Siemens Medical Solutions USA, Inc.
Ultrasound Division

SECTION 11

510(k) Summary
Prepared 10/11/2006

Sponsor: Siemens Medical Solutions USA, Inc.,

Ultrasound Division
1230 Shorebird Way

L O63/38

Antares Ultrasound System
Speeial 310(k) Submission

NOV 2 2 2006

P.O. Box 7393

Mountain View, California 94039-7303
Contact Person: Sheila W. Pickering

Telephone: (6501943 7187

Fax: (6507943 7053
Submission Date: October 13, 2006
Device Name: Siemens Antares Ultrasound System
Common Name: Diagnostic Ultrasound Systern with Accessories
Classification:
Regulatory Class: iI
Review Catcgory: Tier 1

Classification Panel:  Radiology
Ultrasonic Pulsed Doppler Imaging System FR # 892.1550

Ultrasonic Pulsed Echo Imaging System FR # 892.1560
Diagnostic Ultrasound Transducer FR # 892.1570)

A. Legally Marketed Predicate Devices

Product Code 90-1YN
Product Code 90-IYQ
Product Code 90-1TX

The Siemens Antares Ultrasound system is substantially equivalent to the following:

+  KO052894, K033196, K023729, 1/1/2005, Antares Diagnostic Ultrasound System

s K032021, 8/17/2005, Siemens V5M Transesophageal Transducer

»  KOT1252, 5/30/2001, GE Hitachi EUB 8500 with Sonoelastography

B. Device Description:

The Siemens Acuson ANTARES MODIEICATION has been designed to meet the following

product safety standards:

UL 60601-1, Safety Requirements for Medical Equipment
" IEC 60601-2-37 Diagnostic Ultrasound Safety Standards

" CSA (22.2 No. 601-1, Safety Requirements for Medical Equipment
® ATUM/NEMA UD-3, 1998 Standard for Real Time Display of Thermal and Mechanical
Acoustic Output Indices on Diagnostic Ultrasound Equipment

" AIUM/NEMA UD-2, 1998 Acoustic Qutput Measurement Standard for Diagnostic

Ultrasound
" O93M2/EEC Medical Devices Directive

Section 11 S10(k) Summary of Safety and Effcctiveness
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Siemcns Medical Solutions USA, Inc. Antares Ulteasound System
Ultrasound Division Special 510¢k) Submission

" Safety and EMC Requirements for Medical Equipment
B EN/EC 60601-1
®  EN/IEC 60601-1-1
" EN/EC 60601-1-2

®= 1EC 1157 Declaration of Acoustic Power

" IS0 10993-1 Biocompatibility

C. Intended Use

The Antares ultrasound imaging system is intended for the following applications: Abdominal,
Intraoperative, Small Parts, Transcranial, OB/GYN, Cardiac, lntracardiac, Transesophageal, Pelvic,
Neonatal/Adult Cephalic, Vascular, Intravascular, Musculoskeletal, Superficial Musculoskeletal, Great
Vessel, and Peripheral Vascular applications,

D). Substantial Equivalence

The submission device is substantially equivalent to the predicate with regard to both intended use and
technological characteristics,

E. Performance Data

The modifications to the Antares are verified and validated according to the company’s design control
process as certified in the 510¢k) Notification.

Section 1} 51¢k) Summary of Safety and Effectiveness Pg. it2of 11.2



Siemens Medical Solutions USA, Inc. Antares Ultrasound System
Ultrasound Division Special 510(k) Submission

SECTION 11

510(k) Summary
Prepared 10/11/2006

Sponsor: Sicmens Medical Solutions USA, Inc.,
Ultrasound Division
1230 Shorebird Way
P.O. Box 7393
Mountain View, California 94039-7393

Contact Person: Sheila W. Pickering
Telephone: (650) 943 7187
Fax: {650) 943 7033
Submission Date: October 13, 2006
Device Name: Siemens Antares Ultrasound System
Common Name: Diagnostic Ultrasound System with Accessories
Classification:
Regulatory Class: 11
Review Category: Tier II

Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FR # §892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-1YQ
Dtagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-1TX

A. Legally Marketed Predicate Devices
The Siemens Antares Ultrasound system is substantially equivalent to the following:

¢ K052894, K033196, K023729, 1/1/2005, Antares Diagnostic Ultrasound System
¢ - K052021, 8/17/2005, Siemens V5M Transesophageal Transducer

s KO11252, 5/30/2001, GE Hitachi EUB 8500 with Sonoelastography

B. Device Description:

The Siemens Acuson ANTARES MODIFICATION has been designed to meet the following
product safety standards:

* UL 60601-t, Safety Requirements for Medical Equipment
®  IEC 60601-2-37 Diagnostic Ultrasound Safety Standards
" CSA (222 No. 601-1, Safety Requirements for Medical Equipment

" ATUM/NEMA UD-3, 1998 Standard for Real Time Display of Thermal and Mechanical
Acoustic Output Indices on Diagnostic Ultrasound Equipment

" AIUM/NEMA UD-2, 1998 Acoustic QOutput Measurement Standard for Diagnostic
Ultrasound

®  O3/42/EEC Medical Devices Directive

Section 11 310¢k) Summary of Safety and Effectiveness Pg. [1.10f 112



Siemens Medical Solutions USA, Inc. Antares Ulirasound System
Ultrasound Division Special 5100k} Submission

" Safety and EMC Requirements for Medical Equipment
*  EN/EC 60601-1
"  ENIEC 60601-1-1
*  EN/IEC 60601-1-2

® IEC [157 Declaration of Acoustic Power

¥ 150 10993-1 Bioccompatibility

C. Intended Usec

The Antares ultrasound imaging system is intended for the following applications: Abdominal,
Intraoperative, Small Parts, Transcranial, OB/GYN, Cardiac, Intracardiac, Transesophageal, Pelvic,
Neonatal/Adult Cephalic, Vascular, Intravascular, Musculoskeletal, Superficial Musculoskeletal, Great
Vessel, and Peripheral Vascular applications.

D. Substantial Equivalence

The submission device is substantially equivalent to the predicate with regard to both intended use and
technological characteristics.

E. Performance Data

The modifications to the Antares are verified and validated according to the company’s design control
process as certified in the 510(k) Notification,

Section 11 510(k) Summary of Safety and Effectiveness Pg. 112 0f 11.2
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

Rockville MDD 20850

Sheila Pickering, Ph.D.

Senior Director of Regulatory Affairs NOV 2 2 2008
Sicmens Medical Solutions USA, Inc.

