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Sponsor: Siemens Medical Solutions, Inc.,
Ultrasound Division
1230 Shorebird Way MAR ~-3 2010
Mountain View, California 94043

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

Submission Date: December 1, 2009

Device Name: Acuson 520001m Diagnostic Ultrasound System

Common Name: Diagnostic Ultrasound System

Classification:

Regulatory Class: II
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-lYO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX

A. Legally Marketed Predicate Devices
The Acuson S2 0 00 Th Ultrasound System is substantially equivalent to the Acuson Antares
Ultrasound System.
B. Device Description:
The Acuson 52000Th has been designed to meet the following product safety standards:

• UL 60601-1, Safety Requirements for Medical Equipment
• IEC 60601-2-37 Diagnostic Ultrasound Safety Standards
• CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment
* AIUM/NEMA UD-3, 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/lEC 60601-1-1
* EN/IEC 60601-1-2

• IEC I1157 Declaration of Acoustic Power
• ISO 10993-1 Biocompatibility
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Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

C. Intended Use

The S20OOOm ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, lntracoperative, Pediatric, Small Parts, Transcranial, 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 toot 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".
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DEPARTMENT OF HEALTH & HUMAN SERVICES puLblic Health Service

Food and DrUg Administration
10903 New Ilampshike Avenue
Documnent Contr ol Room -\V066-G609
Silver Spring, NMD 20993-0002

Siemens Medical Solutions USA, Inc. MAR-
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
I 394 25th Street NW
BUFFALO MN 55313

Re: K0938l2
Trade/Device Name: ACUSON S2000TrM Diagnostic Ultrasound System
Regulation Number: 21 CER 892.1550
Regulation Name: Ultrasonic pulsed dloppler imaging system
Regulatory Class: It
Product Code: ZYN, IYO, and ITX
Dated: February 8, 20 10
Received: February 16, 2010

Dear Mr. Job:

We have reviewed your Section 5 1 0(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 4pplies to the following transducers intended for use
with the ACUSON S2000TM Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

CW2 4C1I Curved Array
CW5 4V1 Phased Array

EC9-4 Curved Array 1 0V4 Phased Array
9L4 Linear Array 14L-5 SP Linear Array

14L5 Multi-D Array 7CF2 Curved Array Mechanical 3D
14L5BV Multi-D Array 9EVF4 Curved Array

4P1 Phased Array V5Ms Multiplane TEE
6C2 Curved Array 17L5HDS Linear Array
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18L-6 HD Lina Ary EV8C4
8V3 Phased Array V7M TEE

4VlIc Phased Array Acuflav 8F Ultrasound Catheter
61L3 AcuNav l OF Ultrasound Catheter

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it

may be Subject to such additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 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 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 (2 1 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 53 1-542 of the Act); 21 CFR 1000- 1050.

This letter will allow you to begin marketing your device as described in your premarket notification.

The FDA finding of substantial equivalence of your device to a legally marketed predicate device

results in a classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801); please go

to http://www.fdaszov/AboutFDA/CentersOfflces/CDRH-/CDRHlOffi~es/ucin I115809.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" (2 1 CFR Part 807.97).

For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part

803), please go to http://www~tda.gov/MedicaIlEevices/Safetv/ReportaProblem/default.htl-n for the

CDRH's Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahram Vaezy at (30 1)

796-6242.

yYyours,

Donald St. Pierre
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

1.3 Indications for Use

A. 510(k) Number (if known):

Device Name: S2000TM Diagnostic Ultrasound System

Indications for Use:

The S2000TM ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, Intraoperative, Pediatric, Small Parts, Transcranial, 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 CASE 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'.

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, [f 0 .J OrijD

Oivsion of Radiologiced Devices
Office of In vitro Diagnostic Device Evaluation and Safety
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

1.3 Indications for Use Forms

Diagnostic Ultrasound Indications for Use Form
51 0 (k) Number (if known):

Device Name: ACUSON S2000 Ultrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

~~woJ ~~ Color Amplitudej Coo J0 mie te
Clinical Application B M CWD Doppler Doppler Imaging (Specify) (Specify)

OphthalmicI
Fetal - P ~ P P P P BMDC Note 2,3,4,5,7,8,1 0,

11,13
Abdominal - P P P P BMDC Note 2,3,4,5,7,8, 10,

11,13,16
Intraolperative - P P P P P P BMDC Note 2,3,4,5,7,8,1 0,
(Note 9) ____11,14

lntraoperative - P P P pP BMDC Note 2,3,4,5,7,8,1 0,
Neurological __ 11,14
Pediatric - P P P P P BMDC Note 2,3,4,5,7,8,1 0,

