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Siemens Medical Solutions USA, Inc. ACUSON X700Th Ultrasound System
Ultrasound Division 510(k) Submission

510(k) Summary
Prepared August 22, 2012 OT26Zj

Sponsor: Siemens Medical Solutions, Inc.,OC26
Ultrasound Division
685 East Middlefield Road
Mountain View, California 94043

Contact Person: Shelly Pearce
Telephone: (650) 694-5988
Fax: (650) 694-5580

Device Name: ACUSON X7 00 TM Ultrasound System

Common Name: Diagnostic Ultrasound System with Accessories

Classification:

Regulatory Class: 11
Review Category: Tier 11
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-IYO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX
Diagnostic Intravascular Catheter FIR # 870.1200 Product Code OBJ

A. Legally Marketed Predicate Devices

The Siemens ACUSON X700 TM Ultrasound System is a multi-purpose diagnostic ultrasound
system with accessories and proprietary software, and is substantially equivalent to our current
product, the Siemens ACUSON X300 ultrasound system (K1 21699), ACUSON S2000
ultrasound system (K1 12596) and Ultrasonix SonixTABLET ultrasound scanner (K1 13663,
K102997).

B. Device Description:

The Siemens ACUSON X7 00 TM is a multi-purpose mobile, software controlled, diagnostic
ultrasound system with an on-screen display for thermal and mechanical indices related to
potential bio-effect mechanisms. Its function is to acquire harmonic ultrasound echo data and
display it in B-Mode, M-Mode, Pulsed (PVV) Doppler Mode, Continuous (CV) Doppler Mode,
Color Doppler Mode, Color M mode, Tissue Doppler Image, Amplitude Doppler Mode, a
combination of modes, or Harmonic Imaging and 3D Imaging, or Harmonic Imaging and 4D
imaging on a Flat Panel Display.

C. Intended Use

The Siemens ACUSON X700 TM ultrasound imaging system is intended for the following
applications: Cardiac (Adult, Pediatric), Transesphageal (Cardiac), Intracardiac,
Cerebrovascular, Peripheral Vessel, Abdominal, Renal, Fetal, Abdominal, Intra-operative,
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Pediatric, Small Organ, Neonatal Cepahalic, Adult Cephalic, Orthopedics, Musculo-skeletal
Conventional, Musculo-skeletal Superficial, Pelvic, Obstetrical, Gynecological and Urological
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.

The Arterial Health Package (AHP) software provides the physician with the capability to
measure Intima Media Thickness and the option to reference normative tables that have been
validated and published in peer-reviewed studies. The information is intended to provide the
physician with an easily understood tool for communicating with patients regarding state of their
cardiovascular system. This feature should be utilized according to the "ASE Consensus
Statement; Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of
Echocardiography; Carotid Intima-Media Thickness Task Force, Endorsed by the Society for
Vascular Imaging".

The Acuson Acunav Ultrasound Catheter is intended for intra-cardiac and intra-luminal
visualization of cardiac and great vessel anatomy and physiology, as well as visualization of
other devices in the heart of adult and pediatric patients

D. Substantial Equivalence
The Acuson X700 is substantially equivalent to the Acuson X300, cleared via K121699, and
Acuson S2000, cleared via K1 12596 and SonixTABLET ultrasound scanner cleared via
K1 13663. All systems transmit ultrasonic energy into patients, then perform post processing of
received echoes to generate onscreen display of anatomic structures and fluid flow within the
body. All systems allow for specialized measurements of structures and flow, and calculations.

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

E. A brief discussion of nonclinical tests submitted, referenced, or relied on in
the 510(k) for a determination of substantial equivalence
The device has been evaluated for acoustic output, biocompatibility, cleaning and disinfection
effectiveness as well as thermal, electrical, electromagnetic and mechanical safety and has
been found to conform with applicable medical device safety standards. The system complies
with the following voluntary standards:

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

* SA 022.2 No. 601 -1, Safety Requirements for Medical Equipment
* AIUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment
" AIUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound
" 93/42/EEC Medical Devices Directive
* Safety and EMC Requirements for Medical Equipment

* EN/IEC 60601 -1
" EN/IEC 60601 -1-1
* EN/lEC 60601-1-2
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" EN/lEG 60601-1-4
* EN/lEG 60601-1-6
* EN/lEG 60601 -2-18
" EN/lEG 60601 -2-25

* EG 1157 Declaration of Acoustic Power
*ISO 10993-1 Biocompatibility

Cleared patient contact materials, electrical and mechanical safety are unchanged.

F. A summary discussion of the clinical tests submitted, referenced, or relied on for a
determination of substantial equivalence.
Since the X700 uses the same technology and principles as existing devices, clinical data is
not required.

G. Summary
Intended uses and other key features are consistent with traditional clinical practice and FDA
guidelines. The design and development process of the manufacturer conforms with 21 CFR
820 Quality System Regulation and ISO 13485:2003 quality system standards. The product is
designed to conform with applicable medical device safety standards and compliance is verified
through independent evaluation with ongoing factory surveillance. Diagnostic ultrasound has
accumulated a long history of safe and effective performance. Therefore it is the opinion
of Siemens Medical that the X700 is substantially equivalent with respect to safety
and effectiveness to devices currently cleared for market.

