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510(k) Summary
Prepared May 12, 2011

1. Sponsor: Siemens Medical Solutions, Inc.,
Ultrasound Division
1230 Shorebird Way
Mountain View, California 94043

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

Submission Date: May 12, 2011

2. Device Name: Acuson S200TM Diagnostic Ultrasound System

Common Name: Diagnostic Ultrasound System

Classification:

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

Ultrasonic Pulsed Doppler Imaging System FIR # 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 Ultrasound Catheter FIR # 870.1200 Product Code 084

3. Legally Marketed Predicate Devices

The modified Acuson 52000""Ultrasound System is substantially equivalent to the the
company' sown Acuson Antares and S2000 Ultrasound Systems.

4. Device Description:

The S2 0 0 0 Th Ultrasound System is a multi-purpose mobile, software controlled diagnostic
ultrasound system with and on-screen display for thermal and mechanical indices related to
potential bio-effect mechanisms. Its function is to acquire primary or secondary harmonic
ultrasound echo data and display it in B-Mode, M-Mode, Pulsed (PW) Doppler Mode,
Continuous (CW) Doppler Mode, Color Doppler Mode, Amplitude Doppler Mode, a combination
of modes, or Harmonic Imaging and 3D14D Imaging on a Flat Panel Display. It is substantially
equivalent to our current S2000 product (K093812, K090334, K072786, K081 148), and
Siemens V7M (K063085), AcuNav 8F and AcuNav 1lOF (K071234) transducers. These
predicates are legally marketed devices.

5. Intended Use

The S20 0 0 TM ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, lntraoperative, Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic,
Neonatal/Adult Cephalic, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral
Vascular applications.
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The system also provides the ability to measure anatomical structures {fetal, abdominal,
intraoperative, intraoperative neurological, pediatric, small organ, neonatal cephalic, adult
cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral vessel, musculo-
skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac) and calculation
packages that provide information that provide information to the clinician that may be used
adjunctively with other medical data obtained by a physician 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.

6. Summary of Technological Characteristics - New Device Compared to Predicate

Acsn Acuson
Feature I Characteristic Acsn AntaresS2000 K# 063803

Indications for Use:

* Fetal
*Abdominal 4

I ntraolperative abdominal and .
vascular

* ntraoperative neurological

* pediatric '

*Small Organ

* Neonatal cephalic4

* Adult Cephalic '
Cardiac

* Trans-esophageal 4'
* Transrectal 4'
* Transvaginal 4
* peripheral vessel4
*Laparoscopic

* Musculo-skeletal (conventional) '4 4
* Musculo-skeletal (superficial) 4 4

Center Frequencies Supported:

* 2.0 MHz '4 '4
* 3.0 MHz '4 '4
* 3.2 MHz '
*0 3.3 MHz'44
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Acsn Acuson
Feature /Characteristic AS2000 Antares

200 K# 063803

*4.2 MHz

*4.4 MHz '4
*4.8 MHz .4
*5.0 MHz .4
*5.2 MHz '4
*6.0 MHz '4
*6.5 MHz '4
*6.9 MHz '4
*9.5 MHz 4'
*10.0 MHz '

Modes:

B4'
* Parallel processing in B mode'44

*M'4'
*PWD (Pulsed Wave Doppler)'44

*CWD (Continuous Wave Doppler) 4 '
* D (Color Doppler) '4'
*Amplitude Doppler '4'
*Combined (BMDC)'44

Output Display Standard (Track 3) 4 '

Patient Contact Materials Tested to ISO Tested to ISO
10993-1 10993-1

UL 60601 -1 Certified '4 '4

7. 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
* CSA C22.2 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/1EC60601-1
* EN/IEC 60601-1 -1
* EN/IEC 60601-1-2

* IEC 1157 Declaration of Acoustic Power
" ISO 10993-1 Biocompatibility

Cleared patient contact materials, electrical and mechanical safety are unchanged.
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8. A summary discussion of the clinical tests submitted, referenced, or relied on for a
determination of substantial equivalence.
Since the S2000 uses the same technology and principles as existing devices, clinical data is
not required.

9. 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 S2000 is substantially equivalent with respect to safety
and effectiveness to devices currently cleared for market.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Siemens Medical Solutions USA, Inc. Ultrasound GroupJU
% Mr. Mlark Job JN3021
Responsible Third Party Official
Reulatory Technology Ser-vices LLC
1394 2 5 th Street NW
BUFFALO MN 55313

Re: K1 11674
Trade/Device Name: S2000~ Diagnostic Ultrasound System
Regulation Number: 2 1 CER 892.1550
Regu.lation Name: Ultrasonic pulsed dloppler imaging system
Regulatory Class: 11
Product Code: LYN, lYG. ITX and 013.
Dated: June 14, 2Q11
Received: June 15, 2011

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 intendedfor use
with the 5200TM Diagnostic Ultrasound System, as described in your premarket notification:

Transducer Model Number

CW2 6C1 lHD Curved Array
CW5 4V I Phased Array

EC9-4 Curved Array I 0V4 Phased Array
91_4 Linear Array 14L5 SP Linear Array

14L-5 NMulti-D Array 7CF2 Curved Array Mechanical 3D

I4L5B3V Multi-D Array 9EVF4 Curved Array
4P I Phased Array V5Ms Multiplanec TEE
6C2 Curved Array I7L5HDS Linear Array
4C I Curved Array I 8L_6 HAD Linear Array



8V3 Phased Array V7M TFEE
4Vlc Phased Array AcuNav 8F Ultrasound Catheter

6 L3 AcuNav IOF Ultrasound Catheter
EV9C4

[Fyour device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA). it
May be Subject to Such additional controls. E-xisting major regulations affecting you]r device can be
found in the Code of Federal Regulations, Title 2 1, Pails 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 equtiivalence determination does not mean that
FDA has made a determination that your device complies with other requitrments 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 CER 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);- 2 1 CER 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 label ig regulation (2 1 CFR Part 80 1), please go
to litp:/www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOfficeS/LICM II 5809.hti for thle
Center for Devices and Radiological Health's (CDRH-'s) Office of Compliance. Also, please note
the regulation entitled, 'Misbranding by reference to premarket notification" (21 CFR Part 807.97).
For questions regarding the reporting of adverse events uinder the MDR regulation (21 CER Part
803), please go to hittp://www.fda.izov/MedicalDevices/Safety/RepoitaProblem/defaut.lhtm for the
CDRHI-'s Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahramn Vaezy at (301)
796-6242.