P.0. 7393, 1230 Shorebird Way

MOUNTAIN VIEW CA 94039

Re: K063138
Trade Name: Siemens ACUSON Antares Modification™ Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: IYN, IYO and IYX
Dated: October 13, 2006
Received: October 23, 20006

Dear Dr. Pickering:

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 Siemens ACUSON Antares Modification™ Ultrasound System, as described in

your premarket notification:

Transducer Model Number

C5-2 Convex Array
C6-2 Convex Array
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Page 2-Sheila Pickering, Ph.D.

C8-5 Convex Array
5.0C50+ Convex Array
(C6-3 3D Mechanically Driven 3D Convex Array
EV9-4 Convex Array Endovaginal
Endo-VII Mechanical Sector Endovaginal
Endo-V 3D Mechanical Sector Endovaginal
EC9-4 Convex Array Endovaginal
BE9-4 Convex Array Endocavity
5.0L45 Linear Array
7.5L70 Linear Array
LB5-2 Linear Array
L10-5 Linear Array
VF13-5 Linear Array
YF13-5SP Linear Array
7.5L.501 Linear Array
7.5L50Q Linear Array
813 Linear Array
C7F2 Curved Array
LAP8-4 Laparoscopic
P4-2 Phased Sector Array
5.0P10 Phased Array
MPT7-4 Phased Sector Array TEE
CW2 Continuous Wave Doppler
CW5 Continuous Wave Doppler
PG3-4 Phased Sector Array
CH5-2 Convex Array
V5M TEE

If your device is classified (see above) into either class 11 (Spectal 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 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 801); 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.
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This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply lo the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. [t should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

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
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html
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If you have any questions regarding the content of this letter, please contact Sundar Rajan at
(240) 276-3666.

Sincerely yours,

} Z@uvl 6/10 /;/l o

Nancy C. Brogdon

Director, Division of chroductwe,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure(s)



Siemens Medical Solutions USA, Inc. Antares Ultrasound System
[Mirasound Division Special 510(k) Submission

SECTION 7
Intended Use of the Device

(ACUSON ANTARES ™ Ultrasound System)

Intended Use:

The Acuson Antares ultrasound imaging system is intended for the following
applications: Abdominal, Intraoperative, Small Parts, Transcranial, OB/GYN,
Cardiac, Intracardiac, Transesophageal, Pelvic, Neonatal/Adult Cephalic, Vascular,
Intravascular, Musculoskeletal, Superficial Musculoskeletal, Great Vessel, and
Peripheral Vascular applications.

The system also provides for the measurement of anatomical structures and for
analysis packages that provide information that is used for clinical diagnosis
purposes.
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Siemens Medical Solutions USA, Inc. ' Antares Ultrasound System

Ultrasound Dhvision

Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if
known):

Device Name:

Intended Use:

SIEMENS ACUSON ANTARES MODIFICATION ™
Ultrasound System

Ultrasound 1maging or fluid flow analysis of the human body as follows:

Mode of Operation
- . . . . Color .
Clinical Apphcaﬁon A 8 | M |rwp | cwp Color |Amplitude Velocity Combllned Of.hf.:l'

Doppler | Doppler Imaging (Specify) | (Specify)
Ophthalmic
Fetat P P P P P P BMDC (Note 2,345
Abdominal r P p P P P BMDC |Note2,34,5
Intraoperative (Note 6} P P p B P BMDC |Note 3
Intraoperative Neurological 3 P P P P BMDC INote 2,3
Pediatric P P P P p P BMDC |Note2,34,5
Small Organ (Note 1} P P P P P P BMDC |Note 2,3,4,5
Neonatal Cephalic p P P P P P BMDC |Note 2,3
Adult Cephalic P P 3 P P P EMDC  |Note 2
Cardiac P P P P p P BMDC |Note 2,7
Transesophageal P P P P P P BMDC |Note 2,37
Transrectal p P P P P BMDC |Note 2,34,5
Transvaginal P P P P P BMDC |Note 2,34,5
Transurethral
Intravascular
Peripheral vessel P P P P P P BMDC |Note 2,345
Laparoscopic P P P P P ‘ BMDC  [Note 3
Musculo-sketetal (Conventional) P P P P P P BMDC |Note 2,34.5
Musculo-skeletal (Superficial) P P p P P P BMDC |Note 2,3,4,5
Other (specify)

P = previously cleared by the FDA under # K052894) B = added under Appendix E.

Notel  For example: breast, testes, thyroid, penis, prostate, etc.
Notc2  Ensemble tissue harmonic imaging

Note3 3D imaging

Noted  B&W SieScape panoramic imaging
Note 5  Power SieScape panoramic imaging
Note6  For example: abdominal, vascular

Note 7 Contrast agent imaging

Note §  Virtnal Format

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

Section 6

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

. ’ . i ,
2 )C‘VVL(/WC/ Vg~
(Division Sign-OFf) Q "d
Division of Reproductive, Abdomvinal,
and Radiological Devices A ;o
510(k) Number teﬁé 3/j97

Diagnostic Ultrasound Indications for Use Form Pg. 6.1 of 6.30




Sicmens Medical Solutions USA, Inc. Antares Ultrascund System

Ultrasound Division

Special 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number ¢
kJIOWH}:

Device Name:

Intended Use:

(5-2 Convex Array Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION Ultrasound Systern

Ultrasound imaging or fluid flow analysis of the human body as
follows:

Clinical Application

Meode of Operation

Color |Amplitude Color Combined Other

Velocity . .
Doppler | Doppler Tmaging (Specify) (Specify}

A B { M |PWD|CWD

Ophthalmic

Fetal

P P P P p BMDC |Note 2,34,5,

Abdominal

P P P P P BMDC |Note 2,345,

Intracperative Abdominal

Intracperalive Neurological

Pediatric

P p P P P BMDC {Note 2,3,4,5,

Small Organ

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

P P P P P BMDC  |Note 2,345,

Laparoscopic

Musculo-skeletal {Conventional)

Musculo-skeletal (Superficial)

Other {Specify}

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note 1  For example: breast, testes, thyroid, penis, prostate, etc.
Note2  Ensemble tissue harmonic imaging

Note3 3D imaging

Noted  B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6  For example: abdominal, vascular
Note 7 Contrast agent imaging