The Acuson X700 is verified and validated according to the company's design control process.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and D)rug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

OC 2 6

Siemens Medical Solutions USA, Inc. - Ultrasound Group
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 25h Street NW
BUFFALO MN 55313

Re: K123001
Trade/Device Name: Acuson X700TM Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN. IYO. ITX, and OBJ
Dated: September 26, 2012
Received: September 27, 2012

Dear Mr. Job:

We have reviewed your Section 5 10(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 Acuson X700TM Diagnostic Ultrasound System, as described in your premarket notification:

Transducer Model Number

4C I Curved Array
V F 10-5 Linear Array
VF 12-4 Linear Array

EC9-4w Convex Array
6C2 Curved Array

C W2
CW5

AcuNav 8F Intracardiac
AcuNav I OF Intracardiac



V5Ms TEE
4Vlc Phased Array
C7F72 Curved Array

EV9F74 Curved Array
SoundStar I OF

SoundStar eco I OF

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA may publish
further announcements concerning your 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 CER Part 820); and if applicable, the electronic product radiation control
provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please go
to http://www.fda.gov/AboutFDA/CentersOffices/CDRB/CDRHOffices/ucml I 5809.htm for the
Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97).
For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http://ww-w.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the
CDRM's Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Joshua Nipper at (301)
796-6524.

Sincerely Yours,

*Janine M. Momrs
*Director

Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure(s)



Tab 1.3.1
Indications for Use Forms

Indications for Use Statement

510(k) Number (if known):

Device Name: ACUSON X700 TM Diagnostic Ultrasound System

Indications For Use:

The Siemens ACUSON X7 00 TM ultrasound imaging system is intended for the following
applications: Cardiac (Adult, Pediatric), Transesphageal (Cardiac), Intracardiac, Cerebrovascular,
Peripheral Vessel, Abdominal, Renal, Fetal, Abdominal, Intra-operative, Pediatric, Small Organ,
Neonatal Cepahalic, Adult Cephalic, Orthopedics, Musculo-skeletal Conventional, Musculo-
skeletal Superficial, Pelvic, Obstetrical, Gynecological and Urological 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.

The Arterial Health Package (AHP) software provides the physician with the capability to measure
Intima Media Thickness and the option to reference normative tables that have been validated and
published in peer-reviewed studies. The information is intended to provide the physician with an
easily understood tool for communicating with patients regarding state of their cardiovascular
system. This feature should be utilized according to the "ASE Consensus Statement; Use of
Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate Cardiovascular Disease
Risk: A Consensus Statement from the American Association of Echocardiography; Carotid
Intima-Media Thickness Task Force, Endorsed by the Society for Vascular Imaging".

The Acuson Acunav Ultrsound Catheter is intended for intra-cardiac and intra-luminal visualization
of cardiac and great vessel anatomy and physiology, as well as visualization of other devices in the
heart of adult and pediatric patients.

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 S ubpart D) (21 CFR 801 Subpart C)

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

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

ivision Sign-Of

Office of In Vitro Diagnostic Devices
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Diagnostic Ultrasound Indications far Use Form

51 0(k) Number (if known):

Device Name: ACUSON X700 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

ClinicalApplication Mode of Operation _____ _____ ______

Other Specifc Color Power Combined Other
(Tracki (Tracksll& 3) B M PWD CWD Doppler Doppler (Specify) (Specify)

Ophthalmic .2= ~L.i _ ______

Fetal
P P P P P P BMDC Note 2.3,4,5,6,9.10,12,19.21

Abdominal
P P p p P P BMDC Note 2,3,4,6.9,10,11,20

Intra-operative
(NoteS6) P P P P p p BMDC Note 2,34,69,10

(Neuro)

Fetal PediatricL r P P P P p P BMDC Note 2,3,4,6,91,11

Imaging SmallOrgan
& Other (Note 1) P P P P p p BMDC Note 2,3,45,69,1O,11,19

Neonatal Cephalic p p p P P P BMDC Note 2,3,4,5,9,1011

Adult Cephalic p p p p p p BMDC Note 2,3,4,9,10,11
Trans-rectal p p p p p AMDC Note 2,3,4,5,9,10,19
Trans-vaginal P P P P p BMDC Note 2,3,4,5,9,10,12,19,.21

Trans-urethral
Trans-esoph.
(non-Card.) _____ ______ _______________

Musculo-skel. p p P p p BMDC Note 2,3,4,9,10.11
(Cnnt.)-

Musculo-skel. P P P p p EMDC Note 2,3,4,9,10,11
(Superfic)
Intra -vascular P P P P P P BMDC Note 2,8,9,13.14,15, 16
Other

Cardiac Adult P P P P p p BMDC Note 2.7,8,9, 13, 14,15,16,17,18,19
Cardiac Cardiac Pediatric P P P P p p BMDC Note 2,3,46,89,l0,13,14,15,16

