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

SECTION II

510(k) Summary

Prepared 10/11/2006 N 2 2201
Sponsor: Siemens 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 7053

Submission Date: October 13, 2006

Device Name: Siemens Antares Ultrasound System

Common Name: Diagnostic Ultrasound System with Accessories

Classification:
Regulatory Class: 1I
Review Category: Tier 11
Classification Panel: Radiology

Ultrasonic Pulsed Doppler inaging System FR #892.1550 Product Code 90-1YN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-IYO
Diagnostic 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

KO 11252, 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 60601-1, Safety Requirements for Medical Equipment
• 1EC 60601-2-37 Diagnostic Ultrasound Safety Standards
* CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment
* AIUM/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 Output Measurement Standard for Diagnostic

Ultrasound
* 93/42/EEC Medical Devices Directive
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Safety and EMC Requirements for Medical Equipment
* EN/fEC 60601 I
* EN/IEC 60601-1-1
* EN/IEC 60601-1-2

* IEC 1157 Declaration of Acoustic Power
ISO 10993-I Biocompatibility

C. Intended Use

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 5 10(k) Notification.

Section I I 510(k) Summary of Safety and Effectiveness Pg. 11.2 of 11.2
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SECTION 11

510(k) Summary

Prepared 10/11/2006

Sponsor: Siemens 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 7053

Submission Date: October 13, 2006

Device Name: Siemens Antares Ultrasound System

Common Name: Diagnostic Ultrasound System with Accessories

Classification:
Regulatory Class: lI
Review Category: Tier 1I
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Iumaging System FR # 892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX

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

K K011252, 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 60601-1, Safety Requirements for Medical Equipment
• IEC 60601-2-37 Diagnostic Ultrasound Safety Standards
* CSA C22.2 No. 601 -1, Safety Requirements for Medical Equipment
* AIUM/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 Output Measurement Standard for Diagnostic

Ultrasound
• 93/42/EEC Medical Devices Directive
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* Safety and EMC Requirements for Medical Equipment

• EN/TEC 60601-1
* EN/IEC 6060 1-I-1
* EN/IEC 60601-1-2

• IEC 1157 Declaration of Acoustic Power
* ISO 10993-I Biocompatibility

C. Intended Use

The Antares ultrasound imaging system is intended for the following applications: Abdominal,
lntraoperative, 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 5 10(k) Notification.

Section I1 510(k) Summary of Safety and Effectiveness Pg. 11.2 of 11.2



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and DIrug Administration
9200 Corporate Boulevard
Rockville MD 20850

Sheila Pickering, Ph.D.
Senior Director of Regulatory Affairs NOV 2 2 2005
Siemens Medical Solutions USA, Inc.
P.O. 7393, 1230 Shorebird Way
MOUNTAIN VIEW CA 94039

Re: K063138
Trade Name: Siemens ACUSON Antares Modification TM 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: II
Product Code: IYN, IYO and IYX
Dated: October 13, 2006
Received: October 23, 2006

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 is 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 TM Ultrasound System, as described in
your premarket notification:

Transducer Model Number

C5-2 Convex Array
C6-2 Convex Array
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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
L 10-5 Linear Array

VF13-5 Linear Array
VFI 3-5SP Linear Array

7.5L501 Linear Array
7.5L50Q Linear Array

8L3 Linear Array
C7F2 Curved Array

LAP8-4 Laparoscopic
P4-2 Phased Sector Array

5.OP IO Phased Array
MPT7-4 Phased Sector Array TEE
CW2 Continuous Wave Doppler
CW5 Continuous Wave Doppler

P9-4 Phased Sector Array
CH5-2 Convex Array

V5M TEE

If your device is classified (see above) into either class II (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 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 to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer's 5 10(k) number. It 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" (21 CFR 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/industr¥/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,

l/ ol

Nancy C. B gdon
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)
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SECTION 7

Intended Use of the Device

(ACUSON ANTARES m 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.

(Division Sir-Off) b
Divisin of ½pr:iuctve, Abdomial.