Sincerely Yours,

Mary S. astel, Se.D.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)
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1.3 Indications for Use

A. 51 0(k) Number (if known):

Device Name: S2000omMDiagnostic Ultrasound System

Indications for Use:
The S2000OTM ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, Intraolperative, Pediatric, Small Parts, Trariscranial, OB/GYN, Cardiac, Pelvic,
Neonatal/Adult Cephalic, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral
Vascular applications.

The system also provides the ability to measure anatomical structures {fetal, abdominal,
intraoperative, intraoperative neurological, pediatric, small organ, neonatal cephalic, adult
cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral vessel, musculo-
skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac) and calculation
packages that provide information that provide information to the clinician that may be used
adjunctively with other medical data obtained by a physician 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 Subpart 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)

J~viin Sigi-$

Office of In Vitro Diagnostic Device Evaluation and Safety

51 0(k) bs \\ 7C IPage 1 of __
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
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1.3 Indications for Use Forms

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

Device Name: ACUSON $2000 Ultrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ______________

Clinical Application A B M PW W Color Amplitude Veloit Combined Other
Doppler Doppler Veoiy (Specify) (Specify)

I main

Ophthalmic

Fetal - P P P P P P BMDC Note 2,3,4,5,7,8,10,
eta______ ___ 11,13

Abdominal - P P, P P P P SMOC Note 2,3.4,5,7,8,10.
11,13, 16

lntraoperative P P P P P, P BMDC Note 2,3.4.5.7,8,10.
(Not 9) ____ _____11, 14

Intretoperative - P P T P P BMC Note 2.,.4,5,7,8,10,.
Neurological MO 11, 14

Pediatric P P P p p P BMDC Note 2,3,4,5,7,8,10,

Small Organ P P P P P P BMDC Note 2.3,4,5,7,8.10,
'Note 1, 11,14, 16
Neonatal Cephalic p P P P p p BMDC Not 2,34.5781
Adult Cephalic - P P P P P P BMDC Note 23.4.57,8,10

Cardiac FP P P P P P BMDC Nt
______________2.3.4,5,6,7,8,10,15Trans-esophageal P P P P P P BMDC Note 4 1Tranrecal P P PP P MDC Note 2,3,4,5,7.8,10,

Tranrectl ~ P PP P MDC 11.14
Trnvaial- P P P P P BMC Note 2.3,4,5,7,8.10,

Transvaginal 
BMDC___ 11

-Transurethral ________________

Intravascular

Peripheral vessel P P P P P P BMDC Note2,3,4,5,6,7. 8,10,
11,14,15

La pa ros cop ic
Musculo-skeletal - P P P P P P Note 2,3,4,5,7,8,10,
Conventional SMOC 11,14
Musculo-skeletal - P P P P P P BMDC Note 2,3,4,5,7,8,10
Superficial _________ ____11,14

Other (specify) - P P P P P P BMDC Note 3,4,6, 10
Neonatal Cardiac _____________,

N new Indication: P =previously cleared by FDA K063085. K063803. K072786. K081 148, K082142, K090334, K093812

Note 1 For example: breast, testes, thyroid, penis, prostate. etc. Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multil-view spatial compounding Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging NoteS8 Power SieScape panoramic imaging
Note 9 For example: vascular,, abdominal Note 10 Clarify VE vascular enhancement technology
Note I11 Advanced Sieclear spatial compounding Note 13 STIC
Note 14 eSieN Touch elasticity imaging / Fri Note 15 AHP
Note 16 Custom Tissue Imaging

(PLEASE DO NOT WR[TE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitfo Diagnostic Devices (OIVD)

Prescription UsJe 2rt 21 CFR 801 S r

fotjlsion Sign-Off)

Division of Radiological Devices

S2000 510(k) Submission Office of In Vitro Diagnostic Device Evaluation and Safety Page 16 of 56
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Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: CW2 Probe for use with ACUSON 52000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _________

Color Amplitude Clor Combined OtherClinical Application A B M PWO CWD Doppler Doppler Velocity(Seiy (pcf)
Imaging(pei) (peiy

Ophthalmic ____ ____ _________

Fetal P____ _____________

-Abdominal P ____ ________ _____________

lntraoperative
(Note 9) P__ ________ ____________

Intraolperative
Neurological
Pediatric P ____

Small Organ
(Note 1)
Neonatal Cephalic ____ P ____ ______________

Adult Cephalic ____ P ___ _________

Cardiac P _______

Trans-esophageal ____ ____ _________

Transrectal ____

Transvaglnal
Transurethral _________

Intravascular __________

Peripheral vessel ___P ____ ____________

Laparoscopic _________

Musculo-skeletal
Conventional ____ ____ _________

Musculo-skeletal
Superficial
Other (specify) _

N = new indication; P =previously cleared by FDA K#1063803, K<072786, K081 148, K<082142. K090334, , K<093812

Additional Comments:

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

Note 9 For example: vascular, abdominal

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFIR 801 Subpart D)

Piison Sign-Off
Divsion of Radkologicai Devices

Ofie of in Vtro Diagnostic Devke Evaluation and Safety

S2000 510(k) Submission Page 17 of 56
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: OWS Probe for use with ACUSON 52000
Intended Use: Lltrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

Clinical Application A B M PWD CW Color Amplitude ve,' ~I Combined I Other
_________ 1Doppler Doppler Ia i (Speciy (Seiy

Ophthalmic = mgn cf) Seiy
Fetal p _________

Abdominal P ____

I ntraoperative
(Note 9) ____

lntraoperative
Neurological ____ _____________

Pediatric p _________

Small Organ

INeonatal Cephalic ____ P ___ ____

Adult Cephalic P _________

Cardiac __ P ___ ___ _______

Trans-esophag eal ______ ____ _________

T nsetal Cephal___

Transvepaal __________

Transrectal _________

Intravascular
Peripheral vessel ___P ___ _________

Laparoscopic
Musculo-skeletat
Conventional ____

Musculo-sketetal
Superficial P__ ____

Other (specify) __

N = new indication; P =previously cleared by FDA K# 063803, K072786, K081148, K082142. K090334, , K093812

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note! F or example: vascular, abdominal

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21CFR 801 Subpart D)

Division off Radiological Devices
office of in Vitro Diagnostic Device Evaluation and Salety

52000 510(k) Submission Page 18 of 56
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Diagnostic LUltrasound Indications for Use Form

510 (k) Number (if known):

Device Name: EC9-4 Curved Array Transducer for use with ACUSON S2000

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

Mode of Operation

Clncl plcain A WDCD Color Amplitude color Cobinled Other
Cliica Apliatin A B M PWDoppler Doppler Velocity (Secfy