Note 8 Virtual format

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

Section 6

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use {Per 21 CFR 801.109)

y] Anief U@%WM

(Division Sign-Off)
Division of Reproductwe Abdomlnal
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100 Nal Devicss )/ 4 (280
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Siemens Medical Selutions USA, [nc. Antares Ultrasound Systern
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510¢k) Number gf

known}:
Device Name: C6-2 Convex Array Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION Ultrasound
System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation
Cliuical Application o Color < :
AlB | M |rwplcwp DC""’I; Amplitude) v elocity (Egml;'f“’)d (Sot'lffr )
opp BPIET | | aging | (SPecify pecily
Ophthalmic
Note
Fetal P P P P P BMDC 23457
: Note
Abdominal p P P P p BMDC 23457
Intraoperative (Note 6)
Intraoperative Neurological
L X Note
Pediatric P P P P P BMDC 23457
Small Organ (Note 1)
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
. Note
Peripheral vessel P P P P P BMDC 23457
Laparoscopic
Musculo-skeletal (Conventional)
Musculo-skeletal (Superficial)
L Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note 1 For example: breast, testes, thyroid, penis, prostate, cic.
Note2  Ensemble tissue harmonic imaging

Note3 3D imaging

Note4  B&W SieScape panoramic imaging

Note 5 Power SieScape panoramic imaging

Note 6  Fer example: abdominal, vascular

Note 7 Contrast agent imaging

Note 8  Virtual format

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescriplion Use {Per 21 CFR 801\.1/@?)@/% o o %}\_
{Division Sl‘gn-O:Fc}ﬁ 6)
Division of Reproductive, Abdominal,

and Radiological Devices / /7~ 4 /23 37

Section 6 Diagnostic Ultrasound [ndi?a‘{gﬁé)fm%bl«egrm Pg. 6.3 0of 6.30




Siemens Medical Solutions USA, Inc.

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number gt

known):

Device Name:

C8-5 Convex Array Transducer for use with:

Antares Ultrasound System
Special 510(k) Submisston

SIEMENS ACUSON ANTARKES MODIFICATION Ultrasound System

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation
Clinical Application .o | Color .
Al B | M|rwp|cwp DC""’["r A&"’"";f‘ Velocity (Eg“:ifl;‘e)d (SOZ':;; )
opple pp Imaging | (SPeciy pecily
Ophthalmic
Fetal
Abdominal P P P P P BMDC Note 34,5
Intraoperative (Note 6)
Intraoperative Neurological
Pediatric P P p P P BMDC Note 3,4,5
Smalt Organ (Note 1) P P P P p BMDC Note 34,5
Neonatal Cephalic P P P p P BMDC Note 3,4,5
Adult Cephalic
Cardiac E E |2 E E BMDC Note 3,4,5,7
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal (Conventional) P P P P P BMDC Note 3.4,5
Musculo-skeletal (Superficial) E E E E E BMDC Note 34,5
Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note1l  For example: breast, testes, thyroid, penis, prostate, etc.

Note2  Ensemble tissue harmonic imaging

Note3 3D imaging

Note 4  B&W SieScape panoramic imaging
Note 5  Power SieScape panoramic imaging
Notc 6 For example: abdominal, vascular

Note 7 Contrast agent imaging
Note 8  Virtual format

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Section 6

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions USA, Inc. Antares Ultrasound System
Ultrasound Divisicn . Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number ar
known):
Device Name: 5.0C50+ Convex Array Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION Ultrasound
System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as
follows:
Mode of Operation
Clinical Application . Color | Amplitude Colo'r Combined Other
AL M i pwn [ Y| Doppler | Doppler | YUY | heciry) | (Specify)
Imaging
Ophthalmic
Fetal P r P P p P BMDC Note 3,4,5
Abdominal ' P P P P P P BMDC Note 34,5
Intracperative (Note 6}
Intraoperative Neurological
_ Pediatric . P P P P p P BMDC | Note3,4,5
Small Organ (Note 1) r P P P P P BMDC Note 3.4,5
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P P BMDC Note 3,4.5
Laparoscopic N
Musculo-skeletal (Conventional) E E E E E E BMDC Note 3,4,5
Musculo-sketetal (Superficial) E E E E E E BMDC Note 3,4,5
Other (specify)

P = previously cleared by the FDA under # K04006(); E = added under Appendix E.

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note2  Ensemble tissue harmonic imaging

Note3 3D imaging

Note4  B&W SieScape panoramic imaging

Note 5  Power SieScape panoramic imaging

Note 6 For example: abdominal, vascular

Note 7 Contrast agent imaging

Note 8 Virtual Format

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

W /)M&/.'/C &Lyﬂm

{Division Sngn -Off)
Division of Reproductive, Abdo

and Radiological Devices é&{ 2/35

Section 6 Diagnostic Ultrasound Indicalionssfépﬂgelﬁmber RgefouSnf 530




Siemens Medical Solutions USA, Inc.
Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number dr

known):

Antares Ultrasound System
Special 510k} Submission

Device Name: C6-3 3D Mechanically Driven 3D Convex Array Transducer for use

with:

SIEMENS ACUSON ANTARES MODIFICATION Ultrasound

System

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as

follows:

Mode of Operation

Clinical Application
PWD

CWD

Color [Amplitude
Doppler | Doppler

Color
Velocity
Imaging

Coinbined
(Specify)

Other
(Specify)

Ophthalmic

Fetal P P P

BMDC

Note 2,3,4,5

Abdominal P P P

BMDC

Note 2,3,4,5

Intraoperative (Note 6)

Intraoperative Neurological

Pediatric P P P

BMDC

Note 2,3,4,5 .

Small Grgan (Note 1)

Necnatal Cephalic E I E

BMDC

Note 2,3,4,5

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

-Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2  Ensemble tissue harmonic imaging
Note 3 3D imaging
Notc 4  B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note ¢  For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8  Virtual format

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED}
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Section 6 Diagnostic Ultrasound lndican":l)h%}' H&é‘ﬁ&%
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Siemens Medical Selutions USA, Inc. Antares Ultrasocund System

Ultrascund Division

Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510¢k) Number r

known}:

Device Name:

Intended Use:

IKV9-4 Convex Array Endovaginal Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION Ultrasound
System

Ultrasound 1maging or fluid {low analysis of the human body as
follows:

Clinical Application

Mode of Operation

Color  |Amplitude] C”°" | Combined|  Other

Velocity Y . .
Imaging (Specify) (Specify)

A B M PWD Wb Doppler | Doppler

Ophthalmic

Fetal

P P P P P BMDC Note 2,3,4,5

Abdominal

Intraoperative (Note 6)

Intraoperative Neurological

Pediatric

Small Organ (Note 1)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

|3 P P P P BMDC Note 2,3,4,5

Transvaginal

p P P P P BMDC Note 2,3.4,5

Fransurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeietal (Conventional)

Musculo-skeletal (Superficial)

Other (specify)

P =previously cleared by the FDA under # K040060; E = added under Appendix E.