_________________________ ~~~~~~~~~~~~~~~~~~~~~~~~~~~~1 1
Small Organ- P P P P P P BMDC Note 2,3,4,5,7,8,1 0,
(Note 1) II11,14. 16
Neonatal Cephalic _ P P P P P P BMDC Note 2,3,4,5.7.8,10
Adult Cephalic P P P P p P BMDC Note 2,3,4,5,7,8,10

P P P P P P Note
Cardiac BMDC ~~~~~~_____2,3.4,5,6,7,8,10,15

Trans-esophageal _ P P P P P P BMDC

Transrectal ~ ' P PP P BMDC Note 2,3,4,5,7,8,1 0,
I ~ ~ ~ ~ _________11,14

Transvaginal - P' P P P BMC Note 2,3,4,5,7,8,1 0,
__________ _ _____ BM DC I

Transurethral
Intravascular
Peripheral vessel - P P P P P BMDC Note2,3,4,5,6,7,8,10,

_____ ________ ~~~~~11,14,15
Laparoscopic
Musculo-skeletal P P P P p P BMDC Note 2,3,4,5,7,8,1 0,
Conventional _____11,14

Musculo-skeletal P P P P P P BMDIC Note 2,31,4,5,7,810,
Superficial I_ _ __ _ _ _ _ _ __ _ _ _ _ _ 11,14

Ote(pcify) - P P P P P BMDC Note 3A46
NentlCardiac LI

N =new indication; P =previously cleared by FDA K063085, K063803, K072786, KO0i1148, K082142, K(090334
Note I For example: breast, testes, thyroid, penis, prostate, etc. Note 15 AHP
Note 2 Ensemble tissue harmonic imaging Note 16 Custom Tissu Imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology T
Note 5 3-Scape real-time 3D Imaging J______________________
Note 6 Cadence contrast agent imaging (DMv5slonggn-01ltNote 7 B&W SieScape panoramic imaging Division of Raditlogical DevicesNote 8 Power SieScape panoramic imaging ofic of In Visxo Diagnostic Device Evaluation and Satecy
Note 9 For example: vascular, abdominal 'C oq -
Note 1 0 Clarify yE vascular enhancement technology 510K h-I t ~lo
Note 1 1 Advanced Sieclear spatial compounding
Note 13 STIC
Note 14 esSietm Touch elasticity imaging / FT1
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

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

Prescription Use (Per 21 CFR 801.1 0
Diagnostic Ultrasound Indications for Use Form

51 0 (kt) Number (if known):

Device Name: CW2 Probe for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ _________

Clinial Aplicaton A M PW CWD Color IAmplitude C~eolort Combined j Other

Clinical Application A ~~~~Doppler Doppler Imaging (pcf)pc
Ophthalmic

Fetal P _ _ _ _

Abdominal PID _ _ __ _____ ____

lntraoperative

lntraoperative

Pediatric P ___ ____

Small Organ
(Note 1) _ _ _ _ _ _ _ _

Neonatal Cephalic __ P.
Adult Cephalic __ _ _ P _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac P _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-esophageal
Transrectal
Trans vag in a
Transurethral
Intravascular
Peripheral vessel P
Laparoscopic
Musculo-skeletal
Conventional ___ ____ ____ ____

Musculo-skeletal
Superficial
Other (specify) __ _______

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

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,Z4;6fzo ,rD 3 k0 E 0ttIcn(ffl) Cmn>J 0

Prescription Use (Per 21 CFRBO01.1 09)
(Division Sign-Off)

Division of Radiological Devijces
Office of in Vitro Diagnostic Device Evajueation and Safety

610K1 '
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Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: CW5 Probe for use with ACUSON S2000

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

Mode of Operation ____

Clinial Aplicaion M PW CWD color Amplitude Color Cmie te
Clinical Application A B M ~Doppler Doppler Velocity (Spbieiy (Speiy

____________________________ ~~~ ~~~Imaging (S e iy( p cf)

Ophthalmic ____

Fetal P
Abdominal ___P

Intraolperative
(Note 9)
lntraolperative
Neurological
Pediatric P
Small Organ
(Note 1) I
Neonatal Cephalic P
Adult Cephalic P ____