Ophthalmic I I 
Ima i (Specify)(Seiy

Fetal P P P P P BMOC Note 2,3,4,5.7.8, 10, 11
A bdominal P P p P P BMDC Note 2,3,4.5.6,,7,8, 10, 11,
lntraoperative
Abdominal ___ ______________

Intratoperative
IN eurological ___ ____ ____ ____

Pediatric
Small Organ P P P P P BMDC Note 2,3,4,5,7.8,10, 11,.14
(Note 1) 1 1 1 1 1 1 ____

Neonatal Cephalic P P P P P _____ BMDC Note 2,3,4,5,7,8,10
Adult Cephalic ________________________________

Cardiac
Trans-esophageal _______

Transecta P P P PBMDC Note 2,3,4:5, 6, 7,8, 10.
TrnsecalP pp 1O 11,14

Transvaginal P P P p P BMDC Note 2,3,4,5,7,8,10, 11
Transurethral
Intravascular
Peripheral vessel ___________

Musculo-skeletal - - -

Conventional ____

Muscuic-skeletal

Otherfisecial__ __

IN = new indication; P= previously cleared by FDA K# 063803, K072786, K081 148. K082142, K090334. K093812

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology ( o inOt
Note 5 3-Scape real-time 3D imaging isclaioclDecs
Note 6 Cadence contrast agent Imaging Ofic of tro Dansto Ric DevEaindSafl
Note?7 B&W SieScape panoramic imagingVir agstevcEautonndaey
NoteS8 Power SieScape panoramic imaging 50
Note 10 Clarify VE vascular enhancement technology51Ofl
Note 11 Advanced Sieclear spatial compounding
Note 14 eSieN Touch elasticity imaging I FT1

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

Concurrence of CORH, Office of In Vitro Diagnostic Devices (OIVO)
Prescription Use (Part 21CFR 801 Subpart 0)

S2000 510(k) Submission Page 19 of 56
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 9L_4 Linear Array Transducer for use with ACUSON 52000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

F -' ~~~~~~~Mode of Operation ___ __________

Clinical Application Ai 8 M IPWD CWD Vir Apiu e Cloit CombinedOte
Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic

Fetal OptamcP P P P P BMDC Note 2,3,4,5,7,8,10.,11
Abdominal ____

lntratoperative
Abdominal
lntraoperative
Neurological
Pediatric P P P P P 13MDC Note 2345781,1
S mall organ P MC Note 2,4,6781,11,14,
(Note 1) P 1 PEO 16
Neonatal Cephalic P P P P P BMDC Note 2,3,4,5,7,8,10,p11
Adult Cephalic
Cardiac P Pp P P P BMDC Note 15
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P BMDC Note 2,3,4,5.6, 7,8,10, 11,

______ _____ ______14,15

Laparoscopic ___ ________________

Musculo-s keletal P P P 
BMDC Note 2,3,4 5, 6.7,8.10, 11, 14Muscuto-skeletal P P PPPBD Note 2,3,456,7,810, 11, 141Superficial P P P P P BMDC_____

Othr (specify) I__________________ ____________

N = new indication; P =previously cleared by FDA K# 063085. K072786, KOBI 148, K082142, K090334, K093812

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
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 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging (Dtson Sign Off)
NoteS8 Power SieScape panoramic imaging OfcofIVkDian ostaiDeviceEJut Ad Saft
Note 10 Clarify yE vascular enhancement technologyOfieoinVtoDaoscDvceEaub ndSey
Note 11 Advanced Siectear spatial compoundingi> \
Note 14 eSie m Touch elasticity imaging / Ff1 510K- L
Note 15 AHP
Note 16 Custom Tissue Imaging

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21CFR 801 Subpart D)

S2000 510(k) Submission Page 20 of 6
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 141.5 Multi-D Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A IDCWD Color Amplitude Ye lor Combined Other

Ophthalmic ______ ____

Fetal
Abdominal
Intraoperadive
Abdominal _________

lntraolperalive
Neurological __________ __________

Pediatric __________

Small Organ P P P P P BMDC Note 2,3,4.5,7,8.10,
(Note 1) __ ______ ___ 11, 14,16
Neonatal Cephalic ____

Adult Cephalic
Cardiac ____ ____ ____

Trans-esophageal
Transrectal _____ __________

Transvaginal __________ __________ __________

Transurethral _________

Intravascular

Peripheral vessel P P P P P BMDC Note 2,3,4,5,6,
____________ ______7.8,1011, 14

Laparoscopic
Musculo-skeletal P ~ C Note 2.3,4,5,7,8, 10,
Conventional P MC 11,14
Musculo-skeletal
Superficial

lothr! s -______ I_________

N =new indication; P = previously cleared by FDA K# 063085, K072786, K081148, K082142, K<090334, K<093812

Additional Comments:
Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Eqiualization Technologyli/
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imagingSinOf
Note?7 B&W SieScape panoramic imaging Offceofin Vto agnsi Deice Evliesnaft
Note 8 Power SieScape panoramic imaging 1ccoInVtoDarsiceveEautonndSey
Note 10 Clarify YE vascular enhancement technology j.~ ~ p
Note 11 Advanced Sieclear spatial compounding 8101< L 1
Note 14 eSie' Touch elasticity imaging I FnC
Note 16 Custom Tissue Imaging

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

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

Prescription Use (Part 21CFR 801 Subpoart 0)

S2000 510(k) Submission Page 21 of 56
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 14L_513V Multi-D Array Transducer for use with ACUSON S2000

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

Mode of Operation _____________

Clinical Applicatinf M PWD CWD Color Amplitude yelo Combined Other
100 ~~Doppler Doppler Vmlocity (Seiy (pcf)

_______________ _imaging (Specify) (specify)

Ophthalmic __________

Fetal _____

Abdominal ________

lntraoiperative
rAbckminal
Intraolperative
Neurological____ ____ ____________

Pediatric ____ ____

Small Organ P P P Note 2,3,4,5,7,8,10,
(Note 1) 1 MC 1,14, 16
Neonatal Cephalic _________

Adult Cephalic _____________

Cardiac _________

Trans-esophageal
Trangrectal ____ _________

Tra nsvag in a _____ ____

Transurethraj
Intravascular
Peripheral vessel __ ____ ____ ____ ____ _________

Laparoscopic
Musculo-skeletal
Conventional _____ __________

Musculo-skeleta
Superficial
Other (specify)

N = new indication; P =previously cleared by FDA K#t 081148, K09381 2

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SleClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Notes5 3-Scape real-time 3D Imaging I_ 5 2 i
Note 6 Cadence contrast agent imaging ______