Note I For example: breast, testes, thyraid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging

Note3 3D imaging

Note4  B&W SieScape panoramic imaging
Note5  Power SieScape panoramic imaging
Note 6  For example: abdominal, vascular
Note 7  Contrast agent imaging

Note 8  Virtual format

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

Section 6

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Scluticns USA, fnc.

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number r

known):

Device Name:

Intended Use;

Antares Ultrasound System
Spectal 510(k} Submission

Endo-VH Mechanical Sector Endovaginal Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION Ultrasound

System

Ultrasound imaging or fluid flow analysis of the human body as

follows:

Clinical Application

Mode of Operation

. Color
A B M PWD CWD Doppler

Amplitude
Doppler

Color
Velocity
Tmaging

Combined
(Specify)

Other
(Specify)

Ophthalmic

Fetai

BM

Note 3

Abdominal

Intraoperative Abdominal

Intraoperative Neurological

Pediatric

Small Organ (Nate 1)

Neonatal Cephalic

BM

Note 3

Adult Cephalic

Cardiac

Transesophageal

Transrectal

BM

Note 3

Transvaginal

BM

Note 3

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note ] For example: breast, testes, thyroid, penis, prostate, etc.
Note2  Ensemble tissue harmonic imaging

Note3 3D imaging

Note4  B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascutar

Note 7 Contrast agent imaging

Note 8  Virtual format

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

Section 6

Prescription Use (Per 21 CFR 801.109}

Concurrence of CDRH, Office of Device Evaluation (ODE)

b /)Mw ¢ L Qq,m,géﬂ—;‘_/

{Division Slgn Off)

Diviston of Reproduciive, Abdommal
and Radiological Devices

510(k} Number

065138

Diagnostic Ultrasound Indications for Use Form
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Siemens Medical Solutions USA, Inc. Antares Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number ¢t

known):

Device Name: Endo-V 3D Mechanical Sector Endovaginal Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION Ultrasound System

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

Made of Operation

Clinical Application A B | M CWD Color | Amplitude Color Combined | Other

Velocity . .
FWD Doppler | Doppler Imaging (Specify) | (Specify)

Opkhthalmic

Fetal P P BM Note 3

Abdominal

Intracperative {Note 6)

Intraoperative Neurological

Pediatric

Small Organ (Note 1)

Neonatal Cephalic P P BM Note 3

Adult Cephalic

Cardiac

Transesophageal

Transrectal P P BM Note 3

Transvaginal P P BM Note 3

Transurethral

Intravascelar

Peripheral vessel

Laparoscopic

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note 1  For example: breast, testes, thyroid, penis, prostate, ctc.
Note2  Ensemble tissue harmonic imaging

Note 3 3D imaging

Note4  B&W SieScape panoramic imaging

Note 5 Power SieScape panoramic imaging

Note 6  For example: abdominal, vascular

Note 7 Contrast agent imaging

Note 8  Virtual format

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

\,ﬂW e/ C @/wrm .
{Division Sign-Off) _
Division of Reproductive, Abdominal,

and Radiglogical Devi . y
5100 Number x,y/éﬁ/ Eld
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Stemens Medical Solutions USA, Inc.

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number «r

known):

Device Name:

Intended Use:

Antares Ultrasound System
Speciat 510¢k) Submission

C9-4 Convex Array Endovaginal Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION Ultrasound

System

Ultrasound imaging or fluid {low analysis of the human body as

follows:

Clinical Application

Mode of Operation

PWD

Color

WD Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
{Specify)

Other
(Specify)

Ophthalmic

Fetal

BMDC

Note 2,345

Abdominal

Intraoperative Abdominal

Intraoperative Neurological

Pediatric

Small Organ (Note 1)

Necnatal Cephalic

Aduit Cephalic

Cardiac -

Transesophageal

Transrectal

p

P

BMDC

Note 2,3,4,5

Transvaginal

BMDC

Note 2,3,4,5

Transurethral

I[atravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note 1  For example: breast, testes, thyroid, penis, prostate, etc.
Note2  Ensemble tissue harmonic imaging

Note3 3D imaging

Note 4  B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging

Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

Note 8  Virtoal format

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Section 6

Prescriptton Use (Per 21 CFR §01.109)

_ wlﬁ.m/m L {3/“571

{Division Sign-Off)

Division of Reprodu
and Radiological Devices
510{(k} Number

Qtive, Abdominal,

L/ 3

Diagnostic Ultrasound Indications for Use Form
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Siemens Medical Solutions USA, Inc.
Ulirasound Division

Antares Ultrascund System
Spectal 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number it

known):

Device Name:

Intended Use:

BEY-4 Convex Array Endocavity Transducer for use with:

SIEMENS ACUSON ANTARES MODIFECATION Ultrasound

System

follows:

Ultrasound imaging or fluid flow analysis of the human body as

Clinical Application

Mode of Operation

A B M PWD CWD Doppler

Color |Amplitude
Doppler

Color
Velocity
Imaging

Combined
(Specify}

Other
(Specify)

Ophthalmic

Fetal

P BMDC

Note 2,345

Abdominal

Intraoperative Abdominal

Intraoperative Neurclogical

Pediatric

Small Organ (Note 1}

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal P P P P

P BMDC

Note 2,3.4,5

Transvaginal P P P P

P BMDC

Note 2,3,4,5

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note 1  For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note3 3D imaging
Note4  B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note ¢  For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8  Virtual format
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)
Y iy (D10 Mt
{Division Sign-Off} é é,)
Division of Reproductive, Abdominal,
and Hadiological Devices W¢ j/ﬁ A?
10k} Number ¥,
Section 6 Diagnostic Ultrasound Indications for Use Form Pz. 6.11 of 6.30




Siemens Medical Solutions USA, Inc.
Ultragound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number ar

Antares Ultrasound System

Special 510(k) Submission

knowny:
Device Name: 5.0L45 Lincar Array Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION
Ultrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as
follows:
Mode of Operation
Clinical Application . . Color .
a | n | oo con | oAt gy | Combie| - ot
PP pp Imaging pecily pecity
Ophthalmic
Fetal
Abdominal P P P P P P BMDC Note 2,3,4,5
Intraoperative (Note 6)
Intraoperative Nearological
Pediatric P P P P P P BMDC Note 2,3,4,5
Small Organ (Note 1) P P P P P P BMDC Note 2,3,4,5
Neonatal Cephatic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P 3 P BMDC | Note2,34,5
Laparoscopic
Musculo-skeletal (Conventional} P P P P P P BMDC Note 2,3,4,3
Muscuto-skeletal (Superficial)
Other (specify)

P = previcusly cleared by the FDA under # K04006(; E = added under Appendix E.