Cardiac P
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

IN = new indication; P =previously cleared by FDA K# 063803, K072786, K081 148, K<082142, K<090334

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 CORH. S~e-ffiz iel%<r% lt.OD) 1w

Prescription Use (Per 21 CIFR 801.109)

(Division Sign-Off
DOvision of Radiologic Devices

Office of in vitro Diagnostic Device Evaluation and Safety
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Farm

51 0 (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

I I ~~olr Amltue Color mie
Clinical Application ~A B M 1 PWD 1 CWD Coo mpiueVelocity ICobie OtherDoppler Doppler Imaging (pecify) (Specify)

Ophthalmic __ ____

-Fetal P P P P P BMDC Note 2,3,4,5,7,8,10, 11
Abdominal P P P P P BMDC Note 2,3,4,5,6,,7,8, 1 0 11,
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ P P P P P BMDC Note 2,3,4,5,7,8,10, 11,14
(Note 1)
Neonatal Cephalic P P P P P BMDC Note 2,3,4,5,7,8,1 0
Adult Cephalic
Cardiac
Trans-esophageal __

Transrectal P P P P P BMC Note 2,3,4,5, 6,7,8,10,
________________ _____ _______ ~~~~~~~B ADC 11,14

Transvaginal PD P P ___ P P BMADC Note 2,3,4,5,7,8,1 0, 11
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal

Other (specify) __

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

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 (Divsion Sign-Off)
Note 5 3-Scape real-time 3D Imaging Divsion of Radiologicat Devices
Note 6 Cadence contrast agent imaging Office of In Vitro Dkagnostic Device Evailadon and Safety
Note?7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic Imaging 510K l\LJ_) ~)3 I
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Nolte 14 eSie" Touch elasticity imaging I Fri

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, 3(fWJ .,oeL="¶0E Oiij

Prescription Use (Per 21 CFR 801.1 09)
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Siemens Medical Solutions, Inc. -S2000-Ultrasound-System---

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: 9L_4 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 A B M PWD CWID Color Imaging Clo Cobnd11ey

Doppler Doppler Iaig (Specify) (pecify

OphthalmicII
Fetal P P P P P BMDC Note 2,3,4,5,7,8,10,11
Abdominal _ _ _ _ _ _ _ _ _ _ _ _

Intratoperative
Abdominal _ _ _ _ _ _ _ _ _ _ _

lntraoperative
Neurological _ _ _ _ _ _ _ _ _ _ _ _

Pediatric P P P ___ P P BMDC Note 2,3.4,5,7.8,10, 11
Small Organ P P P PD P BMDC Note 2,3,4,5,6,7,8,10, 11,14,
(Note 1) I_ __ __ __ __ _ 16
Neonatal Cephalic P P P P P _____ BMDC Note 2,3,4,5,7,8.10, 11
Adult Cephalic
Cardiac - P P 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, I11,
14,15

Laparoscopic
Musculo-skeletal P P PP P BMDC Note 2,3,4,5,6,7,8,10,11, 14
Conventional _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Musculo-skeletal P P P P P BMDC Note 2,3,4,5,6,7,8,10,11, 14
Superficial _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

EOther ~(specify-) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = new indication; P =previously cleared by FDA K# 063085, K072786, KOBI1148, K(082142, K(090334

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(DvsoSinf)
Note 7 B&W SieScape panoramic imaging (Divsio fRionSgnOi)a eie
Note 8 Power SieScape panoramic imaging Office of in VIVrO Diagnostic Devicte Evatuaetion end Safety
Note 1 0 Clarify VE vascular enhancement technology
Note 1 1 Advanced Sieclear spatial compounding 510K_ I h 1
Note 14 e5 10 W Touch elasticity imaging / FTI
Note 15 AMP
Note 16 Custom Tissue Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence Of CDRH, D..f 2 . -- cr~ E) o~

C ~~~~~~~~~~~~Prescription Use (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications far Use Form

51 0 (k) Number (if known):

Device Name: 14L-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 B M PWD CWD color IAmplitude Velocit (Spbieiy Ot(SeiyDoppler Doppler Imagcing

Ophthalmic
Fetal
Abdominal
Intraolperative
Abdominal
lntraoperative
Neurological __

Pediatric
Small Organ P P PPPBD Note 2,3,4,5,7,81 0,
(Note 1) P P BMDC6
Neonatal Cephalic ________ ________