Note 7 B&W SieScapde panoramic imaging (0 $,on Sign Ott)
Note 8 Power SleScape panoramic imaging Divso of RadiologcaL Devices
Note 10 Clarify VE viscular enhancement technology Office of in Vto Diagnostic Device Evaluation and Safety
Note 1II Advanced Sieclear spatial compounding I
Note 14 eSie ' Touch elasticity imaging / Fri 610K.r ~ ,-L
Note 16 Custom Tissue Imaging

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

Concurrence of CORM, Office of In Vitro Diagnostic Devices (OIVO)
Prescription Use (Part 21 CFR 801 Subpart D)

S2000 510(k) Submission Page 22 of 56



Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Farm

510 {k) Number (if known):

Device Name: 4P1 Phased Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ _________

Clinical Application A RBM' PWD CWD Color Amplitude1 Velor Combined Other
____________ [ 1Doppler Doppler Veocty (Specify) (Specify)

Ophthalmic __ __.Imgn

Fetal p p p p p p ____ BMDC Note 2,3,4,5,7,8, 10
Abdominal P P P P P P BMDC Note 2,3,4,5.7,8,10
lntraoperative
Abdominal _______________

lntraoperative
Neurological
Pediatric
Small Organ _________

Neonatal Cephalic _________

Adult Cephafic P P P P P P BMDC N~ote 2,3,4,5,7,8, 10
Cardiac P P P P P P _____ BMDC Note 2,3.4,5,6,7,8J10
Trans-esophageal __ ____

Transvaginial
Transurethral ___________

In-travascular ___________

P eripheral vsel ________ __________ 
__ ________

Laparoscopic ___________

Musculo-skeletal
Conventional __________ ___________

Musculo-skeletal
Superficial
Other (specify) ___ ____

N = new indication: P =previously cleared by FDA K# 063803. K072786, K081 148, K082142, K090334, K093812

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 Sie~lear multi-view spatial compounding ___________

Note 4 Tissue Equalization Technology SqO
NoteS5 3-Scape real-time 3D imaging -Divisio of RadiologicalJem
Note 6 Cadence contrast agent Imaging Offie of In 'fto Diagnosti Devai WMGIadSfety
Note?7 B&W SieScape panoramic imaging K~~
Note 8 Power SieScape panoramic imaging 610K
Note 10 Clarify yE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW TH IS LINE-CONTINUE ON ANOTHER PAGE I F NEEDED).

Concurrence of CDRI-, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21CFR 801 Subpart D)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

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

Device Name: 6C2 Curved Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ColorOte
ClnclApiain A B M PW W Color Amplitude Velocity iCombinedOhe

[C_________ WD 1CWO 1tio Doppler Doppler [Imaging (Specify) (Specify)

Ophthalmic
FetalP P P PSMDC Note 2.3,4.5.7,8,10,

Fetal P P P P P SMDC Nt ,,,.,,0

AbdoinalP P P PEMOC 11. 14, 16

lntraolperative
Abdominal
lntraolperative
Neurolocical

Pediatric P P P P P SMDC Note 2,3,4,5,7.8,10,

Small Organ

Adult Cephalic ____

Cardiac ____ ____ ____

Trans-esophageal _____________ _____________

Transrectal _____ __________ __________

Transvaginal __________

Trans ureth ral _____ __________

Intraascuar Note 2,3,4,5,7,8,10.
Peripheral vessel P P P P P BMDC 1
Laparoscopic___ _________

Musculo-skeletal
Conventional
Musculo-skeletal

Ote~pacify) -____ _____

N = new indication: P =previously cleared by FDA K# 063085, K072786, K(081148, K082142, K090334, K093812

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 Dion wSign OM
Note B Power SieScape panoramic imaging Divis ol Radiologicai Device-s
Note 10 Clarify VE vascular enhancement technology office of in Vitro Diagnostic Device Evaluation and Safety
Note 11 Advanced Sieclear spatial compounding ,'

Note 14 eSie"' Touch elasticity imaging I FTI
Note 16 Custom Tissue Imaging 510K-

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)
Prescription Use (Part 21 CER 801 Subpart D)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System

-Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4C1 Curved Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ClnialApliaton A B M PWD CWD Color Amplitude Velocit Combined Ote

=c I __ _I Doppler Doppler iIang (Specify) (specify)

Ophthalmic I I___

FtlP P P P P P SM6 Note 2.3.4,5.,8,10,
11

Abdominal ' P r P P P BMDC Note2,3.4,5.6,7,8,
______ ______ ______10, 11._14,16

Intraopderative
Abdominal ____

Irntraoperative
Neurological _____ __________

Pediatric L_____________

Small Organ - P P P P P P 13MDC

Neonatal cephalic __ __

Adult CephalicI
Cardiac - P P P P P P BMDC

Trans-esophageal ____

Transrectal _____

1rnsvainal
Transurethral _____ _____

Intravascular
Peripheral vessel P P P P P p SMDC

Laparoscopic
M usculo-skeletal
Conventional ____

Musculo-skeletal
Superficial

Oher (specify)
N = new indication; P =previously cleared by FDA K# 063085, K(072786, K081 148, K082142, K090334, K093812

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 ( inSign-OffNote 6 Cadence contrast agent imaging SadiS9o9 cl icet
Note 7 B&W SieScape panoramic imaging cJfkce of in Vitro Diagriostic Device Evaluationl and Safety
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding BlOIC
Note 14 eSie"' Touch elasticity imaging / FTI
Note 16 Custom Tissue Imaging

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

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

Prescription Use (Part 21 CFR 801 Subpart 0)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 6C1 HO Curved Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

IMode of Operation _____________

ClnialAplcain B M PW CD Color Amplitude Color Combined Other
Clinicl Applcation A B M WD CWO Doppler Doppler Velocity(Seiy (pcf)

I I IImaging 
(Specify) (Specify)

Ophthalmic I____ ____

Fetal - N N N N N1 N BMOC Note 2,345,78.1 0.