£'Prescription Use

Section 7 Intended Use of (he Device Pg. 7.1 of 7 I
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Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if
known):

Device Name:
SIEMENS A CUSON A NTARES MODIFICA TION Tm
Ultrasound System

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

Mode of Operation

Clinical Application AI Col 1 Color Combined OtherA B PWD ~~~CWD l or Amplitude Vlct
Doppler Doppler i (Specify) (Specify)

____________________________ ~~ ~~~Im aging _ _ _ _ _ _ _ _ _ _ _

Ophthalmic
Fetal P P P P P P P 3MDC Note 2,3,4,5
Abdominal P P P P P P BMDC Note 2,3,4,5
Intraoperative (Note 6) P P P P P BMDC Notc 3
tntraoperative Neurological P P P P BMDC Note 2,3
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 Cephalic P P P P P P BMDC Note 2,3
Adult Cephalic P P P P P P BMDC Note 2
Cardiac P P P P P P BMDC Note2,7
Transesophageal P P P P P P BMDC Note 2,3,7
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 P P P P P P P BMDC Note 2,3,4,5
Laparoscopic P P P P P BMDC Note 3
Musculo-skeletal (Conventional) P P P P P P BMDC Note 2,3,4,5
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) E = added under Appendix E.

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble 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 TNIlS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-o-ff} /} J/
Division of Reprodu tive, Abdonnal,
and Radiological Devices510(k) Number , .

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.1 of 6.30
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Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if
known):

Device Name: C5-2 Convex Array Transducer for use with:
SIEMENS ACUSON ANTARES MOI)FICATION Ultrasound System

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

Mode of Operation

Clinical Application Ioo Color Amplitude Color Combined Other
jAJB M PWI) CWD Doppler Doppler Velocity (Specify) (Specify)Dopplr Dopler Imaging

Ophthalmic
Fetal P P P P P BMDC Note 2,3,4,5,
Abdominal P P P P P I3MDC Note 2,3,4,5,
Intraoperative Abdominal
intraoperative Neurological
Pediatric 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 BMDC Note 2,3,4,5,
I~aparoscopic
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.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 n&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 CDRPI, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sin-Off) a <
Division of Reproductive, Abdominal,
and Radiological Devices
51S ON Num ber Iniain _o _sFrg _ ._ f63

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.2 of 6.30
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Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if
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

Clinical Application J Color Amplitude Combined Ither
Doppler Doppler y (Specify) (Speify)Imaging

Ophthalmic

NoteFetal P P P P P BMDC 234e
2,3,4,5,7

Abdominal P P P P P BMDC 2345
2,3,4,5,7

Intraoperative (Note 6)

Intraoperative Neurological

NotePediatric 1' P P P P BMDC 23452,3,4,5,7
Small Organ (Note 1)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginat

Transurethral

Intravascular

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

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
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 ANOTI IER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 80) I )

(Division S n-Off} / /
Division of Repr ofLive, Abd minal,
and Radiological Devices// jg'7,j/35) 2

Section 6 Diagnostic Ultrasound usdir Pg. 6.3 ot 6.30Ultra ~~~~orseom g...).jo (.51lLu h r /u''/ '



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

Diagnostic Ultrasound Indications for Use Form

5 1 0(k) Number (if
known):

Device Name: C8-5 Convex Array Transducer for use with:
SlEMWNS ACUSON ANTARES MODIFICATION Ultrasound System

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

Mode of Operation

Clinical Application Coor Apltue Color Cobnd te

_ _ _ _ _ _~~~~~~~~ 
MJ jIDFC Doppler Doppler Veoiy (Speciy) (Specify)

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ * i_ _ _

Ophthalmic

Petal

Abdominal P P P P BMDC Note 3,4,5

Intraciperative (Note 6)
Intraoperative Neurological

Pediatric P P P p P BMDC Note 3A45

Small Organ (Note 1) P P p P BMDC Note 3,45

Neonatal Cephalic P P I P P BMDC Note 3,4,5

Adult Cephalic
Cardiac F E E E E BMDC Note 3,4,5,7
Transesophageal
Transrectal

Transvaginal

Transuretbral

Intravascular
Peripheral vessel

Laparoseopic
Musculo-skeletal (Conveantional) P P PB MDC Note 3.4,5
Musculo-skeletal (Superficial)E FEEBMC Nt34,
Other (specify) I I I 1__

P = previously cleared by the FDA under # K(040060; B added under Appendix E.