Adult Cephalic
Cardiac _ _ _ _ _ _ _ _ _ _

Trans-esophageal
Trans rectal ___________

Transvaginal
Transurethral
Intravascular

Peripheral vessel P P P P P BMDC Note 2,3,4,5,6,
____ ~~~~~~~~~~~~~7,8,10,11, 14

Lap aros copic
Musculo-skeletal P P P P P BMDC Note 2,3,4,5,7,8,10,
Conventional __ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ 11, 14
Musculo-skeletal
Superficial _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Other (specify)
N = new indication; P =previously cleared by FDA K# 063085, K072786, K0811i48, K082142, K090334

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 DvsSinOf
Note 8 Power SieScape panoramic imaging Division of Radiological Devices
Note 10 Clarify VE vascular enhancement technology Office of In Vitro Diagnostic Device Evaluation and Safety
Note 1 1 Advanced Sieclear spatial compounding ~
Note 14 eSie" Touch elasticity imaging. Ff1 510K ~ v
Note 16 Custom Tissue Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Offic:d ,Ac aloif ~lfF cI'&j

Prescription Use (Per 21 CFR 801.1 09)
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Ultrasound Division 510(k Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: 14LSBV 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 ____ ________

_ _ _ 1' I Col~~~~~~~~~~~~~~~or Cmie te
Clinical Application A B M PWD CWD~ Color Amplitudes Veloocity Cmie te

Ophthalmic I I ~~~~~~Doppler Doppler jImaging (Specify) (Specify)

Fe htal mi
Abdmial
lntrmialprtv
Abdromeainal
Ibomnt alprtv
INreuroloical
Pediatrgica

Small Organ P P P P P BMDC Note 2,3,4,5,7,8, 10,
(Note 1) I__ ____ ____11, 14,16
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal ___ ____ ____ ____

Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Other (specify)
N = new indication; P =previously cleared by FDA K# 081148

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
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSie"' Touch elasticity imaging/ Ff1
Note 16 Custom Tissue Imaging

(Division Sign-off)
IDivision of Radiologlicaj Devices

Off"c of in Vitro Diagnostic Device Evaluation and Safety

510K
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Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (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 ____ _________

Clinial Apliction A B PW ICWD Color Amplitude VCoiyCombined Other
Clinical Application A PWD ~Doppler Doppler Veoiy (Specify) (Specify)

Ophthalmic
Fetal P P P P P P BMDC Note 2,3,4,5,7,8,10
Abdominal P P P P P P SMOGD Note 2,3,4,5,7,8,10
lntraoperative
Abdominal _____ ____

lntraoperative
Neurological
Pediatric _ _ _ _ _ _ _ _ _

Small Organ
Neonatal Cephalic
AdultCephalic P P P P P P BMDC Note 2,3,4,5,7,8,1 0
Cardiac P P P P P P BIMOC Note 2,3,4,5,6,7,8,10
Trans-esophageal __ ___

Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Musculo-skeletal
Superficial _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Other (specify) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = new indication; P =previously cleared by FDA K#b063803, K(072786, K(081148, K082{42, K090334
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 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
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, Oftz, ~)04ZTu 0C

Presctiption Use (Per 21 CFR. 801.109)

(Division Sign-OMt
Division of Radiological Devices

Office, of In Vitro Diagnostic Device Evaluation and Safety

510K H C cS7
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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: 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 ____ _ ________

Clinical Application A B M PWD CWD~ Color ~Amrplitude IVl City ndOte
Dopplr Dopler jImaging (Specify) (Specify)

Ophthalmic

Fetal P P P P P BMDC Note 2.3,4,5,7,8,1 0

Abdominal P P P P P BMDC ~~~~~~~~~~~~~~Note 2,3,4,5,7,8, 10,Abdominal P P P P P BMDC ~~~~~~~~~~~11, 14,16
Intraolperative
Abdominal
Intraoperative
Neurological

Pediatric P P P P P BMDC Note 2,3,4,5,7,8,1 0,

Small Organ ______ _____

Neonatal Cephalic ______ _ ___ _____

Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral vessel P P P P P BMDC Note 2,3,4,5,7,8,1 0,
_________________ ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~1 1

La paros cop ic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _

N = new indication; P =previously cleared by FDA K# 003085, K(072786, K081 148, K082142. K090334

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
Note 8 Power SieScape panoramic imaging (Division Sign-Off)Division of Radiological DevicesNote 10 Clarify VE vascular enhancement technology Office of in Vitro Diagnostic Device Evaluation and Safety
Note 11 Advanced Sieclear spatial compounding
Note 14 eSiem Touch elasticity imaging / FTI 1KS I 2
Note 16 Custom Tissue Imaging51K /) 9:'sIa