AdmnlN N N N N N BMC Note2.3.4.5.78,
_________________ ______ ____________10, 11, 14, 16

lntraoperative
Abdominal
I nireoperative
Neurological ____ ____ _________

Pediatric ____ ____ ____

Small Organ N N N N N N BMDG

N a t a l C e p h a lic 
_ _ _ _ _ _ _

Adult Cephaic
Cardiac N N N N NNIMC

Trans-epal _________

Transvaginal __________

Transurethral _________

Intravascular ____ _________

Peripheral vessel N N N N N N BMOG ________

Laparoscopic ____

Musculo-skeletal
Conventional
Musculo-skeletal

Other (specify) ______ __ ________ ________

N = new indication; P =previously cleared by FDA K#

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology _A

Nate 5 3-Scape real-time 3D imaging 1 7
Note 6 Cadence contrast agent imaging OM n Sign-Otff
Note?7 B&W SleScape panoramic imaging Div. n of Ra~doiiogicaJ Devices

Note 8 Power SieScape panoramic imaging Offie of In Vitro Diagnostic Device Evaluation and Safety
Note 10 Clarity VE vascular enhancement technologyD
Note 11 Advanced Sieclear spatial compounding 510K l\ ~ V
Note 14 eSietm Touch elasticity imaging / FT1
Note 18 Custom Tissue Imaging

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

Concurrence of CORN. Office of In Vitro Diagnostic Devices (QIVO)
Prescription Use (Part 21 CER 801 Subpart D)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4V1 Phased Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

ClnialAplraio A B M WDCWD Color Amplitude Color [Combined Other
ClnialApliaton A M PW C Doppler Doppler Velocity (Specify) (Specify)

Ophthalmic __________ __________

Fetal P P P P P _ __ BMDC Note 2,3,4.5,7,8,10

Abdominal P P PP P BMDC Nt ,.,,,.0
_________ _____________ 14, 16

I ntraolperative
Abdominal
lntraoperative
Neurological _________

Pediatric _____ __________

Small Organ I I
Neonatal Cephalic _______ _____________

Adult Cephalic ___ ____ ____ _________

Cardiac ____ ____

Trans-esophageal __ ____ ____ _________

Transrectat l___

Transvaginal
Transurethral _________

Intravascular
Peripheral vessel
Laparoscopic

/Muscuto-skeletal

Conventional
Musculo-skeletai
Superficial
Other (specify) ____________ ____

N = new indication; P previously cleared by FDA K# 063085, K072786, K081 148, K082142, K090334, K093812

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(DvsoSinOf

Noe7 B&W SieScape panoramic imaging s notI'l Radliologica Devtces
Note 8 Power SieScape panoramic imaging Ofic of In Vnro Diagnostic Device Evaluaton and Safety
Note 10 Clarify yE vascular enhancement technology
Notel11 Advanced Sieclear spatial compounding t
Note 14 eSie"4 Touch elasticity imaging/I FTI 510K I

Note 16 Custom Tissue Imaging

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)
Prescription Use (Part 2lCFR 801 Subpart D)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Farm

510 (k) Number (if known):

Device Name: I 0V4 Phased Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation __________

B M PDCD Color Amplitude Color Combined Ote
Clinical Application A B M WD WDVelocity Otpche)r(

I Doppler Doppler Imging (pcf) Specify)

Ophthalmic ______ ________________

Fetal - P P P P P P BMOC Note 2,3.4,5,7.8.10
Abdominal - P P P P P P BMOC Note 2,3,4.5,7,8, 10
Intraoperative
Abdominal ____ ____

lntraoperative
Neurological
Pediatric P P P P P P BMOC Note 2,3,4,5,7,8.10
Small Organ ___ ____ ________

Neonatal Cephalic P P P P P P BMDC Note 2,3,4.5.7.8,10
Adult Cephalic ______ _________

Cardiac P P P P P P BMDC Note 3A4
Trans-esophageal ______ ____

Transrectal
Transvag inal _____ ________________

Transurethral _______________

Intravascular _________________________

Peripheral vessel P P P P P P BMDC Note 2,3,4,5,7,8,10
Laparoscopic
Musculo-skeletal
Conventional _______________

Musculo-skeletal

N znew indication; P previously cleared by FDA K# 083085, K072786. KO81 148, K082142, K(090334, K093812

Additional Comments: 
in gnOf

Note 2 Ensemble tissue harmonic imaging (Avsio.fioloci Sln-Ot
Note 3 SieClear multi view spatial compounding Dffice of inVtoD agnost gic Device uaindSaft
Note 4 Tissue Equalization Technology IeofhVoDagstceveEautinndSey
Note 5 3-Scape real-time 3D imaging4-\\ ~p.L
Note? 78&W SieScape panoramic imaging 510K '-

Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21ICFR 801 Subpart D)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 14L-5 SP Linear Array Transducer for use with ACUSON S20OO
Indications For Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation _________

Clinical Application f a PDC 1Color Ampalitud eCloriyCmie te

Ophthalmic
Fetal ____

Abdominal
Intraoperative P P P P P BMDC Note 2.3,4,5,7,8,10
(Note 9)
lntraoperative P P P PP BMDC Note 2,3,4,5,7,8,10,

Pediatric _____ __________

Small Organ P P RP P flLflf Note 2,3,4,5,7,8,10,
(Note 1) P11,14, 16

MNeonatal 
Cephalic 

____ 

____ 

____ 
____ 

_ ________

Aduol Cephali1c ____

Cardiac - P P P p P BMDC INotel15
Tansesophageal __ ________

Transrectal
Transvaginal _____ __________

Transurethral __________

Intravascular ________

Peripheral vessel P P p P P BMDC Note2.3,4,5,6

Laparoscopic 
.7.8,10.11,14__15

Musculo-skeletal P MC Note 2,3,4,5,78, 10
Conventional P__ P P P P BMD 11,14
Musculo-skeletal
Superficial __________________

Other (specfy)- ____-_________

N = new indication; P =previously cleared by FDA K# 063085, K072786, K(081148, K082142, K090334, K093812

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 15 AHP
Note 2 Ensemble tissue harmonic imaging Note 16 Custom Tissue Imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging Sio Sin-O7t
Note 7 B&W SieScape panoramic imaging %-1O{ )i Railgca.eie
Note 8 Power SieScape panoramic imaging ofic cfitn Vftso Diagnosic Device Evaluation and Safety
Note 9 For example: vascular, abdominal -
Note 10 Clarify VE vascular enhancement technology 51 0K_ ~ ~ '4 -
Note 11 Advanced Sieclear spatial compounding
Note 14 eSiew Touch elasticity imaging I FTI

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

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

Prescription Use (Part 21 CFR 801 Subpart D)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 7CF2 Curved array mechanical 3D transducer for use with ACUSON 52000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color Amplitude Color Combined Other
Clinical Application A B M PWD CD oplr operVelocity

Iope Doplr maing (Specify) (Specify)