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramnic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 Virtual format

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

Prescription Use (Per 21 CFR 801.109)

Division of ~Reprod ctive, Abdomninal,
and Radiological Devices & ,42 A~/ 9

Section 6 Diagnostic Ultrasound IndlicatplAN m~kw t~ t¶ 30--



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

Diagnostic Ultrasound Indications for Use Form

5 1 0(k) Nu mber (if
known):

Device Name: 5.OCSO± Convex Array Transducer for use with:
SIEMENS ACUSON ANTARE S MODIFICATION Ultrasound
System

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

Mode of Operation

Clinical Application Color
A B W olr Apiu e [Combned Other

______________ PWI) Doppler Doppler VelocitY_[(Specify) (S~~~~pecify)

Ophthalmic
Fetal P P P P P P BMDC Note 3,45
Abdominal P P P P P P BMDC Note 3A,5
lntroperative (Note 6)

lntraoperafive Neurological
Pediatric P P P P P P BM-DC Note 3,4,5
Small Organ (Note 1) P P P P P P BMDC Note 3,4,5
Neonatal Cephalic

Adult Cephalic
Cardiac

Transesophageal

Trans rectal

Transvaginal

Trans uret bral

Intravascular
Peripheral vessel P P P P P P BMDC Note 3,45
La parosc op ic
Musculo-skeletal (Conventional) E E E E BMDC Note 3,45
Musculo-skeletal (Superficial) E E E E BFBMDC Note 3,4,5
Other (specify)

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

Note I For example: breast, testes, thyroid, penis, prostate, eta-
Note 2 Ensemble 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-CONTINUJE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801. 109)

(Divisio inOf
Divisio ofRpoutv bdorninal,
a~nd Radiological Devie "/5c

Section 6 Diagnostic Ultrasound Inpdication Affi
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Ultrasound Division Special 510OQ) Subamisin

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if
known):

Device Name: C6-3 3D Mechanically Driven 3D ConvexArray 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 CWT 1lo [raalid Color Cmie te
___________________ AjB P1W CW~ ~~ ~~~Dc Dppe V elocitM _____j Do~ppler A pluer *m Combcined OSpeiy

Ophthalmic
Fetal P P P P P IBMDC Note 2,3,4,5
Abdominal P P P P P BMDC Note 2,3,4,5
lntraoperative, (Note 6)
irtraoperative, Neurological
Pediatric P P PB PIMDC Note 2,3,4,5
Small Organ (Note 1)
Neonatal Cephalic F 13 E I E BMDC Note 2,3,4,5
Adult Cephalic

Cardiac
Transesophageal
Transrectal
Transvaginal
Trans urethral
Intravascular
Peripheral vessel
Laparoscopic;

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)
Other (specify) ___

P = previously cleared by the FDA under #K1040060; E =added under Appendix E.

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominral, vascular
Note 7 Contrast agent imaging
Note 8 Virtual format

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

Prescription Use (Per 21 CUR 801. i09)

Division of Reproducae, Abdominal,
and Radiological Devices ,-/~

Section 6 Diagnostic Ultrasound IndicAtliPM NMIpm~ g rot



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

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if
known):

Device Name: EV9-4 Convex Array 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:

Mode of Operation

Clinical Application [I IColor 1Amplitude VColor 1Combined Other
A B CWD I I~~~~~~~~~~~ VeocityA B M 1 PWD9 CW Ippler Dppler Inn.o (Specify) (Specify)

Ophthalmic
Fetal P P P P P BMDC Note 2,3,4,5
Abdominal

lntraoperative (Note 6)
fintraperative Neurological

Pediatric
Small Organ (Note I)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophiageal
Transrectal P P P P P BMDC Note 2,3,4,5
Transvaginal P P P P P BMDC Note 2,3,4,5
Transuretlaal