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, OfIee,.-ef t o~.(-)DZI~})

Prescription Use (Per 21 CFR 801.109)

S2000 510(k) Submission Page 22 of 52



Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: 4C1 Curved Array Transducer for use with ACUSON S2000

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

Mode of Operation ________

Clinical Application A B M PWD CW Color Amplitude V~elocirty Combined Other
I ~~~Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic I_________

Fetal P P P P P P BMDC Note 2,3,4,5,7,8,1 0,

Abdominal P P P P P P BMDC Note2,3,4,5,67, 8,
10,11, 14,16

lntraoperative
Abdominal
lIntraoperative
Neurological
Pediatric
Small Organ P P P P P P BMDC _ _____

Neonatal Cephalic
Adult Cephalic
Cardiac P P P P P P BMDC ________

Trans-esophageal _________

T ransarectal_ _ _ _ _ _ _ _ _ _

Transvaginal
f ~Transurethral _________

Intravascular
Peripheral vessel P P P P P p BMDC
Laparoscopic _____ _____ _____

Musculo-skeletal
Conventional ____ ____ _____

Musculo-skeletal
Superficial _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = new indication; P =previously cleared by FDA KU 063085, K072786, KO0i1148, K082142, K090334

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology l d
Note 5 3-Scape real-time 3D imaging ____________________

Note 6 Cadence contrast agent imaging (Dimvio~n Sign-Oft)
Note 7 B&W SieScape panoramic imaging Division of Radiological Devices
Note 8 Power SieScape panoramic imaging Office of In Vitro Diagnostic Device Evaluation and Safety
Note 10 Clarify VE vascular enhancement technology IA-c
Note 1 1 Advanced Sieclear spatial compounding 510K- aX~U~Ž
Note 14 eSie"~ Touch elasticity imaging I FTI
Note 16 Custom Tissue Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, 3f 4Ev E 0 0 3 (CDR IEF\J )

Prescription Use (Per 21 CIFR 801A109)
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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 52000

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

I Mode of Operation _____ _________

Clinial Aplicaton A B M PD CWD Colo Apiue Color Combined~ Other
Clinical Applicaion A B M PWD C DCoplor DoAmpluer Velocity (Specify)' (Specify)

I I ~ ~ ~ Dppe jDppe Imaging
Ophthalmic

Fetal P P P P P BMDC Note 2,3,4,5,7,8,1 0

Abdominal P P P P P BMDC Note 2,3,4,57,8,1 0,
________________ _______ _______ ________ ~14,16

lntraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ
Neonatal CephalicI I
Adult Cephalic
Cardiac _ _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-esophageal
Transrectal
Tra nsvag in al_____ _________

Transurethral
Intravascular _____

Peripheral vessel
Lap aros cop ic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Other (specify)
N = new indication; P =previously cleared by FDA K# 063085, K072786, K081148. K082142, K090334

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 8&W SieScape panoramic Imaging A 2
Note B Power SieScape panoramic imaging, sgnot
Note 10 Clarify VE vascular enhancement technology Division of Radiological Devices
Note 1 1 Advanced Sieclear spatial compounding Office of In vitro Dlagnosuic Devie Evaluation and Safety
Note 14 eSietm Touch elasticity imaging I Fri
Note 16 Custom Tissue Imaging 510K I n ? ii'9

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRHJ ,~4DE-~' '

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: 10V4 Phased Array Transducer for use with ACUSON S2000

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

1k ______ ______ ~Mode of Operation _ _ _ _ ___________

Clinia Application IA B M PWD1 CWD~ Color ~Amlplitude VColor omSinecOthe
1111C2 L.. ____ I i ~~~~Doppe jDopler(Specify)j (Seiy

Ophthalmic
Fetal P P P P p P BMDC Note 2,34,45,7,8, 10
Abdominal P P P P P P BMDC Note 2,3,4,5,7,8,1 0
lntraoiperative
Abdominal
Intraoperative
Neurological
Pediatnic P P P P P P BMDC Note 2,3,4,5,7,8,1 0
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 3,4
Trans-esophageal _______ ___ _______

Transrectal
Transvaginal
Transurethral _____ _____ _____

Intravascular
Peripheral vessel P P P P P P BMVDC Note 2,3,4,5,7,8, 10
Laparoscopic
Musculo-skeletal
Conventional _____ _____