Note ] For cxample: breast, testes, thyroid, penis, prostate, etc.
Neotc2  Ensemble tissue harmonic imaging

Note3 3D imaging

Note4  B&W SieScape panoramic imaging

Note 5  Power SieScape panoramic imaging

Note ¢  TFor example: abdominal, vascular

Notc 7 Contrast agent imagiag

Note 8  Virtual format

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

h
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{(Division Sign-Off)
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063,35

Section 6 Diagnostic Ultrasound Indications for Use Form

Tro o r2of6:3




Stemens Medical Solutions USA, Inc. Antares Ultrasound System
Ultrasound Division Specizl 51KK) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number it

knowny:
Device Name: 7.5L70 Linear Array Transducer for use witl;
SIEMENS ACUSON ANTARES MODIFICATION Ultrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as
follows:
Maode of Operation
Clinical Application “ . Color .
! A || m v own| DO et Ve |G| Oue
Imaging
Opkthalmic
Fetal
Ahdominal
Intraoperative (Note )
intraoperative Neurological
Pediatoc P P P P P BMDC {Note 34,5
Small Organ (Nate ) P P P P P BMDC |Note 3,45
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel E E E E E -~ BMDC |Note 3,4,5
Laparoscopic
Musculo-skeletal (Conventional) P P P P P BMDC [Note 3,4,5
Musculo-skeletal (Superficial) P P r P P BMDC [Note 3,4,5
Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note2  Ensembie tissue harmonic imaging

Note 3 3D imaging

Note 4 B&W SieScape panoramic imaging

Note 5 Power SieScape panoramic imaging

Note 6  For example: abdominal, vascular

Note 7 Contrast agent imaging

Note 8  Virtual format

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concusrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) Cé Q}

Dhvision of Reproductve, Abdominal,

aovi Radiological Devices / _937
KR Number / éﬂéy

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.13 of 6.30




Siemens Medical Solutions USA, Inc. Antares Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number dr

known):
Device Name: LB5-2 Linear Array Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION Ultrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as
follows:

Mode of Operation

Clinical Application - . Color . .
N A w | e own | ATt Vet [Crvtied) o
Imaging
Ophthalmic
IFetal P P P P P BMDC |Note 4,5
Abdominal P P P P P BMDC |Note 4,5

Intraoperative Abdominal

Intraoperative Neurological

Pediatric

Small Organ

Neonatal Cephalic

Aduit Cephalic

Cardiac

Transesophageal

Transrectaf

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note 1 For cxample: breast, testes, thyroid, penis, prostate, etc.
Note2  Ensemble tissue harmonic imaging

Note3 3D imaging

Nole4  B&W SjeScape panoramic imaging

Note 5  Power SieScape panoramic imaging

Note 6 For example: abdominal, vascular

Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
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Siemiens Medical Solutions USA, Inc.

Ultrasound Division

Antares Ultrasound System
Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number r
knowny:

Device Name:

L10-5 Linear Array Transducer for use with:

SIEMENS ACUSON ANTARES MODIFICATION

Ultrasound Systemn
Intended Usc: Ultrasound imaging or fluid flow analysis of the human body as
follows:
Mode of Operation
Clinical Application - . Color ~ .
A | B [ M |pwp|cwp| Color jAmplitidel v, (Eé’“:;‘f“’)‘l (qogg |
ppler PRI | prging | (Speciy) | (Specify
Ophthalmic
Fetal
i Note
Abdominal p P P P P BMDC 234,58
Intraoperative (Note 6)
Intraoperative Neurological
L Note
. C
Pediatric | P P P p BMDC 23458
Note
Small Organ (Note 1) P P P P P BMDC 23458
; Note
Neonatal Cephalic P P P P P BMDC 23458
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
. Note
Peripheral vessel P P P P P BMDC 23458
Laparpscopic
. Note
Musculo-skeletal (Conventional) P p P . P P BMDC 23458
. . |Note
Musculo-skeletal {Superficial) p P P p P BMDC
234,58
Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Nole2  Ensemble tissue harmonic imaging

Note3 3D imaging

Note4  B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6  For example: abdominal, vascular
Note 7 Contrast agent imaging

Note §  Virtual format

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801. ]()j
dnag (| W

Section 6

{Division Slqnl()ff
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and Radiologicat Devices
Diagnostic Ultrasound HRdAEXfd N fanbiss Form
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Sicmens Medical Solutions USA, Inc.

Ulteasound Pivision

510(k)

Diagnostic Ultrasound Indications for Use Form

Number gr

knowny:

Device Name:

Intended Use:

Amntares Ultrasound System
Spectal 510(k) Submission

VFE13-5 Linear Array Transducer for use with:

SIEMENS ACUSON ANTARES MODIFICATION Ultrasound System

follows:

Ultrasound imaging or fluid flow analysis of the human body as

Clinical Application

Made of Operation

Al e |™M]rwp|cwn Color |Amplitude
Doppler | Doppler

Color
Velocity
Imaging

Combined
(Specify)

Other
(Specity)

Ophthalmic

Fetal

Abdeminal

Intraoperative (Note 6)

[ntraoperative Neurological

Pediatric P p P P P P

BMDC

Note 3.4,5,8

Small Organ (Note 1) P

ja)
o
<
o

])

BMDC

Note 3,4,5,8

Neonatal Cephalic P P P p P P

BMDC

Note 3,4,5.8

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel P P p P P P

BMDC

Note 3,4,5,8

* Laparoscopic

Musculo-skeletal (Conventional) P P p p P p

BMDC

Note 3,4,5,8

Musculo-skeletal (Superficial) P P P P P p

BMDC

Note 3,4,5,8

Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note 1  For example: breast, testes, thyroid, penis, prostate, etc.
Note2  Ensemble tissue harmonic imaging
Note3 3D imaging
Note 4  B&W SieScape panoramic imaging
Note 5  Power SieScape panoramic imaging ;
Note 6  For example: abdominal, vascular
Note 7  Contrast agent imaging
Note 8 Virtual format
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IR NEEDED)
Concurrence of CDRH, Office of Device Fvaluation (ODE)
Prescription Use (Per 21 CFR 801.109)
DA ]Q‘VMM//\ \0)441//;1:—»/
(Division S:gn Off) Q/ )
Division of Reproductive, Abdominal,
and Radiological Devices ég j /
510k} Number
Section 6 Diagnostic Ultrasound Indications for Use Form
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Sicmens Medical Solutions USA, Inc.