Intra-vascular P p p p p p BMDC Note 2,8,9,13,14,15,16
(Cardiac)
Trans-esophageal P P P P P P EMDC Note 2,7,9,14,17,18,19
(Cardiac) _________________

Intra-Cardiac p p P P P P BMDC Note 2,8,9,13,14,15,16

Peripheral Peripheral vessel p p p p p P BMDC; Note 2,3.4.6,9,10,11
Vessel OteRSeiy _____ ______

N = new indication; P =previously cleared by K121699,1K112596

Note 1 For example: breast, testes, thyroid, penis. prostate. etc. Note I I syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology Note 12 syngo Auto O8 Measurements
Note 3 SieClear Note 1 3 syngo Auto Left Heart (Auto LH) Technology
Note 4 Advanced SicClear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scape 3D Imaging Note 15 CartoSound Communication
NoteS6 For example: abdominal, vascular Note 16 Intracardiac Echocardiography (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Ayius Edge Assisted Ejection Fraction Note 1 8 syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 4D imaging
Note 10 Siecape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

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

,,/, 41.()Concnurence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

Division ~ ~ c SpOfOicof In Vitro Diagnostic Devices
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Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 4C1 Curved Array Transducer for use with:
ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

OhrSpecific Color Power Combined Other
Trck ffracksl l& 3) 8 M PD C Doppler Doppler (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal P p P P p p BMDC Note 234,5,69,10,12

Abdominal P p p p p p BMDC Note 234.89,10, 20

lintra-operative P p p p p R MDC Note 2,3,4,6,9,10
(Note 6)
Intra-operative
(Neuro
Laparoscopic

Fetal
Pediatric

Imaging SmallOrgan p p p p p p BMDC Note 2,3,46,9,10
& Other (Note 1)

Neonatal Cephalic ______ _______

Adult CephalicI
Trans-rectal.
Trans-vag~nal
Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel.
Cont.- -

Musculo-skef.
(Superfic)
Intra-vascular
Other

Cardiac Adult
Cardiac Cardiac Pediatric ____ ______

Intra-vascular
(Cardiac)
Trans-esophageal
(Cardiac) __________

lintrai-cardiac
Other (Specify)

Peripheral Peripheral vessel P P p MDC Note 2,3,4,6,9,10

Vessel Other (Specify) ________________________

N = new indcation; P = previously cleared by KI 12596
Note 1 For example: breast, testes. thyroid, penis, prostate, etc. Note I I syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology Note 12 syngo Auto 08 Measurements
Note 3 SicClear Note 13 syngo Auto Left Heart (Auto LH) Technology
Note 4 Advanced SicClear Note 14 syngo Velocity Vector Imaging Technology
Notes5 3-Scope 3D Imaging Note 15 CartoSound Communication
Note 8 For example: abdominal, vascular Note 18 Intracardiac Echocardiography (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Axius Edge Assisted Ejection Fraction Note 186 syngo Mitral Valve Assessment (MIVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 40 imaging
Note 10 SicScape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

-5 
c 1C) cu nce of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

[Aision S igfif -tffiofin Vtro Dagnostic Devices
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Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: VFI 0-5 Linear Array Transducer for use with:
ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation __ __ _______________

Other Specific M WO CD Color Power Combined Other

Onrac) (Tracksl1& 3) B M PD CD Doppler Doppler (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal

Abdominal
P p p P P BMDC Note 2,3,4.9,10,11

Intra-operative
(Note 6)

lntra-operative

Laparoscopic _____

Fetal Pediatric P P P P P BMvDC Note 2,3,4,9,1011

Imaging SmallOrgan Note 2,3,4,9,10.11

&Other (Note 1) P' p p P p BMOC

Neonatal Cephalic p p P p p BMDC Note 2,3,4,9,10,11

AdultCephalic P P p P P BMDC Note 2,3,4,9,1,11

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel. p p p p p RMDC Note 2,3,4,9,10,11

ont.- -_

Musculo-skel. p p p p p BMDC Note 2,3,4,9,10,11

Intra-vascular

Other

Cardiac Adult
Cardiac Cardiac Pediatric _____

Intra-vascular
(Cardiac

Trans-esophageal

Intra-cardiac
Other (Specify) ______ ________________

Peripheral Peripheral vessel P P P p p EMDC Note 2,3,4,9,10,11

Vessel Other (Specify) _____ ________________________

N = new indication: P = previously cleared K121699

Note i For example: breast, testes, thyroid, penis, prostate, etc, Note 11 syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology Note 12 syngo Auto 08 Measurements
Note 3 Sielear Note 13 syngo Auto Left Heart (Auto LH) Technology
Note 4 Advanced Sielear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scape 3D Imaging *Note 15 CartoSound Communication
Note 6 For example: abdominal, vascular Note 16 Intracardiac Echocardiography (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Axius Edge Assisted Ejection Fraction Note 18a syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 40 imaging
Note 10 SieScape Panoramic Imaging Note 20 ContrastAgent Imaging