Musculo-skeletal
Superficial _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Other (specify)
N = new indication; P =previously cleared by FDA K(1*063085, K072786, KO0i1148, K(082142, K(090334

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
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, I. ~C t ,

Prescription Use (Per 21 CFR 8119

(Divisin Sign-Otfl
Divsion of Radiological Devices

Office Of In Vutfo Diagnostic Device Evaluation and Safety

610K
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: 14L5 SR Linear Array Transducer for use with ACUSON S2000
Indications For Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color Amplitude~ Color Combined Other
B11 PWD CWD ~~~~~~~Velocity (Seiy (pcf)

A B M PWD CWD Dooppler Doppler Imaging (Spec___ (Specify)______

Ophthalmic
Fetal
Abdominal
lntraoiperative p pp P p SMDC Note 2,3,4,5,7,8,1 0
(Note 9)
Intaolperative P P P P P BMDC Note 2,3,4,5,7,8,1 0,
Neurological ______ ______1 1

Pediatric
Small Organ P P P P P BMDC Note 2,3,4,5,7,8,1 0,
(Note 1) I____ ____11,14,16

Neonatal Cephalic
Adult Cephalic
Cardiac P P P P P BMDC Note 15
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral vessel P P P P P BMDC Note2,3,4,5,6
_____ .~~~~~~~~~7.8,10, 11,14,15

Laparoscopic
Musculo-skeletal P P P P P BMIDC Note 2,3,4,5,7,8,1 0,
Conventional _________ ____11,14

Musculo-skeletal
Superficial
Other (specify)

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

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 imagingA Z G~
Note 7 B&W SieSrape panoramic imaging (Diviion Sign-Ofti

Note 8 Power Sie~~cape panoramic imaging ~ Division of Radiological Devices
Note 9 Fowr example: vasculrabdmicmgnal office of in vitro Diagnostic Device Evaluaton wid Safety

Note 10 Clarify VE vascular enhancement technology )A>9%~q
Note 11 Advanced Sieclear spatial compounding51K
Note 14 eSieT` Touch elasticity imaging I FTI

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, CGfc~ uf613ev(3C) Oa,3u 0

Prescription Use (Per 21 CFR 80I.109)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic:Ultrasound Indications for Use Form

51 0 (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 _____ _________

Clinical Application A B M PWD CWD Cor Amltd eoityCmierte
Doppler Doppler Imain (pecify) (Specify)

Ophthalmic

Fetal P P P P P BMDC Note 2,3,4,5,7,8,10,
___ ______ ~~~~~~~~~~~~~~11,13

Abdominal P P PP P BMDC Note 2,3,4,5,7,8, 1 0

Intraolperative
Abdominal
Intraolperative
Neurological
Pediatric
Small Organ
Neonatal Cephalic __ __

Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal ____

Transurethral
Intravascular
Peripheral vessel
La pa ros cop ic
Musculo-skeletal
Conventional _ _ _ _ ___________

Musculo-skeletal
Superficial
Other (specify) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = new indication; P =previously cleared by FDA K# 063803, K(072786, K081 148, K082142, K090334

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 imagingJ A
Note 7 B&W SieScape panoramic imaging (Division Sign-Olfl
Note 8 Power SleScape panoramic imaging Dimsion of Radiological Devics
Note 10 Clarify VS vascular e nhancement technology Ofief in viv Dinoi Devic Evlain adsft
Note 1 1 Advanced Sieclear spatial compounding 510 r- C) - a
Note 13 STIC 1O

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Z .Ucx. .,.,I,.~D)C hJ

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: 9EVF4 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

ClincalApplcaton A I Colo Jobined~ Other
ClinicalApplicaton A B M PWD CWD Coor AmltdmVlct (pclify) (Specify)

Fetal P P P P BMDC Note 2,3,4,5,7,8,
10,11

Abdominal
Intraoperative
Abdominal
lntraoperative
Neurological I
PediatricI
Small Organ

Neonatal Cephalic ~~~~~ P P P P BMC Note 2,3,4$5,7,8,
Neonatal Cephalic P P I P I BIVDC ~~~~~~~~~~10,11

Adult Cephalic
Cardiac
Trans-esophageal
Transrectal

Transvaginal ~ ~ I P P - P P SMC Note 2,3,4,5,7,8,Transvaginal BMDC ~~~~~~~~~~~~~~~~~~10,11
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superfica
Other (specify)