Ultzascund Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number ar
known:

Device Name:

Antares Ultrasound System
Special 510¢k) Submission

VF13-58P Linear Array Transducer for use with:

SIEMENS ACUSON ANTARES MODIFICATION

Ultrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as
follows:
Mode of Operation
Clinical Application . Color .
" Al w | m | pwp cwp | coler | Ampidel gy | Combined| | Other
"~ | Imaging
Ophthalmic
Fetal
Abdominal .
Intraoperative {Note 6) P P p P P BMDC [ Note 3,4,5,8
Intraoperative Neurologicat P P P P P BMDC [ Note 3,4,5,8
Pediatre ' P P P P P BMDC | Note3.4,5.8
Small Organ (Note 1) P P P p P BMDC [ Note 3,4,5,8
Neonatal Cephalic P P P P P BMDC | Notc 34,58
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vesscl P P P P P BMDC | Note 3,4,5,8
Laparoscopic
Musculo-skeletal Conventional P P P P P BMDC | Note3,4,58
Musculo-skeletal Superficial p P P P P BMDC | Note 3,4,5,8
Other {(specify)

P = previousiy cleared by the FDA under # K040060; E = added under Appendix E.

Notel  For example: breast, testes, thyroid, penis, prostate, efc.
Note2  Ensemble tissue harmonic imaging

Note 3 3D imaging

Note4  B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6  For example: abdorminal, vascular
Note 7 Conirast agent imaging

Note 8 Virtual format

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

Section 6

Concurrence of CDRH, Office of Device Evaluatign

DE)
s

{4//’ Q/ZG‘A'/L?”-:/

Prescription Use (Per 21 CFR 80&5 SIOR\SIQH

Division of Reproductwe deommal

and Radiological Devices KO@@/

510k} Number

Diagnostic Ultrasound Indications for Use Form

3y
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Stemens Medical Sclutions USA. Inc.

Ultrasound Dyivision

Diagnostic Ultrasound Indications for Use Form

S10(k) Number r
knowny:

Device Name:

Intended Use:

Antares Ultrasound System
Special 510¢k) Submission

7.5L501 Lincar Array Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION Ultrasound

System

Ultrasound imaging or fluid flow analysis of the human body as

follows:

Clinical Application

Mode of Operation

Color

A| B | M|{PWD|CWD
Dappler

Amplitude
Doppler

Cotor
Velocity
Imaging

Combined
(Specify)

Other
(Specify)

Ophthalmic

Fetal

Abdominal

BMDC

Note 3,4,5

Intraoperative (Note 6}

BMDC

Note 3,4,5

Intraoperative Neurclogical

Pediatric

Small Organ (Note 1)

BMDC

Note 3,4,5

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

BMDC

Note 34,5

Laparoscopic

Musculo-skeletal Conventional

BMDC

Note 34,5

Musculo-skeletal Superficial

Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note2  Ensemble tissue harmonic imaging

Note3 3D imaging

Notc4  B&W SicScape panoramic imaging
Note 5  Power SieScape pasoramic imaging
Note 6  For example: abdominal, vascular
Note 7 Contrast agent imaging

Note 8 Virtual format

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGHE [F NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Section 6

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions USA, Inc.
Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number s

knowny:

Antares Ultrasound Syslerm
Special 510¢k) Scbmission

Device Name: 7.5L.50Q) Linear Array Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION Ultrasound System

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as

follows;

Maude of Operation

Clinical Application
FWD

A B M CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(Specify)

Other
{Specify)

Ophthalmic

Fetal

Abdominal PlP P

BMDC

Note 3,4,5

Intraoperative (Note 6) P p P

I)

BMDC

Note 3,4,5

Intraoperative Neurological

Pediatric

Small Organ (Note 1) P P r

BMDC

Note 3,4.5

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel P P P

BMDC

Note 3 4,5

Laparoscopic

Musculo-skeletal (Conventional) P P p

BMDC

Note 3,4,5

Musculo-skeletal (Superficial)

Other (specify)

P = previously cleared by the FDA under # K040060; E = added u

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging

Note3 3D imaging

Netc 4 B&W SieScape panoramic imaging

Note 5 Power SicScape panoramic imaging

Note 6  For example: abdominal, vascular

Naote 7 Contrast agent imaging

Note 8 Virtual format

nder Appendix E.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINULE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation {ODE)

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions USA, Inc.
Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number f
knowny:

Device Name;:

Antares Ultrascund System

Special 510¢k) Submission

8L3 Linecar Array Transducer for use with:

Siemens Acuson ANTARES MODIFICATION Ultrasound

System
Intended Use: Ultrasound tmaging or fluid flow analysis of the human body as
follows:
Maode of Operation
Clinical Application Color |Amplitude| € |Combined|  Other
A B M | PWD | CWD Doppler | Doppler Veloc.lly (Specify) (Specify}
Imaging i
Ophthalmic
Fetal
Abdominal P P p P P BMDC | Note 2,3.4,5,8
Intraoperative (Note §)
Intrapperative Neurological
Pediatric P P P P P P BMDC | Note 2,3.4,5,8
Small Organ (Note 1) p P P P P r BMDC | Note 2,3,4,5,8
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascufar
Peripheral vessel P P P P 14 P BMDC [ Note 2,3,4,5,8
Laparoscopic
Musculo-skeletal (Conventional) P P P P P p BMDC [ Note 2,3.4,5.8
Musculo-skeletal {Superficial)
Other (specify)
P = previously cleared by the FDA under # K040060; E = added under Appendix E.

53

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note3 3D imaging
Note 4  B&W SieScape panoramic imaging
Note 5  Power SieScape panoramic imaging
Note 6  For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 Virtual format
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE [F NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109) ]a/ Mﬁ
1/\/(/44 C T
{Division Sign dff
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Siemens Medical Solutions USA, Inc. Antares Ulrasound System
Ultrasound [ivision Special 510k} Submission

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

Device Namae:
C7F2 Curved array mechanical 3D transducer for use with

Siemens Acuson ANTARES MODIFICATION Ultrasound System

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

Mode of Operation

Color
Velocity
Imaging

Combined Other
(Specify) (Specify)

Color | Amplitude

Clinical Application A B | M|PWD|CWD Dopplar | Doppler

Ophthalmic

e
)
T
-

Fetal P BMDC Note 2,3,4,5,7

Abdaminal P P P P P BMDC Note 2,3,4,5,7

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric P P p P P 8MBC Note 2,3,4,5,7

Small Organ

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel P P P P P BMDC Note 2,3,4,5,7

Laparoscopic

Musculo-skeletal

Conventional P P P P P BMDC Note 2,3,4,5,7

Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by FDA K033196; E = added under Appendix E

Additional Comments:

Nole 2 Ensemble tissue harmonic imaging

Note 3  SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology

Note 5 3-Scape real-time 3D imaging

Note 7 B&W SieScape panoramic imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of GDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions USA, [nc.