Fetal P p P P P SMOC Note 2,3,4,5,7.8. 10,
_____________ ______11t13

Abdominal P P P P P BMDC Note 2,21,45,7,8.10.
____________ _____ ______11, 13

Intraoperative
pAbdominal ____________________

lntraoperative
NeurolocncaI ___ __________ ____ ____

Pediatric
Small Organ ____

Neonatal Cephalic __ ________ ________

Cardiac ____ ____ ____ _________

Trans-esophageal
Transrectal _____

Transvaginal
Transurethral

Inrvascular _________

Prpheral vessel ____

Muascoselta

Musculo-skeletal
Supefiial

Othera~ (pcfy) I____

N = new indication; P =previously cleared by FDA K# 063803, K072786, K081148, K(082142, K090334, K(093812

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SteClear multi-view spatial compounding
Note 4 Tissue Eqiualization Technology
Note 5 3-Soape real-time 3D imaging (Division Sign-Off)
Note 7 B&W SieScape panoramic imaging aiiino Radiological Devices
Note 8 Power SieScape panoramic imaging Office of in Vitro Daghotic Device Evaluation and Safety
Note 10 Clarify VE vascular enhancement technology VN\ r
Note 11 Advanced Sieclear spatial compounding 510OK
Note 13 STIC

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFR 801 Subpart D)
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Siemens Medical Solutions, Inc. 52000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10 (k) Numnbe r (if kn own):

Device Name: 9EVF4 Curved Array Transducer for use with ACUSON 32000

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

Mode of Operation

Clinical Application A B M PDC Color Amplitude Velocity Cmie
Doppler Doppler Imagin (Specify) (Specify)

Ophthalmic ___ ____

FtlP P P P BMC Note 2,3,4,5,7,8,
FetalP1,MDC

Abdominal
lntraoperative

Pediatric __________

small organ ____

Neonatal Cephalic P P P P _P SMOC Note 2,3,4.5,7,8.
______ ______ ______ 10,11

Adult1 Cephalic ____ _________

Cardiac_________
Trans-esophageal __ ____ ____

Transrectal
Transvaginal - P P PP P BMDC Note 2,3,4,5,7,8,

Trans urethral _________

Peripheral vessel ____ ________

Laparoscopic
Musculo-skeletal
Conventional ____ ____ ____ _________

Musculo-skeletal
Superficl _________

Other (specify) _____________

N = new indication: P =previously cleared by FDA K# 083803, K<072786. K081 148, K082142, K090334. K093812

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-Lime 3D imaging (si Sign-Off)
Note 7 8&W SieScape panoramic imaging Iro I aooDeicealuo andic s alt
Note 8 Power SieScape panoramic imaging ofc fi ir igotcDvc vlainadSft

Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding 51 OK V-,
Note 13 STIC

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)
Prescription Use (Part 21 CFR 801 Subpart D)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: VSMs Multiplane TEE Transducer for use with ACUSON 52000

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

Mode of Operation ____

ClnialAplcain 8 M PW CD Color Amplitude Velocit Combined Other
ClnialAplcaio B M WDC D foppier Doppler Vemaging (Specify (Specify)

Ophthalmic _____________

Abdominal _________

lntraoperative
Neuroloial _________

Pediatric ____

Small Organ ________ ___ ____

Neonatal Cephalic __ ____ ___ ____

Adult Cephalic ____ _________

Cardiac _____ __________

Trans-esophageal P P P P p P BMDC Note 4
Transrectal ____

Transvaginal ____

Transurethral __________

Intravascular ____ ____ _________

Peripheral vessel _________

Laparoscopic _________

Musculo-skeletal
Conventional ____ _____________

Musculo-skeletal
Superficial ________

LOther (specify)

IN =new indication: P =previously cleared by FDA K# 063803. K072786. K(081148, K082142, K090334, K093812

Additional Comments:
Note 4 Tissue Equalization Technology

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

Concurrence of CDRHJ Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFR 801 Subpart D)

DMsion of Radiological Devies
office of in vitro Diagnostic Device Evaluation and Safety
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Siemens Medical Solutions, Inc. S2000 LUltrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 17LSHDS Linear Array Transducer for use with ACUSON S2000

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

-f-F ~Mode of Operation ____

Clinical Application A B W CWD Color rAmplitude Clr Combined Other
________________ L121Doppler Doppler Imaging (Seiy (pcf)

Fetal

Abdominal ____ ____ _________

Intraoperative
Abdominal __ ________ ________

lntraoperative
Neuro Ical
Pediatric
Small Organ P P P P P BMC Note 2,3,4,5,7,8.10,
(Note 1) ___________ _____11,14

Neonatal Cephalic
Adult Cephalic;____ ____

Cardiac ____

Trans-esophag eal ____ ____ _________

Transrectal __________

Transvaginal __________

Transurethral _____ __________

Intravascular

Perihera vesel P pP P MDC Note 2,3,4,5,7,8.1 0.
Perihera vesel P PP P MDC 11,14

Laparoscopic _____________

Musclo-seleal P P pP P MDC Note 2,3,4,5,7.,.10,
Conventional P MC 11,14
Musculo-skeletal P P PPPNote 2,3,4,5,7.8,10,

Suefca P P BMDC 11,14

Other (secfy P_ _ _ _ .1 1 '1 _

N = new indication; P previously cleared by FDA K# 063085, K(072786, K082142, K090334 , K(093812

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate. etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scap8 real-time 3D imaging 2 t z L
Note 7 B&W SieScape panoramic imaging S,,on Sign-Ofl)
Note 8 Power SieScape panoramic imaging DM,.ioAo Radiological Devices
Note 10 Clarify yE vascular enhancement technology office of in Vitro Diagnostic Device Evaluaton and Safety
Note 11 Advanced Sieclear spatial compounding -10 I "' (" DNote 14 eSieN Touch elasticity imaging / Fr1 510K\

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

Concurrence of CIDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21CFR 801 Subpart D)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (kt) Number (if known):

Device Name: 18L_6 ND Linear Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B PWO CWD Color Amplitude Color Combined Other
Doppler Doppler Veoiy (Specify) (Specify)

Ophthalmic _________

Fetal _________

Abdominal
lntraolperative
Abdominal
lntraoperative
Neurological ________ _____________

Pediatric
Small Organ MC Nt2,,57810
(Note 1) 11,14,16 _____

Neonatal Cephalic ____ ________

Adult Cephalic ___ ____ ____ ____ _________

Cardiac P P P P P BMDC Note 15
Trans-esopha 01 __ ______________ ____ _________

I ran sirect at l___ _________

Transvaginal _____ __________

Transurethral ____ _____________

Intravascular __________ __________

Peripheral vessel P P P MC Nt2,.57810

Laparoscopic I____ ____ ____ _________

Musculo-skeletal P P PPPNt ,,,,,,0
Conventional BD 11
Musculo-skeletal P P P BD Noe23457810
Superficial 11,14______ ___________