N = new indication; P =previously cleared by FDA K# 063803, K072786, K081 148, K082142, K<090334

Additional Comments:
Note 2 Ensemble tissue harmonic imaging __________________

Note 3 SieClear multi-view spatial compounding (Divisin Sign-Offl
Note 4 Tissue Equalization Technology Division of RadiologicaJ Devices
NoteS5 3-Scape real-time 3D) imaging Office of In Vitro Diagnostic Device Evaluation and Safety
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging 510K ) ~ ~ ?
Note 10 Clarify VE vascular enhancement technology
Note 1 1 Advanced Sieclear spatial compounding

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, :m JC,.,t,. v ,a 4Z E) CtuC

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: V5MVs Multiplane TEE Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clincal ppliatio A B M PW CWD Color Amplitude vColoiry Combcined Other
Clinicl Appicatin A B M PWD CWD DpplerDo ppe eoityg (Speiy (Specify)

Fetal
Abdominal
Intraoperative
Abdominal
Intraolperative
Neurological
Pediatric
Small Organ
Neonatal Cephalic __ ____

Adult Cephalic
Cardiac
Trans-esophageal _ P P P P P Pn B___ MDC
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
La paros cop ic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify) __

N = new indication; P =previously cleared by. FDA K# 063803, K072786, K081 148. K0821 42, K090334
Additional Comments: n/a

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

Prescription Use (Per 21 CFR 801.109)

O~so f Rad~ioogical Devices
Office Of in Vitro Diagnostic Device EvaJuation and Safety

510K<
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: 1 7L5HDS 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

Color Ampitude 1 Iolo Combined OtherClinical Application A B M PWD CWD Clr ApiueV~eloCcity i(pciy (Sei)
Doppe Dplr imaging _Sp____(Secfy

Ophthalmic
Fetal
Abdominal
lntraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ P P P 8 MDC Note 2,3,4,5,7,8,1 0,
(Note 1) 11,14
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral vessel P P P P P BMDC 11e ,1,4,5781

Laparoscopic
Musculo-skeletal P P P P P BMDC Note 2,3,4,5,7,8,1 0,
Conventional ____ ___ 11,14
Musculo-skeletal P P P P BMDC Note 2,3,4,5,7,8, 10,
Superficial __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _11,14

11Other (specify) I
N = new indication: P = previously cleared by FDA K# 063o85, K072786, K082142, K090334

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SieCfear multi-view spatial compounding
Note 4 Tissue Equalization Technology
NoteS5 3-Scape real-time 3D imaging _________________

Note 7 B&W SieScape panoramic imaging (iiinsg-n
Note B Power SieScape panoramic imaging Division of Rad~ioogical Devices
Note 1 0 Clarify VE vascular enhancement technology Office of In Vrtro Diagnostic Device Evaluation and Safety
Note 1 1 Advanced Sieclear spatial compounding
Note 14 eSiew Touch elasticity imaging / FTI 610K

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, f-" ±r. ,

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: 18L-6 HD 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

Clincal ppliatin A M PVD CD Clot mpli de Color ~Combined Other
Coplor Amppluer Velocity (Specify) (Specify)Clinica Appliation B M PW CWD Dppler oppler Imaging

Ophthalmic
Fetal
Abdominal ________ ____

lntraolperative
Abdominal
lntraoperative
Neurological _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Pediatric
Small Organ P P P BMD Note 2,3,4,5,7,8,1 0,

(Note 1) ____ ___ _ __BMD _ 11,14,16

Neonatal Cephalic
Adult Cephalic
Cardiac - P P P P P BMDC Note 15
Trans-esophageal
Transrectal
Transvaginal I
Transurethral
Intravascular- - ____

Peripheral vessel P P P P P BMOC Note 223,4,5,7,8,10,
11,14,15

Lap aroscopic _ _ __ _ _ _ __ _ _ _ _ _ _ _ _

Musculo-skeletal P P P PDP Note 2,3,4,5,7,8, 10,
Conventional __ MC 11,14
Musculo-skeletal P P PBPDP Note 2,3,4,5,7,8,1 0,
Superficial BMC 11,14
Other (specify)II

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

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 7 B&W SieScape panoramic imaging(D Sgn0f
Note 8 Power SieScape panoramic imaging (Divisat SdiogiaI Deice
Note 10 Clarify VE vascular enhancement technology ofieofI itron of adsiolDevicaDeEvalaionndSaft
Note 1 1 Advanced Sieclear spatial compounding Ofc fI ir igotcDvc viainadSft
Note 14 eSietm Touch elasticity Imaging I FTI 60. V' a ~t'Z