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 I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
NoteS5 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-CONTLNUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 80 1. 109)

and Radiological Devices A a f
510(k) Number . ,~ /f C

Section 6 Diagnostic Ultrasound Indications for Use Fonn Pg. 6.7 of 6.30



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

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if
known):

Device Name: Endo-VII 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:

Mode of Operation

Clinical Application []1cColor1
'A'ni Bl AMpli atioo Color Amplitude i o Combined Other

PWD j D oppler Do ppler j ilo¶ity (Specify) (Specify)

Ophthalmic
Fetal P P BM Note 3
Abdominal

Intraoperative Abdominal

Intraoperative Neurological
Pediatric

Small Organ (Note 1)
Neonatal Cephalic P P BM Note 3
Adult Cephalic

Cardiac

Transesophageal
Transrectal P BM Note 3
Transvaginal P P 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 I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble 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 ANOT1fER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sig~n-Off)
Division of Reproductive, Abdorminal,
and Radiological Devices

10(k) Number
Section 6 Diagnostic Ultrasound Indications for Use Form Pg 6.8 of 6.30



Siemens Medical Solutions USA, Inc. Antares Ultrasound System
Ultrasound Division Special 5 0(k) Submrission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if
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:

Mode of Operation

Clinical Application l f{ude ColorIA B I CWD (Ilor ~Amplitude Veoiy Combined Other
PWD Doppl per (Specify) (Specify)

Ophthalmic
Fetal P P BM Note 3
Abdominal
Intraoperative (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 BEM 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 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble 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)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices . /,/ 2
510{k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.9 of 6.30



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

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if
known):

Device Name: EC9-4 Convex Array 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:

Mode of Operation

Clinical Application Color Combined OtherI A B CPWD D ope VelocityATDBl Vpp~er l ~oppler li (Specify) (Specify)
Imaging

Ophthalmic

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

lntraoperative Abdominal

Intraoperative Neurological

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 I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble 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)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801,109)

,A

(Division Sign-Off)
Division of Reprodu tive, Abdominal,
and Radiological Devices j./
510(k) Number /tM

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.10 of 6.30



Siemens Medical Solutions USA, Inc. Antares Ultrasound System
Ultrasound Division Special 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if
known):

Device Name: BE9-4 Convex Array Endocavity 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 B CWD Color Amplitude Color
Doppler Doppler l (Sp(Specify)

Ophthalmic

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

lntraoperative Abdominal

Intraoperative Neurological

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 r 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
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)
Concurrence of CDRN, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign~Off)
Division of Re r dte, Abdom 'al,
and Radiological Devices
S 610(k) NumbermPg.6.11f6.3

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.11 of 6.30



Siemens Medical Solutions USA. Inc. Antares Ultrasound System
Ultrasound Division Special 5100k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if
known):

Device Name: 5.0L45 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 Cp Color ColorPAD CWL) Color Amplitude Combined OtherimDr Velo (Specify) (Specify)

Ophthalmic

Fetal
Abdominal P P P P P P BMDC Note 2,3,4,5
Intraoperative (Note 6)

Intraoperative Neurological
Pediatric P P P P P P BMDC Note 2,3,4,5
Small Organ (Note l) P P P P P P BMDC Note 2,3,4,5
Neonatal Cephalic

Adult Cephalic
Cardiac

Transesophageal

Trans rectal

Transvaginal

Transurethral

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

Laparoscopic

Musculo-skeletal (Conventional) P P P P P BMDC Note 2,3,4,5
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.
Note 2 Ensemble 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)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(. iision Sign-f) ~/
Tyriion of Reproductive Abdominal,ad' iOrloqiaIla Devices

~t Ji Plumler -__ _
Section 6 Diagnostic Ultrasound Indications for Use Form of 630



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

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if
known):

Device Name: 7.5L70 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 Color
M PWD CWD olor Amplitude }Combined OtherDoppler ~~Velocity (SeiyDoppler Doppler fm i (specify) (Specify)