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number r

known):

Device Name:

Intended Use:

LAP8-4 Laparoscopic Transducer for use with:

Antares Ultrasound System
Special 510(k) Submission

SIEMENS ACUSON ANTARES MODIFICATION Ultrasound System
Ultrasound imaging or fluid flow analysis of the human body as

follows:

Clinical Application

Mode of Operation

Color
Doppler

Amplitude

>
PWD Doppler

CWD

Color
Velocity
Imaging

Combined
{Specify)

Other
{Specify)

Ophthalmic

Fetal

Abdominal

Intracperative (Note 6)

BMDC

Note 3,4,5

[ntraoperative Neurological

Pediatric

Small Organ (Note 1}

Necnata! Cephalic

Aduit Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

BMDC

Note 3,4,5

Musculo-skeletal (Conventional)

Musculo-skeletal {Superficial)

Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note2  Ensemble tissue harmonic imaging
Note3 3D imaging
Note4  B&W SieScape panoramic imaging
Note5  Power SieScape panoramic imaging
Note 6  For example: abdominal, vascular
Note 7  Contrast agent imaging
Note 8 Virtual format
{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE}
Prescription Use (Per 21 CFR 801.109)
s ’n
\,/' ]ﬂi/wf,éil fh \jﬁ/ﬂ’f:M/ .
(Division Sigh-Of) ta
Division of Reproductive, Abdominal, _
and Radiological Devices gﬂ(/ 6 / _/5
510{k} Number
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Siemens Medical Solutions USA, Inc. Antares Ultrasound Systemn
Dlitrasound Division Special 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number gf
known):
Device Name: P4-2 Phased Sector Array Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION
Ultrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as
follows:
Maode of Operation
Clinical Application _ : Color .
A g | M |pwn | cwp Color |[Amplitude Velocity Combl‘ned pthz;r
Doppler | Doppler I . (Specify) (Specify)
magmg
Ophthalmic
Fetal- P p P P P P BMDC
Abdominal P P P P P P ’ BMDC Note 2,3
Intracperative (Note 6)
Intraoperative Neurological
Pediatric P p P P P P BMDC
Small Organ (Note 1)
Neonatal Cephalic
Adult Cephalic P p P P P P BMDC Note 2,3
Cardiac p P P P P p BMDC Note 2,3,7
Transesophageal
Transrectal
Transvaginal
Transurethrat
Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note 1 For example: breast, testes, thyroid, penis, prostate, ele.
Note2  Ensemble tissue harmenic imaging
Note3 3D imaging
Note4  B&W SieScape panoramic imaging
Note 5  Power SieScape panoramic imaging
Note 6  For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8  Virtual format
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109) /} @/)
Y e 7Mf/’éﬂ71/ :
(Diwbmn Slgn -0)ff)
Division of Reproductive, Abdominal
and Radiological Devices w(ﬂ / 9
510(k} Number
Section 6

Diagnostic Ultrasound Indications for Use Form Pg. 6.230f 6.30



Siemens Medical Solutions USA, inc. Antares Ultrasound System
Ultrasound Division Special 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number ¢r
known):
Device Name: 5.0P10 Phased Sector Array Transducer for use with:
SIEMENS ACUSON ANTARES MODIFICATION Ultrasound
System \
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation
Clinical Application A 8 | m | rwp |l cwn Color  |Amplitude VSlool :t:y Combi.ned Otht.ar
Doppler | Doppler . (Specify) | (Specify)
Imaging
Ophthalmic
Fetal p p P p p P BMDC Note 2
Abdominal ' P P P P P P BMDC Note 2
Intraoperative (Note 6)
Intraoperative Neurological
Pediatric P P p P P | BMDC Note 2
Stall Organ {Note 1} ' }
Neonatal Cephalic P P P P P P BMDC Note 2
Adult Cephalic
Cardiac P P P P P P BMDC Note 2,7
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
[Laparoscopic
Musculo-skeletal (Conventional)
Musculo-skeletal (Superficial)
Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note ] For example: breast, testes, thyroid, penis, prostate, ete.
Note 2 Ensemble tissue harmonic imaging

Note3 3D imaging

Note 4  B&W SieScape panoramic imaging

Note 5 Power SieScape panoramic imaging

Note ¢  For example: abdominal, vascular

Note 7  Contrast agent imaging

Note 8  Virtual format

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions USA, Inc.

Uhtrasound BDivisien

Antares Ultrasound System
Speeial 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number af

known):

Device Name;

Intended Use:

MPT7-4 Phased S'ectorArmy TEE Transducer for use with:

SIEMENS ACUSON ANTARES MODIFICATION Ultrasound

System

Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

Color

ALl B | MIPWD|CWD
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
{Specify)

QOther
{Specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (Note 0}

Intraoperative Neurological

Pediatric

Small Organ (Note 1)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesaphageal

BMDC

Note 2,3,7

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Iaparoscopic

Muscuio-skeletal {Conventional)

Musculo-skeletal (Superficial)

Other (specify)

P = previously cleared by the FI3A under # K040064; E = added under Appendix E.

Note 1 For example: breast, tesles, thyroid, penis, prostate, etc. -
Note2  Ensemble tissue harmonic imaging

Note3 3D imaging

Note4  B&W SieScape panoramic imaging
Notc5  Power SieScape panoramic imaging
Note & For example: abdominal, vascular
Note 7  Contrast agent imaging

Note 8 Virtual format

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Section ¢

Prescription Use (Per 21 CFR 801.10%)
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Siemens Medical Solutions USA, Inc. Antares Ultrasound System

Utrasound Division

Special 5106¢k} Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number af

known}:

Device Name:

CW2 Continuous Wave Doppler Transducer for use with:

SIEMENS ACUSON ANTARES MODIFICATION
Ultrasound System

Intended Use: Uttrasound imaging or fluid flow analysis of the human body as
follows:
Mode of Operation
Clinical Application . Color .
Al s [ pwpfowp) Bo | SRRl velocity (?sm:;l:fw)d (soill?fr)
pp PP Imaging | (opecify) | (Specify
Ophthalmic
Fetal
Abdominal