Note 21 syngo Auto follicle

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

,Ak4 / ,f dqp X u7 ur ence of CDRK-I Office of In Vitro Diagnostic Devices (Oli

Diviio Sin nOff -Office nVirMgoscDecs
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Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: VFI12-4 Linear Array Transducer for use with:
ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

OOther
(Orack (Takl1 3) 8 M PD CD Doppler Doppler (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal

Abdominal
N N N N N BM1DC Note2,3.4,9,l, 11

Intra-operative
(Note 6)

Inba-operative

Laparoscopic
Fetal Pediatric N N N N IN SMOC Note 2,34,9,10,11
Imaging SmallOrgan Note 2,3,49,1011

&Other (Notel1) N N N N N BMvDC

Neonatal Cephalic N N N N N BMDC Note 2,3,4,9,10,11

Adultephalic N N N N N BMDC Note 2,3,4,9,10,11
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.

Musculo-skel. N N N N N BMDC Note 2,3,4,9,1011
(Convent.)
Musculo-skel. N N MOC Note 2,3,491011

Inta-vascularI

Other

Cardiac Adult
Cardiac Cardiac Pediatric

Intro-vascular

Trans-esophageal

Intra-cardiac
Other (Specify)

Peripheral Peripheral vessel N N N N N BMD0C Note2,3,4,9,10,11

LVessel Other (Specify)
N = new indication; P = previously cleared

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 11 syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology Note 12 syngo Auto 08 Measurements
Note 3 SicClear Note 13 syngo Auto Left Heart (Auto LH) Tecrnology
Note 4 Advanced Sielear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scope 3D Imaging Note 15 CartoSound Communication
Note 6 For example: abdominal, vascular Note 16 Intracardiac Echocardiography (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Axius Edge Assisted Ejection Fracton Note 18 syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 4D imaging
Note 10 SicScape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

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

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

visonSitpffdfficeoflIn iroODagnostic Devices
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Diagnostic Ultrasound Indications for Use Farm

51 0(k) Number (if known):

Device Name: EC9-4w Convex Array Transducer for use with:
ACUSON 7300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

(Tracki Specific AColor Power Cmie te

Ol) (Tracksl 1& 3) 8 M W W Doppler Doppler (Specify) (Specify)

Ophthalmic Ophthalmic _________________

Fetal N IN IN N N SMDC Note 2,3,4,56,9,10,12, 21

Abdominal

Intra-operative
(Note 6)
Intra-operative
(Neuro)

Laparoscopic

Fetal Pediatric
Imaging SmallOrgan N N N N IN BADC Note 2,3,4,5,9,10
&Other (Note 1)

Neonatal Cephalic N N N N IN RMDC Note 2,3,4,5,9,10

Adult Cephalic
Trans-rectal N N N N N BMDC Note 2,3,4,5,9, 10
Trans-vaginal N N N N N BMDC Note 2,3,4,5,9,10,12, 21
Trans-urethral
Trans-esoph.
(non-Card.) ______________________

Musculo-skel.
(Cnnt.)- -__

Musculo-skel.
(uperc)____ _______________

Intra-vascular
Other
(Specify
Cardiac Adult

Cardiac Cardiac Pediatric
Intra-vascular
(Cardiac) ______________________

Trans-esophageal
( acd-a-
Intra-Cardiac
Other (Specify)I

Peripheral Peripheral vessel I ____ I___________ _________________

Vessel IOther (Specify) I__________________

N = new Indication: P = previously cleared
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 11 syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology Note 12 syngo Auto 08 Measurements
Note 3 SicClear Note 13 syngo Auto Left Heart (Auto LH) Technology
Note 4 Advanced SicClear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scape 3D Imaging Note 15 CartoSound Communication
Note 6 For example: abdominal, vascular Note 16 Intracardiac Echocardiography (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Axius Edge Assisted Ejection Fraction Note 18 syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 4D imaging
Note 10 SieScape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

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

4 onurence of CDRH. Office of In Vitro Diagnostic Devices (OIVD)

gision Sigy-f -Aj ffte ofK4it Dianottic Devices

51 0k)_PageS6 of _



Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

DeviceName:6C2 Curved Array Transducer for use with:
DeviceName:ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation ______

Other Specific Color Power Combined Other
(TTra ck raksl 3) S M PWO CWD Doppler Doppler (pcf)(Specify)
Only) (Tracksl_____ K______ 3) (specify)____________

Ophthalmic Ophthalmic

Fetal p p p p p p BMOC Note 2,3,4,5,6,9,10,12

fAbdominal p P P P p p p MDC Note 2,3,4,6,9.10

Intra-operative P P P P P P BMDC Note 2,21A6,9,10
(Note 6)
Intra-operative
(Neuro)_____
Laparoscopic

Fetal
Pediatric p p P P P p BMDC Note 2,34,6,9,10

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic________________________

Adult Cephalic _____ ____________

Trans-rectal __________________

Trans-vaginal
Trans-urethiral _____ _______________________________

Trans-esoph.
(non-Card.) ______

Musculo-skel.
(Convent.)
Musculo-skel.