Ophthalmic
Fetal
Abdominal
Intraoperarive (Note 6)
lntraoperative Neurological
Pediatric P P P P P BMDC Note 3,4,5
Small Organ (Note 1) P P P P P P BMDC Note 3,4,5
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel E E E E E BMDC Note 3,4,5
Laparoscopic

Musenlo-skeletal (Conventional) P P P P P BMDC Note 3,4,5
Musculo-skeletal (Superficial) P P P 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.
Note 2 Ensemble 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 TIHIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRII, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reprodu ye, Abdo Mnal,

:~ R~adroloqical Devices
I 0(k) Number k4_ __

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



Siemens Medical Solutions USA, Inc Antares Ultrasound System
Uiltrasound Division Special 510(k) Subnmission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if
known):

Device Name: LBS-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 Applicaution BJM PWL) CWD Color Amplitude Color Combined Other
Doppler Doppler (Specify) (Specify)

Ophthalmic
Fetal P P P P P BMDC Note4,5
Abdominal P P P P P BMDC Note 4,5
Intraoperative Abdominal
Intraoperative Neurological
Pediatric
Small Organ
Neonatal Cephalic
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 I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble 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

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

Prescription Use (Per 21 CFR 801.109)

(Divis
Division of Reprod five Ab, ominal
and Radiological Devices ,n/ '
SecI 6) Numbe r.r n ti n ' Us6

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.14 of 6.30



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

J)iagnostic Ultrasound Indications for Use Form

51 0(k) Number (if
known):

Device Name: 110-5 Linear Array Transducer for use with:

SIEMENS ACUSON ANTARES MODIFICATION
Ultrasound Systefn

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

Mode of Operation

Clinical Application I .IColor
Co A luCombined OtherClni Ap i A B MCWDAVelocity

Doppler D oppler (Specify) (Specify)
________________________________ ~~~Im aging _ _ _ _ _ _

Ophthalmic
Petal

Abdominal P P P P P BMDC Note
2,3,4,5,8

Intraoperative (Note 6)

Intraoperative Neurological

Pediatric P P P P P BMDC Note
2,3,4,5,8

Small Organ (Note 1) P P P P P BMDC Note
2,3,4,5,8
NoteNeonatal Cephalic P P P P p BMDC 234,
2,3,4,5,8

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

NotePeripheral vessel P P P P P BMDC 23452,3,4,5,8
Laparoscopic

Musculo-skeletal (Conventional) P P P P P BMDC Note
2,3,4,5,8
NoteMusculo-skeletal (Superficial) P P P P P BMDC 234e
2,3,4,5,8

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.
Note 2 Ensemble 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)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801 .1 I

(Division Sign Off)
Division of Reproduc ve, Abdominal, ,O
and Radiological Devices /, /

Section 6 Diagnostic Ultrasound lWlliWnfiA2OffEox_



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

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if
known):

Device Name: VF13-5 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 r C Color'A' B 1 ~~~~Color Amplitude Combined Other
Doppler Doppler (Specify) (Specify)

Ophthalmic
Eetal

Abdominal
Intraoperative (Note 6)
Intraoperative Neurological
Pediatric P P P P P P BMDC Note 3,4,5,8
Small Organ (Note 1) P P P P P P 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 It 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
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)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

ff

(Division Sign-Off) (
Division of Reproductke, Ab do mnaL.
and Radiological Devices
510(k) Number - -___ p3 ____

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.16 of 6.30



Siemens Medical Solutions USA, Inc. Arttares Ultrasound System
Ultrasound Division Special 510(k) Subrnission

Diagnostic Ultrasound Indications for Use Form

51/0(k) Number (if
known):

Device Name:
VF13-SSP Linear Array Transducer for use with:

SIEMENS A CUSON 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 Color er
_ _ _ _ MT ~ PWD Velocity)

