

Specific ]
(Tracks 1 & 3)

PWD |CWD| Color Combined

Other* {Spaclly)
Doppler]  {Specily) .

Ophthalmic Ophthalmic

Fetal Imaging & Fetal

Other Abdominal P

P1,2 3.4 [P56,78109

Intra-ocperative (Specify}

Intra-gperalive (Neuro)

Laparoscopic

Pediatric P

P56.7.8108

Small Organ (for example Breast,| P
[Thyroid, Testicle, Prostate, penis,
letc...)

P§,8.7,8 109

Neonatal Cephalic

[Adutt Cephalic

Trans-rectal

[Trans-vaginal

Trang-urethral

rans-esoph. (non-Card.)

Musculo-skeletal (Convanligns!) |P

P1,2,3,4 |P56.7.8109

Musculo-skeletal (Superficial) P

P1,234 |P56,781089

Intravascular

GYN

Pelvie

Other {Specify)

Cardiac Cardiac Adult

Cardiac Pediatric

Intravascular {Cardiac)

Trans-asoph. {Cardiac)

Intra-cardiac

Other (Specify)

Peripheral Peripheral vesse! P

P56,7810.9

(Vessel Other (Specify)

P1,23.4

N = new tndication; P = previously cleared by FDA (K121328)
Additional Comments:

1: Combined modes Include: B+ Color Flow -

2: Combined modes include: B+ ShearWave
Elastography

3: Combined modes include: B+ Pulsed Wave

4: Combined modes include: B+ Pulsed Wave + Color
Flow

5: Harmonic Imaging
Prescription Use ___ X_ AND/OR
{Pant 21 CFR 801 Subpan D)

6: Spatial Comrpounding

7: ShearWave'™ Elastography

8: Imaging Guidance for Biopsies

9. Pancramic Imaging

10: 3D Imaging

11: Combined modes include: B+ M modes

Over-The-Counter Use
{21 CFR 807 Subpan C)

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

Concurrence of CDRH; Office of In Vitre Diagnostics and Radiological Health (OIR)
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Devica Name:

Diagnostic Ultrasound Indications for Use
510(k) Number (if known):

. SL10-2 transducer (linear transducar)

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

Clinical Application

Made of Operation

Goneral
{Track 1 Only}

Spocific
(Trscks 1 8 3)

M |PWDICWD| Color Combinod

Doppler|  (Spocity)

Othor (Specily)

(Ophthaimic

Ophthalmic

Fetal Imaging
& Other

Fetal

lAbdominal

P. 1234

P, 56,789

Intra-operative (Specily)

{intra-operative (Neuro)

Laparoscopic

Pediatric

P.1,2 3,4

P. 56,789

Small Organ (for example Breast, Thyroid,
Teslicle, Prostate, penis, etc...)

P, 1.2.3, 4

P, 5.6.7,8.9

Neonatal Cephalic

P. 1,23 4

P.5.6.7. 8

lAdull Cephalic

Trans-rectal

[Trans-vaginal

Trans-urethral

[Trans-asoph. {non-Card.)

|Muscute-skeletal (Conventional)

o

P,5678%9

[Muscuto-skeletal (Superficial)

P. 56789

Intravascular

GYN

Pelvic

Other {Specify)

Cardiac

Cardiac Adult

Cardiac Pedlatric

Intravascular {Cardiac)

Trans-asoph, (Cardiac)

Intra-cardiac

Qther (Specity)

Peripheral

Peripheral vessel

P.1,23,4

|P.5.6.7.8

[Vessel

Other (Specify)

P, 1,234

8.9
[P.5.6.7.8,9

N = new indication; P = previously cleared by FDA (K121329)
Additional Commants:

1: Combined modes include: B+ Color Flow

2: Combined modes include: B+ ShearWave™

Elastography

3: Combined modes include: B+ Pulsed Wave
4: Combined modes include: B+ Pulsed Wave + Color

Flow

§: Harmonic Imiaging

Prescription Use ___ X

AND/OR

{Part 21 CFR 801 Subpari D)

6. Spatial Com&ounding

7. ShearWave  Elastography

8: Imaging Guidance for Blopsies
9 Panoramic Imaging

10: 3D Imaging

11: Combined modes inciude: B+ M modes

Qver-The-Counter Use
{21 CFR 807 Subpan C)

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

Concurrence of CDRH: Office of In Vitro Diagnostics and Radiological Health {OIR)}
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Diagnostic Ultrasound Indications for Use

510(k) Number {if known):
Device Name: SMC12-3 transducer (micro-curved transducer)
Intended Usa: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinlca! Application

Modo of Oporation

General
(Trach 1 Only)

Speclfic
{Tracks 1 & 3)

M [PWDI|CWD| Color Combined

Dopplor]  (Spocify)

Othor* (Spocify)

Ophthaimic

Ophthalmic

Fetal Imaging
|& Other

Fetal

iAbdominal

P.1,23.4

P.5.6,7,8,9

Intra-operative (Spacily)

lintra-operative (Neuro)

Laparoscopic

Padialric

P.1.2 3,4

P 5.6,7.89

Small Organ (for example Breast, Thyroid,
[Testicle, Prostate, panis, etc...)

)

P, 1,234

P 5,6.7.8.9

|Neonatal Cephalle

P, 1,2 3,4

P 56.7.9

lAdult Cephalic

[Trans-rectal

[Trang-vaginal

[Trans-urathral

Trans-asoph. (non-Card.)

Musculo-skeletal (Conventional)

P. 56,789

Musculo-skeleta! (Superficial)

|
IS

ol Fd
FSES

P 567889

Intravescular

GYN

Pealvic

Other (Specify)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular {Cardiac)

Trans-asoph. {Cardiac)

lintra-cardiac

Other (Specify)

Peariphara!

Peripheral vessel

P.1,23.4

P.5.6.7.8%

Vessal

Other {Specify)

P, 1,23.4

P,5.6.7.8 8

N = new indication; P = praviously cieared by FDA (K121328}
Additional Comments:

1; Combined modes include: B+ Color Flow

2: Combined modes include: B+ ShearWave™

Elastography

3: Cornbined modes include: B+ Pulsed Wave
4: Combined modes include: B+ Pulsed Wave + Color

Flow

5: Harmonic Imaging

Prescription Use __ X

{Part 2] CFR

AND/OR
801 Subpart D)

6. Spatial Comfpounding

7: ShearWave'™ Elastography

8; Imaging Guidance for Biopsies
9: Panoramic Imaging

10: 3D Imaging

11: Combined modaes include: B+ M modes

Over-The-Counter Use

{21 CFR 807 Subpan C})

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

Concurrence of CDRH: Office of In Viwro Diagnostics and Radiological Healih (OIR)
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