Intra-vascular __________________

Other

Cardiac Adult ______

Cardiac Cardiac Pediatric P P P P P P BMDC Note 23,4,9, 10
Intra-vastcular
(Cardiac)
Trans-esophageal
(Cardiac)
Intra-cardiac _______

Other (Specify) __________________

Peripheral Peripheral vessel P P P P P p MDC Note 2,3,4691 0

Vessel Other -(Specify) -_____ =P______ =P__________________________

N = new indication; P = previously cleared KI 12596

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 11 syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology Note 12 syngo Auto 08 Measurements
Note 3 Sielear Note 13 syngo Auto Left Heart (Auto LH) Technology
Note 4 Advanced SicClear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scape 3D Imaging Note 15 CartoSound Comnmunication
Note 6 For example: abdominal, vascular Note 16 Intracardiac Echocardiography (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Axius Edge Assisted Ejection Fraction Note 1 8 syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 4D imaging
Note 10 Siecape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

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

Conrence of CORH, Office of In Vitro Diagnostic Devices (OIVD)
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Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

CW2 Continuous Wave Doppler Transducer for use with:
Device Name: ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Other Specific Color Power Combined Other
(Trac) (Trackstl1& 3) B M PD CWD Doppler Doppler (Specify) (Specify)

Ophthalmic Ophthalmic-

Fetal P

Abdominal P

Intra-operative
(Note 6)
Intra-operative

Laparoscopic
Fetal Pediatric P

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic P

Adult Cephalic P
Trans-rectal ______________

Trans-vaginal
Trans-u retthral
Trans-esoph.
(non-Card.)
Musculo-skel.
(Convent.)
Musculo-skel.

Intra-vaiscular
Other

Cardialc Adult P
Cardiac Cardiac Pediatric P

Intra-vascular
(Cardiac)
Trans-esophageal
(Cardiac
Intracardiac __________________

Other (Specify) - - - ---

Peripheral Peripheral vessel P _____ _______________

Vessel Otter (Specify) I_____ I_____ I_____I____I_____

N = new indication; P = previously cleared K1 21699

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 11 syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology Note 12 syngo Auto OB Measurements
Note 3 Sielear Note 13 syngo Auto Left Heart (Auto LH) Technology
Note 4 Advanced SicClear Note 14 syngo Velocity Vector Imaging Technology
NoteS5 3-Scape 3D Imaging Note 15 CartoSound Communication
NoteS6 For example: abdominal, vascular Note 16 Intracardiac Echocardiography (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Axiius Edge Assisted Ejection Fraction Note 18 syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 4D imaging
Note 1 0 Siecape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

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

Cnurneof CORH. Office of In Vitro Diagnostic Devices (OIVD)

bi~sion ig-ff -Offoirfl iagnostic evces

51(k .9.1;w . Page 8 of _



Diagnostic Ultrasound Indications far Use Form

510(k) Number (if known):

DeviceName:CWS Continuous Wave Doppler Transducer for use with:
DeviceName:ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Other Specific Color Power Combined Other
(Tracki (Tracksl 1& 3) B M PD C Doppler Doppler (Specify) (Specify)
Only)M PW OO

Ophthalmic Ophthalmic _________________

Fetal P

Abdominal P

Intra-operative
(Note 6)

Intra-operative
(Neu ro)
Laparoscopic

Fetal Pediatric P

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic P

Adult Cephalic P
Trans-rectal
Trans-vaginal
Trans-urethral ___________________

Trans-esoph.
(non-Card.) _________________

Musculo-skel.
(Convent.)
Musculo-skel.
(Su erfic) __________________________

Intra-vascular ___________________

Other

Cardiac Adult P ___________________

Cardiac Cardiac -Pediatric P _________________

Intra-vascular
(Cardiac)
Trans-esophageal
(Cardiac)___________________
Intra-cardiac ___________________

Other (Specify)
Peripheral Peripheral vessel P _____ ______________________________

Vessel Other (Specify)vl___ ____

N = new, indication; P = previously cleared K121699

Note 1 For example: breast, testes, thyroid, penis, prostate. etc. Note 11 syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology Note 12 syngo AutoOB8Measurements
Note 3 SicClear Note 13 syngo Auto Left Heart (Auto LH) Technology
Note 4 Advanced SicClear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scape 3D Imaging Note 15 Cartocound Communication
Note 6 For example: abdominal, vascular Note 16 Intracardiac Echocardiography (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Axius Edge Assisted Ejection Fraction Note 18 syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 4D imaging
Note 10 Siecape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

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

'vision Si n.-0 ce of itroDi gnoslic Deviceis
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Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

AcuNav 8F Intracardiac Transducer for use with:
Device Name: ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Other Specific B ID CD Color Power Combined Other
(Tracki (Tracksll1& 3) B M PD CD Doppler Doppler (Specify) (Specify)
Only) _________

Ophthalmic Ophthalmic-

F etalI

Abdominal

Intra-operative
(Note 6) ________________ ___

Intra-operative

Laparoscopic
Fetal Pediatric

Imaging SmallOrgan
& Oilier (Note 1)

Neonatal Cephalic _____

Adult Cephalic ___________________

Trans-rectal ___________________

Trans-vaginal
Trans-ureha
Trans-esoph.