____________________________ - - j [ ~~Im aging
Ophthalmic

Fetal

Abdominal

Intraoperative (Note 6) P P P P P BMDC Note 3,4,5,8
Intraoperative Neurological P P P P P BMDC Note 3,4,5,8
Pediatric P P P P P BMDC Note 3,4,5,8
Small Organ (Note I) P P P P P BMDC Note 3,4,5,8
Neonatal Cephahic 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 BMDC Note 3,4,5,8
Laparoscopic

Musculo-skeletal Conventional P P P P P BMDC Note
Musculo-skeletal Superficial 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.
Note 2 Ensemble 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)
Concurrence of CDRH, Office of Device Evaluation (DE) /

Prescription Use (Per 21 CFR 80IZT jS: : :4/ /' 16U~~~ffvitsion'Sign.12} (
Division of Reproductive, Abdominal,
and Radiological Devices
510(k) Number_-

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.17 of 6.30



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

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if
known):

Device Name: 7.5L501 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 A M PWD CWD Color IAmplitude Color Other

Do Dopplery (Specify) (Specify)
Imaging

Ophthalmic

Fetal

Abdominal P P P P P BMDC Note 3,4,5
lntraoperative (Note 6) P P P P P BMDC Note 3,4,5
Intraoperative Neurological

Pediatric

Small Organ (Note 1) 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 BMDC Note 3,4,5
Laparoscopic
Musculo-skeletal Conventional P P P P P ' BMDC Note 3,4,5
Musculo-skeletal Superficial

Other (specify)

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

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble 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 ANOTliER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) /

(fDivision Si. n-Off)/

,ivisionr 'f Reprod (tive, Abdominal -
a,,Ra; Ie nloQtcal Devices /

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.18 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 (if
known):

Device Name: 7.5LSOQ 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 }Amplitude Color Combined Other
A BjM PWD D Doppler Doppler Velocity

Imaging
Ophthalmic

Fetal
Abdominal P P P P P BMDC Note 3,4,5
Intraoiperative (Note 6) P P P, P P BMDC Note 3,4,5

[ntraoperative Neurological
Pediatric
Small Organ (Note 1) P P P P P BMDC Note 3,4,5

Neonatal Cephalic
Adult Cephalic
cardiac

Transesophageal
Transtrectal
Transvaginal

Transurethral
Intravascular
Peripheral vessel P P P P P BMDC Note 3,45

Laparoscopic
Musculo-skeletal (Conventional) P P P P P BMDC Note 3,4,5
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.
Note 2 Ensemble 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)
Concurrence of CDR H, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Si, n-Off)

ODvision of Reprodutive, AbdOminal,
ano RaPdioloqical Devices

I (fIki N!;mbifr / '__ ./Lff; __[ U

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.19 of 6.30



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

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if
known):

Device Name: 8L3 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 Co-rColor Color
D Amplitude' CombinedOteA B M PWD CWD D Velocity

oppler Doppler j i. (specify) (Specify)

Ophthalmic
Fetal
Abdominal P P P P P BMDC Note 2,3,4,5,8
Intraoperative (Note 6)
Intraoperative Neurological
Pediatric P P P P P P BMDC Note 2,3,4,5,8
Small Organ (Note 1) P P P P P 1P BMDC Note 2,3,4,5,8
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P P BMDC Note 2,3,4,5,8
Laparoscopic
Musculo-skeletal (Conventional) 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.

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble 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 ANOTHtER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.I09) /

(Division Sign-Off) / 1-
Division of Reproductive, Abdominal,
and Radiological Devices
61O0k) Ntmy i-

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.20 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 (if known):

Device Name:

C7F2 Curved array mechanical 31) 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

Colo Ampitud Colr 1Combined' Other
Clinical Application A B M PWD CD oo mltd ~.01iyCmie teDoppler Doppler Imaging (Specify) (Specify)

Ophthalmic

Fetal P P P P P BMDC Note 2,3,4,5,7
Abdominal P P P P P BMDC Note 2,3,4,5,7
Intraoperative
Abdominal
I ntraoperative
Neurological
Pediatric P P p P P BMDC 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 P P P P P BMDC Note 2,3,4,5,7
Conventional
Musculo-skeletal
Superficial
Other (specify)