Intraoperative (Note 6)

Intraoperative Neurological

Pediatric

Small Organ (Note 1)

Neonatal Cephatic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurcthral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal {Conventional}

Musculo-skeletal {Superficial)

Other (specify)

P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note 1  For example: breast, testes, thyroid, penis, prostate, etc.
Note 2  Ensemble tissue harmonic imaging

Note 3 3D imaging

Note4  B&W SieScape panoramic imaging
Note5  Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

Note 8  Virtual format

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

Section 6

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CI'R 801,109} \/L) %
mtin O &ﬁ/
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Siemens Mcdical Solutions USA, inc. Antares Ultrascund System
Ultrasound Division Special 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number ar

known):

Device Name:
CW5 Continuous Wave Doppler Transducer for use with:

SIEMENS ACUSON ANTARES MODIFICATION

Ultrasound System
Intended Use: Ultrasound imaging or fluid tlow analysis of the human body as
follows:
Mode of Operation
Clinical Application . Color .
| e | o mma G, |compia) o
pp ppler | | aging | (Specily) | (Specify
Ophthalmic
Fetal
Abdominal

Intraoperative (Note 6)

Intraoperative Neurological

Pediatric

Small Grgan (Note 1)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral
Intravascuiar

Peripheral vessel P

Laparoscopic

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Other (specify)
P = previously cleared by the FDA under # K040060; E = added under Appendix E.

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note2  Ensemble tissue harmonic imaging

Note3 3D imaging

Noted4  B&W SieScape panoramic imaging

Note 5  Power SieScape panorarnic imaging

Note 6  For example: abdominal, vascular

Note 7 Contrast agent imaging

Note §  Virtual format

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Usc (Per 21 CFR 801.109) )/)ﬂ/l/l/ %
ca/C
/b M’l/

Diagnostic Ultrasound Indications for Use Form (Division Syn-0 ffO

{Mvision of Reproductive, Abdo inal,

and Hadiological Devices )(Z é l
510{k) Number Wa S 5/3
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Siemens Medical Solutions USA, Inc.

Ultrasound Livision

510(k) Number ar

known):

Device Name:

Antares Ultrasound System
Special 510¢k) Subrmission

P9-d4 Phased Sector Array Transducer for use with:

SIEMENS ACUSON ANTARES MODIFICATION

Ultrasound System
Intended Use: Ultrasound imaging or {luid flow analysis of the human body as
follows:
Mode of Operation
ini icati - . Color .
(linieal Application A| B |M|[PwD|cwD Dz;'p"lz ] AI')“O';‘;J‘;::‘* Velocity %’;ﬁ:}‘;ﬂ (S?) f;‘if‘;/)
Imaging
Ophthalmic
Fetal P P P P P P BMDC Note 2
Abdominal i P P P P P P BMDC Note 2
Intraoperative (Note 6)
Intraoperative Necvrological P P P P P BMDC Note 2
Pediatric P P P P P P BMDC Note 2
Small Organ (Note 1) P P P P P p
Neonatal Cephalic P P P P P P BMDC Note 2
Adult Cephalic P P P P P P
Cardiac P P P P P P BMDC | Noke 2,7
Transescphageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P p P BMDC Note 2
Laparescopic
Musculg-skeletal (Conventional}
Musculo-skeletal (Superficial)
Other (specify)

P = previously cleared by the FDA under # K05024(), E = added under Appendix E.

L ﬁ%

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.

Note2  Ensemble tissue harmonic imaging

Note3 3D imaging

Note4  B&W SieScape panoramic imaging

Note 5  Power SieScape panoramic imaging

Note6  For example: abdominal, vascular

Note 7 Contrast agent imaging

Note 8  Virtual format

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801,109)
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Siemens Medical Solutions USA, Inc. Antares Ultrasound System

Ultrasound Division

Special 510¢k) Submission

Diagnostic Ultrasound Indications for Use FForm

510(k) Number ¢r

known):

Device Name:

Intended tse:

CHS5-2 Convex Array Transducer for use with:

SIEMENS ACUSON ANTARES MODIFICATION
Ultrasound System

Ultrasound imaging or fluid flow analysis of the human body as
follows:

Mode of Operation
Clinical Application : . Color {Amplitude Colo-r Combined | Other
Al B |M|PWD|CWD Doopter | Donpler Velocity (Specify) | (Specify)
PP opp Imaging opecity pecity
Ophthalmic
P P P P P Note
Fetal BMDE 2,3,7.8
. P P p P P Note
Abdominal BMDC 23178
Intracperative (Notc 6)
Intraoperative Neurological
- P P P P P Note
Pediatric BMDC | 9308
Small Organ (Note 1)
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
] P P P P P Note
Peripheral vessel BMDC 2378
Laparoscapic
Musculo-skeletal (Conventional)
Musculo-skeletal (Superficial)
Other (specify)

P = previously cleared by the FDA under # K043016; E = added under Appendix E.

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
NoleZ  Ensemble tissue harmonic imaging

Note3 3D imaging

Note4  B&W SieScape panoramic imaging
Note 5 Power SicScape panoramic imaging
Note &  For examplé: abdominal, vascular
Nete 7 Contrast agent imaging

Note8  Virtual format

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IFF NEEDED)
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Siemens Medical Solutions USA, Inc.
Ulttasound Division

Antares Ultrasound System
Special 510(k) Submission

Diagnostic Ultraseund Indications for Use Form

510 (k) Number (if known):

Device Name:

Acuson Antares Diagnostic Ultrasound System

Transducer: V5M TEE

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as

follows:

Muode of Operation

Color Power

Clinical Application Al B M [PWD | CWD Dappler {Amplitude)
Doppler

Color
Velocity
Imaging

Combined
(Specify)

Other ;
Harmonic
Imaging

Other :

3D

Ophthalmic

Fetal

Abdominal N N N N N N

N*

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric N N N N N N

Small Organ
(Specify) **

Neonatal Cephalic

Adult Cephalic

Cardiac N N N N N N

N*

Trans-esophageal N N N N N N

N#*

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specifyy**»

N = new indication; P = previously cleared by FDA (K032114); E = added under Appendix E

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Dappler, B+M+Color Doppler, B+CWD+Color Daoppler,

B+PWD+Color Doppler, B+Power Doppler, B+PWD+Power Doppler, B+CWD-Power Doppler, B+M+Power Doppler

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation {CDE)

Prescription Use (Per 21 CFR 801.109)

and Radiol
Section 6 Diagnostic Ultrasound Indications foﬁﬂ]&ﬂﬂqjmber