Ote

n(nCard)
Tas-eohgaCadan____ _____ _________________

snr-ada MCNt ,,,341
Ottper(Spcf) -I --

Noe2 Dnt-aiTC~blogy Not 2 syngeuto BMsNteur8e9ents,1

Note 6 F rexae:abdoml, vascularP BMD Note 16Inraaria9,ho1digrph14CEIagn

Noteia 7 CSress c Pimai PB Note 17,sngofourih1TEEVie

Note9 C ariyVascular nhancemenPechnolog Note 19Ay9ofor3ng14Dimain
Note 40 Si(Caearac mgn oe2 onrs~etmgn

Note 1 sygo Auo folicl(PLAS DO NO WRIT BErTIIECNIU 
N NTE AEI EDD

- ~ oll~)Dac fCOH Ofceo ICaroDigosidDvceacID
Sl~kLg2~~. Pge10of__



Diagnostic Ultrasound Indications far Use Form

510(k) Number (if known):

Devie Nme:Acut~av IOF Intracardiac Transducer for use with:
DeviceName:ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Other SpcfcColor Power Combined Other

(Track Spacific& 3 Doppler Doppler (Specify) (Specify)

Ophthalmic Ophthalmic ______

Fetal

Abdominal

Intra-operative

(Neuro)
Laparoscopic

Fetal Pediatric

Imaging SmallOrgan
& Other (Note 1) _________________

Neonatal Cephalic ____

Adult Cephialic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.) _____

Musculo-skel.
(Convent.) _____

Muscuto-skel.
(Superfic) __________ _____

intra-vascular p p p p p P BMDC Note 28B 913,14,16

Other
(Specify

Cardiac Adult P p p p P P BMDC Note 2,8,9,13,14,16

Cardiac Cardiac Pediatric P p p p P P BMDC Note 2,8,9,13,14,16
Intra-vascular P P p p P P BMDC Note 2,8,9,13,14,16
(Cardiac) ______ ______________

Trans-esophageal
(Cardilac)

1Intra-cardiac p p P P P P BIMDC Note 28,9,13,14,16

Other (Specify)

Peripheral Peripheral vessel ____ ____ _____________ __________________________

Vessel Other (Specify) _________________ _______________

N = new indication: P = previously cleared K121699

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 11 syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology Note 12 syngo Auto 08 Measurements
Note 3 Sielear Note 13 syngo Auto Left Heart (Auto [H) Technology
Note 4 Advanced SicClear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scape 3D Imaging Note I5 CartoSound Communication
Note 6 For example: abdominal, vascular Note 16 Intracardiac Echocardiography (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Axius Edge Assisted Ejection Fraction Note I8 syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 4D imaging
Note 10 Siecape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

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

A/X C Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

viio s() 4' / tice Page 11 of _



Diagnostic Ultrasound Indications for Use Farm

51 0(k) Number (if known):

Device Name: VSMs TEE Transducer for use with:
ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Other Specific 8 M WD C Color Power Combined Other
((Trac k Trcsl&3 W W Doppler Doppler (Specify) (Specify)

Only) (T___________ 1&__________3)______

Ophthalmic Ophthalmic _________________

Fetal

Abdominal

Intra-operative
(Note 6)
Intra-operative
(Neuro)
Laparoscopic

Fetal Pediatric

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic

Adult Cephalic _________________

Trans-rectal _________________

Trans-vaginal ___________________

Trans-urethral
Trans-esoph.
(non-Card.)
Muscillo-skel.
(Convent.)
Musculo-skel.
(Superfic) ____

Intra-vascular _______ __________________

Other
(Specify__
Cardiac Adult P P P P P P BMDC Note2,7,9,14,17,18,19

Cardiac Cardiac Pediatric ____

Intra-vascular
(Cardiac) __________ _____________

Trans-esophageal P P P P p p SMDC Note 2,7,914,17,18,19
(Cardiac) ___________

Intra-cardiac
Other (Specify) _________________

Peripheral Peripheral vessel _______________________

Vessel Other (Specify) _____ _____ _____ _______________

N = new, indication; P = previously cleared K121699

Note I For example: breast, testes, thyroid, penis, prostate. etc. Note 11 syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology Note 12 syngo AutoOB Measurements
Note 3 SicClear Note 13 syngo Auto Left Heart (Auto LH) Technology
Note 4 Advanced SicClear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scape 3D Imaging Note 15 CartoSound Communication
Note 6 For example: abdominal, vascular Note 16 Intracardiac Echocardiography (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Aius Edge Assisted Ejection Fraction Note 18 syngo Mitral Valve Assessment (MVA)
NoteD9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 4D imaging
Note 10 Siecape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