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

Additional Comments:

Note 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 CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Off)
Division ofoReproductye,
and Radinosltical 0o 6 . t{,I 2of 6
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Siemens Medical Solutions USA, Inc. Antares Ultrasound System
Ultrasound Division Special 5100k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if
known):

Device Name: LAP8-4 Laparoscopic 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 ColorPWD C'.VD Color Amplitude Veo ICombined OtherA B M PWD CWD oplr D per Velocityl~plr-Doppler -ln iY-(Specify) (Specify)

[laging
Ophthalmic
Fetal
Abdominal
intraoperative (Note 6) P P P P P BMDC Note 3,4,5
[ntraoperative Neurological
Pediatric
Small Organ (Note 1)
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic P P P P P 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.
Note 2 Ensemble 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 Virthal 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)

(Divlision Sigh-Off) I ' i
Division of Reproduc ve, Abdominal ,
and Radiological Devices
510(k) Number __ . .I_.--t./LF J,'5

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.22 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 (ii
known)

Device Name: P4-2 Phased Sector Array Transducer for use with:

SIEMENS A CUSON ANTARES MODIFICATION
Ultrasound System

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

Mode of Operation

Clinical Application rluC beColorPWD CWD Color Amplitude Vlt Cmie teA B M PWD CWD CooVelocity
Doppler Doppler Iin (Specify) (Specify)

Ophthalmic
Fetal P P P P P P BMDC
Abdominal P P P P P P BMDC Note 2,3
lntraoperative (Note 6)
Intraoperative Neurological
Pediatric P P P P P P BMDC
Small Organ (Note 1)
Neonatal Cephaeic
Adult Cephaeic 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
Transurethral
lntravascular
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
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)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) //

(Division Sign-Off)
Division of Reprodu ye, Abdomia.and Radiological Devices
510(kN Number
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Siemens Medical Solutions USA, inc Antares Uhtrasomnd System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if
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 Color Amplitude Color Combined Other
A_______________________ AjB 1 M PWD CWD Doppler Doppler Velocity (Specify)

Imaging

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 P BMDC Note 2
Small 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 I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble 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)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

IDivision Sign-if

i.vsiol of Reproductfi Abdominal.
and Radiological Devices!
Sco6D1 Number Pg. 62o6
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Siemens Medical Solutions USA, Inc. Antares Ultrasound System
Ultrasound Division Special 510(k) Submnission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if
known):

Device Name:
MPT7-4 Phased Sector Array TEE Transducer for use with:

SIEMENS A CUSON ANTARES MODIFICATION Ultrasound
System

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

Mode of Operation

Clinical Application Col Amplitude Comb OtherIColorAmitdPWD CWDD oppler Doppler Velocity (Specify) (Specify)
_ _ _ _ _- _ r Doppler Imaging

Ophthalmic

Fetal

Abdoninal

Lntraoperative (Note 6)

Intraoperative Neurological

Pediatric

Small Organ (Note 1)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal P P P P P P BMDC Note 2,3,7
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
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)
ConceuTence of CDRJ-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Di,/sion i 4 Off)
Division of Reproductive, Abdominal,
and Radiological Devices
510(k) Number_ ___'
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Siemens Medical Solutions USA, Inc. Antares Ultrasound System
Ultrasound Division Special 510(k) Submnission

Diagnostic Ultrasound Indications for Use Forin

510(k) Number (if
known):

Device Name: CW2 Continuous Wave Doppler 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

'CombineClinical Application or Ampli Col Co mbined Other
A It M PWD CWD Doppler Doppler Velocity (Specify) (Specify)

Imaging

Ophthalmic
Fetal
Abdominal
Intraoperative (Note 6)
Intraoperative Neurological
Pediatric
Small Organ (Note 1)
Neonatal Cephalic
Adult Cephalic
Cardiac P
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 I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue hanmonic 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 ageit 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 800_9) A>