IN = new indication; P =previously cleared by FDA K081 148, K082142, K090334, K093812

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 15 AHP
Note 2 Ensemble tissue harmonic imaging Note 16 Custom Tissue Imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging 4
Note 7 B&W SieScape panoramic imaging Di1 sion Sign-Off)
Note 8 Power SieScape panoramic imaging Division radiological Devices
Note 10 Clarify yE vascular enhancement technology Office of Iin Vitro Diagnostic Device Evaluation and Safety
Note 11 Advanced Sieclear spatial compounding
Note 14 eSie" Touch elasticity imaging I FTI 510K

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)
Prescription Use (Part 21 CIFR 801 Su bpart D)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 51 0(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 8V3 Phased Array Transducer for use with ACUSON 52000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _____________

Cliicl pplcaio A B N PD WD Color iAmplitude Veloit Combined Other
Clinical ~ Aplcto A [ IN W Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic ____ _________

Fetal p p p p p p _ __ BMDC Note 2,3.4,5,7,8,10
Abdominal _______

lntrafoperative
Abdominal ____ _________

lntraolperative
Neurolo icaa I___ I____ I________

Pediatric p p P P P P _____ BMDC Note 2,3,4.5,7,8,10
Small Organ
Neonatal Cephalic P F P P P P BMDC Note 2,3,4,5,7, 8,110
Adult Cephalic ________ _____________

Cardiac P p p p P P BMDC Note 3.4,6
Trans-esophageal __________ __________ __________

Transrectal
Tra ns vag in alI_____

Transurethiral
Intravascular _________

Peripheral vessel ____ ____ _________

Laparoscopic _________

Musculo-skeletal
Conventional __

Musculo-skeletal
ISuperficial ____________________

IOther (specify) PBMC Nt3A
N eonatal Cardiac P P P PI MC Nt ,,

N = new indication; P =previously deared by FDA K# 063085, K072786, K081148, K082142. K090334, K6093812

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology iv Si on, ign-Oil
Note 5 3-Scape real-time 3D imaging DM ol Radink~ga Deie
Note 6 Cadence contrast agent imaging office of in vitro Diagnostic Device Evaluation and Safety
Note 7 B&W SieScape panoramic imagingym c-
NoteS8 Power SieScape panoramic imaging 510DK
Note 10 Clarify VE vascular enhancement technology

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

Concurrence of CDRIH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CER 801 Subpart D)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

> 510 (k) Number (if known):

Device Name: 4VIc Phased Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _____________

Colr Apltud [Color {Combined Other
Cliicl ppictin B M WDCW Doppler Doppler iImaging j(Specify) (Specify)

OphthalmicII I
Fetal P IP P P P P BMDC Note2345 78 10
Abdominal - P P P P p I BMDC Note2345 78 10
lntraoiperative - P? P P P P BMDC Note23457 810
Abdominal
ntraoperative P P P P P p BMDC Note234 57 810
Neurologia __________________

Pediatric P P P P P P HMDC Note2345 78 10
Small Organ _________

Neonatal Cephalic __

Adult Cephalic P IP P P P p BIAOC Note 2 3 4 5 7810

CricP P P P P P BMDC Note2 3 4 578 10

Trans-esophageal
Transrectal _________

Transvaginal ____

Transurethral _________

Intravascular

Peripheral vessel - P P? P P P P BMDC Nole2345 5810

tap aroscopic _________

Musculo-skeletal
Conventional ____ ____ _________

Musculo-skeletal
IS u perficial P_ _ _ _ __ __ _ B M D C N ot 2 3 4 7 8 1Other(specify) P= P BDNeonatal Cardiac ____

IN = newv indication; P =previously cleared by FDA K#'s 052410, 051139, 041319, 032114, 022567. 063085, K090334,
K(093812

Additional Comments:

Note 2 Ensemble tissue harmonic imaging A ' i / L
Note 3 SieClear multi-view spatial compounding

Note 4 Tissue Equalization Technology *.ofRaIoia DevicesNotes5 3-Scape real-time 3D imaging DWoo e n a
Note 6 Cadence contrast agent imaging off..e of In Vitro Diagnostic Device Evaluation and Sat ety

Note 7 B&W SieScape panoramic imaging \\y fl4
NoteS8 Power Siescaipe panoramic imaging 51 OK-I
Note 10 Clarify yE vascular enhancement technology
Note 15 AHP

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFR 801 Subpart D)
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Siemens Medical Solutions, Inc. $2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 6L3 Transducer for use with ACUSON S2000

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

Mode of Operation _____________

Clinical Application A B 8W W Color IAmplitude Cloir Combined OtherM FN WD Doppler Doppler [VImaging (Specify) (Specify)

OphthalmicIIImgn

Fetal P P P P P P RMDC Note 2 34 57 810,
_________ _________ 11

Abdominal __________________

Intraoperative P P P P P P BMDC Note 2 34 5 78 10,
Abdominal ____11

in-traoperative P P P P P P BMDC Note 2 34 578l10 ,
Neurological ____ _______________11

Pediatric __________

Small Organ P P P P PP BMDC Note 2 3 45 78 10.

Neonatal Cephalic __ ____ ____ ____ ____

Adult Cephalic

Cardiac p p P P P P BMDC Note 23 45 7 810

Trans-esophageal _____ _____

Transrectal ____ _________

Transvaginal __ _________

Trans urethral __ ____ ____ ____ _________

Intravascular
Peripheral vessel - P WP P F P P.MC Note 2 3 4578 10,.