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

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

,0vision Si -ff -Offi'ce of rn itro flag {oigtic Devices

51 (k)Page 12 of _



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

Device Name: 4Vl c Phased Sector Array Transducer for use with:
ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation _____________

Other Specific Color Power Combined Other
(Track (Tracksl 1& 3) 8 M PD CD Doppler Doppler (Specify) (Specify)

Ophthalmic Ophthalmic _______________

Fetal p p p p p SMOG Note 2,9

Abdominal P p p p p BMOG Note 2Z9

Intra-operative
(Note 6) _______________

Intra-operative
(Neuro) _________________________

La pa roscopic
Fetal

Pediatric

Imaging Smalira
& Other (Note 1) _____________

Neonatal Cephalic P p p p p p SMOG Note 2,9

Adult Cephalic p p p p p p SMOG Note 2,9

Trans-rectal ________________

Trans-vaginal
Trans-urethral ________________

Trans-esoph.
(non-Card.)
Musculo-skel.

Musculo-skel.

lntra-vascular
Other

CardiacAdult p p p P P P SMDG Note2,7B89, 13. 14
Cardiac Cardiac Pediatric

Inta-vascular

Tran-esphageal
cardiac

Intra-cardiac
Other (Specify) I___________I____

Peripheral Peripheral vesselII
Vessel Other (Specify) I_____ I_______ _____r_________7__

N =new indication; P = previously cleared K1 21 699

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 11 syngo Arterial Health Package (ANP)
Note 2 Dynamic ICE Technology Note 12 syngo Auto OS Measurements
Note 3 SieClear Note 13 syngo Auto Left Heart (Auto LH) Technology
Note 4 Advanced SieClear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scape 3D Imaging Note 15 CartoSound Communication
Note 6 For example: abdominal, vascular Note 16 Intracardiac Echocardiography (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Ayius Edge Assisted Ejection Fraction Note IS syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 4D imaging
Note 10 Siecape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

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

(Concurrence of CDRHK Office of In Vitro Diagnostic Devices (OIVO)

7 Kon ig.Of.fiofirfitoagobsievices
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Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Devie Nme:C7F2 Curved Array Mechanical SD/4D Transducer for use with:
DeviceName:ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Other Specific Color Power Combined Other
(Track (Trackstl1& 3) M WD C Doppler Doppler (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal p p p p p p BMDC Note 2,34,5,6,9,10,12,19

JAbdominal P p p p P P BMDC Note 2,34,9,l10

Inba-operative
(Note 6)

Intra-operative
(Neuro)
La pa rosco pic

Fetal
Pediatric p p p p p p BMDC Note 2346,9,10

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalfic

Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.

*(non-Card.)
Musculo-skel.
(Convent.)
Musculo-skel.
(Superfic)
Intra-vascular
Other

Cardiac Adult _____

Cardiac Cardiac Pediatric
Intira-vascular
(Cardiac) ___________ ___________________

Trans-sophageal

Intra-cardiac
Other (Specify)

Peripheral Peripheral vessel ___________ ___________________

Vessel Other (Specify) ______ ________________________

N = new indication: P = previously cleared K(121 699 - -

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 11 syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology Note 12 syngo Auto 08 Measurements
Note 3 SicClear Note 13 syngo Auto Left Heart (Auto LH) Technology
Note 4 Advanced SicClear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scape 3D Imaging Note 15 CartoSound Communication
Note 6 For example: abdominal, vascular Note 16 Intracardiac Echocardiograiphy (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Axius Edge Asssted Ejection Fraction Note 18 syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note IS syngo fourSinght 4D imaging
Note 10 Siecape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

(PLEASE DO NOT WRITE 8ELOWTHIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

0  ~pncrrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Division Sinp -Ofc ot% 4Vtr5igotic O~evices
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Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: EV9F4 Curved Array Mechanical 30140 Transducer for use with:
ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Other Specific Color Power Combined Other
(Tracki (Tracksll1& 3) B M PWD CWD Doppler Doppler (Specify) (Specify)

Only) __________________________

Ophthalmic Ophthalmic _______________________

Fetal p p p p p BMDC Note 2,3.4.56.9.10,12,19.

Abdominal

Intra-operative
(Note 6)
Intra-operative
(Neu to) _______________________

Laparoscopic

Fetal Pediatric
Imaging SmallOrgan
& Other (Note 1) __________ _______

Neonatal Cephalfic p p p P P BMDC Note 2,3,45,9,10

Adult Cephalic
Trans-rectal P p p p p BMDC Note 2,3,4,5,9,10,19
Trans-vaginal P P P P p BMDC Note 2,3,4,5,9.10,12,19, 21
Trains-urethral
Trans-esoph.