(Di.'Isio Sig -Off) I.
i ~ivmsion of ReproductS, Abdomanaj

ilfll Radiological Devices /

5 ̀ O k) Number .L/ v,'i
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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 (if
known):

Device Name:
CW5 Continuous Wave Doppler 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 - Color Amplitude Colr Combined Other
A B IWD (.WD - ~~~~~~~Velocity (Specify)(SeiyDoppler Doppler Imaging fy)

Ophthalmic

Fetal

Abdominal

Intraoperative (Note 6)

Intraoperative Neurological

Pediatric

Small Organ (Note 1)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

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 I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble 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)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Diagnostic Ultrasound Indications for Use Form (Di-ision+S'gn-0ff 19' ... ,~~~~I-ksion sign-olt) d x
flivision of Reproductive, Abo flat,an3d Radiological Device

610 fk Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.27 of 6.30



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

5 1 0(k) Number (if
known):

Device Name:
P9-4 Phased Sector Array Transducer./or use with:

SIEMENS A CUSON ANIARES MODIFICATION
Ultrasound System

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

Mode of Operation

Clinical Application A c Color itude Color Combined Other
IADB iIM PWD Dm Velocity

Doppler Doppler Imaging (Specify) (Specify)

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 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 Note 2,7

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel P P P P P BMDC Note 2

Laparoscopic

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Other (specify)

P = previously cleared by the FDA under # K050240; E = added under Appendix E.

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble 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)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

{ft visiorn Sigjr 0Of
Dtvision of Reprodu ive. Abd ominal,

Seto) Number atfUs F.

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.28 of 6.30



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

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if
known):

Device Name:
CH5-2 Convex A rray Transducer for use with/:

SIEMENS A CUSON ANTARES MODIFICA TION
Ultrasound System

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

Mode of Operation

Clinical Application -f C Amplitude Color
PWD CWD ~~~~~~Velocity

Doppler Doppler (Specify) (Specify)
0 Doppler Imaging

Ophthalmic

Fetal I P P P P BM Note
2,3,7,8

Abdominal P P P P P Note
2,3,7,8

Intraoperative (Note 6)

lntraoperative Neurological
Pediatric P' P P P P BMDC Note

2,3,7,8
Small Organ (Note 1)

Neonatal Cephalic

Adult Cephalic
Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel P P P P P Note
BMC 2,3,7,8

Laparoscopic

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Other (specify)

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

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble 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 TillS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

f)isi o ,r siga-o ff)
t,-,visien of Re rod live, Abdominal,

Radioloqcal Devices t /)/ ~, S/ 3 .
Section 6 Diagnostic Ultrasound Indications foifl~hlumber Pg. . ....



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

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

Device Name:
Acuson Aniares Diagnostic Ultrasound Systein

Transducer: VSM TEE
Intended Use: Ultrasound imaging or fluid flow analysis of the humian body as

follows:

Mode of Operation _

Pow~er Color Combined Other OheClinical Application A B M PWD CWD Croplor (Amplitude) Velocity (Specfy) Harmionric
Dplr Doppler Imaging Imaging 3D

Ophthnalmic

Fetal

Abdominal N N N N N N N-N N

Abdominal

Neurological
Pediatric N N N N N N N N N
Smal ra 0____

(Specify) *

Neonatal Cephalie 
____

Adult Cephalic 
_____

Cardiac N N N N N N N

Trans-esophageal N N N N N N N* N N

Transurethrald______

Peripheral vessel

Laparoscopic
Musculo-sketetal
Conventional
Musculo-skeletal 

_____

Other (specify)*** 
_____

NS = nuew indication; P =previously cleared by FDA (K0321 14); E =added under Appendix E

Additional Comments:
*Contbinations include: B+M, B+PWD, B+CWD, Bi-Color Doppler, B+M+Color Doppler, B-sCWrD+Colorope,
B+W±oo opeB-oe opB+PWD+PD PwrDplr + DPwrDplr ++oe oper

(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)

(Division Sign-off)' (I
DliviiOfl Of Reprooucnet Admis
a nd Radiological Devicef 660/A,3/
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