______ _____ 115

Laparoscopic
Musculo-skeletal P P P P P P BMDC Note 23 4 57 810.
Conventional I_______1
Musculo-skeletal P P P? P P P BMDC Note 2 34 57 810.
SuprIcl, ___ 1___ __ 11

i Ote (slpecify) IN_

N =new indication; P previously cleared by FDA K#'s 052410, 051139, 041319, 032114, 022567, 002807, 973767, 063085,
K090334, K093812

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 I *sion Sig-Ott)
iNote 6 Cadence contrast agent imaging Dfvsio o0f"RadiogoicaJ Devices
Nate 7 B&W SieScape panoramic imaging Office of In Vitro Diagnostic Device Evaluation and Safety
Note 8 Powier SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology 5101 OK
Note 11 Advanced Sieclear spatial compounding
Note 15 AHP

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFR 801 Subpart D)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: EVBC4 Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B M Colo Apiuevelocity Combined Ote
WjC D Doppler Doppler Iaging (specify) (Specify)

Ophthalmic _________

Fetal - pp P P P P SMOC Note23457810
Abdominal - W p Ph P P BMDC Note2 3457810
lntraoperatie
Abdominal ________

lntraoperative
Neurological
Pediatric _________

Small Organ ________ _____________

Neonatal Cephalic _________ ________

Adult Cephalic _________

Cardiac ____ ____ ____

Trans-esophageal __ ____ ____

Transrectal __________

Transvaginal P P P P P P BMOC Note234567.8
______________10

Transurethral ____ ____ ____ ____ _________

Intravascular ____ ___ ____

Peripheral vessel ___ ____

Laparoscopic ____

Musculo-skeletal
Conventional _________

Musculoskeletal

N = new indication; P =previously cleared by FDA Kit's 052410, 051139, 0319, 032114, 022567, 002807, 973767, 063085,
K(090334, K093812
Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SleClear multi-view, spatial compounding 5 4 9 -

Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging oi(Dvision Sign-Oil)
Note 6 Cadence contrast agent Imaging tM on of RadiologicaJ Dovices
Note 7 B&W SieScape panoramic Imaging Olffie of in Vitro Diagnostic Device Evailtatircrr. j,

Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology 5 K(

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFR 801 Subpart 0)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

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

Device Name: ViMY TEE Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application B M PWD CWB ooDoe Color Combined Harmonic
A oppler ('iampkitude) velocity (Specify) Iaig Other

Coo Dowper Imaagi (Secfy

OphthalmicDope 
Imgn(Sciy

Abdominal - P P P P P P P. P Note 4
Immtraetive
Abdominal
lflhropemtive
Neurological
Pediatric P P P P P P P.p Note 4
small Organ
(speiu)-
Neonadal Cephalic
Adu~lt Cephalic
Cardiac P P P P P P P. P Note 4

Trans-esophageal I P P P P P P P. P Note 4

Trarivaginhal

Intravascular
Peripheral Vessel
Laparoscopic
Musculo-skelcial
(Conventional)
Mutsculo-sketetal
(Superficial) __________________

Other (specify)

P~previously cleared by the FDA under premarket notifications #1(0524 10, #KOS 1139, #K041 319, #K(032114, and #1(022567,
K093812

Additional Comments:
'Combinations include: B+M. B+PWrD. BA-CWD. B+Color Doppler. H+M- Color Doppler. B+PWD+Colo,
Doppler. B-iCVWD+Color Doppler. B+Power Doppler.

B+MA-POWER DOPPLER, B+PWD+PO WER DOPPLER, B-IC WD-lPOWER DOPPLER, 8+CLARIFY 'YE

Note 2 Ensemble tissue harmonic imaging
Note 4 Tissue Equalization Technology
Note 10 Clarity VE vascular enhancement technology

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

Concurrence of CDRH. Office of in Vitro Diagnostic Devices (OIVD)
Prescription Use (Part 21 CFR 801ybipartJ

Divisiofi of Radiological Devices
office of In Vitro Diagnostic Device Evaluation andl Safety
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

610 (k) Number (if known):

Device Name: AcuNav BF Ultrasound Catheter for use with ACUSON S2000
Intended Use: Catheter is intended for intra-cardiac and intraluminmal visualization of cardiac

and great vessel anatomy and physiology as well as visualization of other
devices in the heart of adult and pediatric patients.

Mode of 0peration
Clinical Application A B Ni PWD CWD Color Power Color Combined Other;

Doppler (Amplitude) Velocity (Specify) Harmonic
_________________ _____ _______ Doppler ImaeinR~uai

Ophtalmic
Fetal
Abdominal
lntraoperative
(Vascular)
lntraopcrative
(Neurologica)
Pediatric P P P P P P _____ P.
Small Organ
(Specify)--______
Neonatal Cephalic
Adult Cephalic ______ _____

Cardiac P P P P P P I____ p.____ _____

Trans-esophageai
Transrectal _______

Transvaginal
-Transurethral ____

Iritra-Luminal P P P P P P ___ _ P*

Peripheral Vessel ________ ______________________

Lap aroscopic
Musculo-skeletal
Conventional
Musculo-skeletal

Othe (n-Cardiac) __ P P P P pp P.
P=Previtxusly cleared bythe FDA K99263I, K033650, K042593, K07 1234.1(093812

Additional Comments:
*Combinations include: B-iM. B+PWD. B4CWD. BA-Color Doppler- B+M+ Color
Dangler. B+PWDA-Color Donnier. B+CWD4CoIor Dappler. B+Power Doppler,

B+M+POWER DOPPLER, B+PWD+POWER DOPPLER, B+CWD-*POWER DOPPLER

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

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

Prescription Use (Part 21 CFIR 801 Subpart D)

,iinSign-0Of)

RadIogCO Dfevices
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

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

Device Name: AcuNav 10F Ultrasound Catheter for use with ACUSON S2000
Intended Use: Catheter is intended for intra-cardiac and intraluminal visuvalization of cardiac

and great vessel anatomy and physiology as well as visualization of other
devices in the heart of adult and pediatric patients.

______________________~~~ Moe Of O erarion ______________

Clinical Application A B M PWD CWD Color Power Color Combined Other:
IDoppler (Amplitude) Velocity (Specify) Harmonic

_______________ ______ Doppler Imnaging Imaging
OphtalmicI
FetalI
Abdominal - -_ __ _

lntraoperative
(Vascular)
lntraoperative
(Neurological) ____ _______ __________________

Pediatric P P P P P PP. ____

Small Organ
(specif)
Neonatal Cephalic _______ ____ ______

Adult Cephalic __ __________

Cardiac P IP P P I P I P _____

Trans-esophageal _____

Transrectal _____ ____________ ____________

ITransvaginat l___ ______ ____

Transurethral ___________

Incra-Luminal -P P p p p P_ ___ _ p.
Peripheral Vessel
Laparoscopic
Musculo-skeletal
Conventional t_____

Musculo-skeletal
Superficial

Other (Intra-Cardiac) Pd P P P P IPM tP ____

P Previously cleared by the FDA K(99263 1, K033650, K042593, K07 1234,, KD93812

Additional Comments;
*Combinations include: BtM. B+PWD. B+CWD. BA-Color Doppler. B+M+- Color
Doppler. B-.PWD4-Color Doonler. B+CWfl+Color Doppler. B+Power Doppler.

B-IM+POWER DOPPLER, B+PWD-4POWER DOPPLER, B+CWDl-POWER DOPPLER

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Padt 21 CFR 801 Subpart D)
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C sontadiologicaJ Devices
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