* ~~(non-Card.) ________________ _______________________

Musculo-skel.
(Cnnt.)- -__

Musculo-skel,

suprfic
Intr-vsular
Other
(Sec __

Cardiac Adult
Cardiac Cardiac Pediatric

Intra-vascular
(Cardiac)_

Trans-esophageal
(Cardiac)
Inba-Cardiac

Other (Specify) - - - ----

Peripheral Peripheral vessel _______________

Vessel Other(pcf)_______ __________________________

N = new indication; P = previously cleared K1 21 699-
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 11 syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology .Note 12 syngo Auto OR Measurements
Note 3 SieClear Note 13 syngo Auto Left Heart (Auto LI-) Technology
Note 4 Advanced SieClear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scape 3D Imaging Note 15 CartoSound Communication
Note 6 For example: abdominal, vascular Note 16 Intracardiac Echocardiographiy (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Axius Edge Assisted Ejection Fraction Note IS syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 40 imaging
Note 10 Siecaizpe Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

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

,..Cjcurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

tiivison S if -9 Off. Aitro'b alrnostic Devices
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Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: SoundStar 10F Transducer for use with:
ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

(trk Specific Color Power Combined Other
Only)l (Tracksll1& 3) B M PWND CWD Doppler Doppler (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal

Abdominal

Intra-operative
(Note 6) ____

Intra-operative
(Neuro)
Laparoscopic

Fetal Pediatric

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic

Adult Cephalic _______

Trans-recal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel.
(Convent.)
Musculo-skel.
(Superfic)
Inba-vascular P P P P p P BMDC Note 2,8,9.13,14,15,16

Other

Cardiac Adult p p p pPPBDCNt2,,.,4,.1
Cardiac Cardiac Pediatric P P P P p p BMDC Note 2,8,9,13,14.15,16

Inta-vascular P P P P p P BMDC Note 2,8,9,13,14,15,16
(Cardiac)
Trans-esophageal
(Cardiac) 

MCNt2,,134156

Inta-crdiac P P P P P P BMDC Note 2,8,9,13,14,1516
Oer(Specify) _______________

Peripheral Peripheral vessel
Vessel Ohr(pcf)____________ _______________________

N = new indication; P = previously cleared K121699

Note 1 For example: breast, testes, thyroid, penis, prostate. etc. Note 11 syngo Arterial Health Package (AHP)
Note 2 Dynamic TCE Technology Note 12 syngo Auto OR Measurements
Note 3 SicClear Note 13 syngo Auto Left Heart (Auto LH) Technology
Note 4 Advanced SicClear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scape 3D Imaging Note 15 CartoSound Communication
Note 6 For example: abdominal, vascular Note 16 Intracairdiac Echocardiographfy (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Axius Edge Assisted Election Fraction Note 18 syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 4D imaging
Note 10 Siecape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

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

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

"p'visiorn Sititr n-ff-0c o Ii ~osfic Devices
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Siemens Medical Solutions USA, Inc. ACUSON X700Th Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

DeviceName:SoundStar eco IOF Transducer for use with:
DeviceName:ACUSON X700 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

OtherTak Specific B W W Color Power Combined Other
Onacly (Tracksll& 3 Doppler Doppler (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal

Abdominalc",

Intra-operalve

(Note 6)Intra-operative

(Neuro)
Laparoscopic

Fetal Pediatric

Imaging SmallOrgan
&Other (Note 1)

Neonatal Cephalic

Adult Cephalic ______________________

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel.
(Convent.)

*Musculo-skel,
(Sup erfi) _____ ______________________

Intra-vascular N N N I N N N BMDC Note 2,8,9,13,14,15,16
Other

Cardiac Adult N N N N N N EMDC Note 2,8.9.13,14,1516
Cardiac Cardiac Pediatric IN N N N N N BMDC Note 2,89,13,14,15,16

Ultra-vascular N N N N N N SMOIC Note 2,8,9.13,141516
(Cardiac)
Trns-esophageal
(Cardiac)

Intra-cardiac N N N N N N EMDC Note 2.8,9,13,14,15,16
Other (Specify) I_________________

Peripheral Peripheral vessel _____________________________

Vessel Other (Specify) _____ _____ ______

N = new indication; P = previously cleared

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 11 syngo Arterial Health Package (AHP)
Note 2 Dynamic TOE Technology Note 12 syngo Auto 08 Measurements
Note 3 Sielear Note 13 syngo Auto Left Heart (Auto [H) Technology
Note 4 Advanced SicClear Note 14 syngo Velocity Vector Imaging Technology
Note 5 3-Scape 3D Imaging Note 15 CartoSound Communication
Note 6 For example: abdominal, vascular Note 16 Intracariac Echocardiography (ICE) Imaging
Note 7 Stress Echo Imaging Note 17 syngo fourSight TEE View
Note 8 Axius Edge Assisted Ejection Fraction Note 1 8 syngo Mitral Valve Assessment (MVA)
Note 9 Clarify Vascular Enhancement Technology Note 19 syngo fourSinght 4D imaging
Note 10 Siecape Panoramic Imaging Note 20 Contrast Agent Imaging

Note 21 syngo Auto follicle

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

510k)Page 17 of _