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

Prescription Use (Per 21 CFR 801.109)

S2000 510(k) Submission Page 31 of 52



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

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: 8V3 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 ____ _ ________

ClnialApliaton A M PW CD Color ~Amplitude VCeolort Combined OtherDo ~ ~ ~ Veoityin (Specify) (Specify)

Opethl awlPmPic
Ophthalmic P P P BMDC Note 2,3,4,5,7,8,10

Abdominal
lntraoperative
Abdominal
Intraloperative
Neurological
Pediatric P p P P P P BMDC Note 2,3,4,5,7,8,1 0
Small Organ
Neonatal Cephalic P P P P P P BMVDC Note 2.3,4,5,7,8,1 0
Adult Cephalic ____

Cardiac P P P p p p BMDC Note 3,4,6
Trans-esophageal _______________

Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel ___ ____

Lap aros copic
Musculo-skeletal
Conventional ___ ____

Musculo-skeletal
Superficial _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Other (specify) P P P P P P BMDC Note 3,4,6
Neonatal Cardiac __

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

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding __________________

Note 4 Tissue Equalization Technology (Division Sign-Oft)
NoteS5 3-Scape real-time 3D imaging DivsionOf Radiological Devices
Note 6 Cadence contrast agent imaging Off"c Of In Vir~o DiagnOstic Device Evalutfiionl end Safety
Note 7 B&W SieScape panoramic imaging G
Note 8 Power SieScape panoramic imaging sioiID (
Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, OfffeeO-u PD

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: 4Vlc Phased Array Transducer for use with ACUSON £2000

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

Mode of Operation ______________

Clinical Application A BiM ~PWD CWD Dopler Doppluer Imagccing obne te
Dop ImagVeloity (Specify) (Specify)

Ophthalmic
Fetal - P P p P P P BMDC Note234578 10
Abdominal - P P P P P P BMDC Note2 3457810
lntraoperative P P P P P P BMDC Note2 3457810
Abdominal
lntraoperative - P P p P P P BMDC Note2 34578 10
Neurological
Pediatric P P P P P P BMDC Note2 34578 10
Small Organ
Neonatal Cephalic
Adult Cephalic P P P P P P BMDC Note2 3 4 578 10
Cardiac P P P1P P BMDC Note 23 4 57 810

_________________ _____ ~~~~~~~~~~~~15
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P' P P P P P BMDC Note 2 34 57 810

________________ ~~~~~~~~~~~~~~15
Laparoscopic _ _ _ _ __ _ _ _ _ _ _ _ _

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Other (specify) P P P P PP MC Nt2471
LNeonatal Cardiac M INoe3581
N = new indication; P =previously cleared by FDA K#'s 052410, 051139,041319, 032114, 022567, 063085, K090334

Additional Comments:

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

Note 5 3-Srape real-time 30 imaging (DiMA1I6WSIgn-Off)
Note 6 Cadence contrast agent imaging Division of Radiological Devices
Note 7 B&W SieScape panoramic imaging Office of In Vitro Diagnostic Devie Evalulation and Safety
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology 610K -ne
Note 15 AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, uffluev4Dnecy jgltjr ~ (ffl)017-uD

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: 6L_3 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 PWD CWD Color ~Amplitude Veloit Com(Speiy Ot(Seiy
Dpipler Dopple Imaging (Spciy) (Secfy

Ophthalmic
Fetal P P P P P P BMDC Note 23 4 57 810-
Abdominal
Intraolperative P P P P P P BMDC Note 2 3 4 57 810
Abdominal
lntraoiperative P P P Pn P P BMDC Note 2 34 578 10

Pediatric
Small ~Organ P P P P P, P BMDC Note 2 3 4 57 810-
Ne-onatal Geph-alic __

Adult Cephalic
Cardiac P P P P P P BMDC Note 2 34 57 810

15
Trans-esophageal~
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P PPBMDC Note 2 34 57 810

_________________ ~~~~~~~~~~~~~~~15
Laparoscopic
Musculo-skeletal P P P P P P BMDC Note 23 4 57 8 10
Conventional
Musculo-skeletal p p P P P P BMDC Note2 34 57 810

Other (specify)
N= new indication; P= previously cleared by FDA K#'s 052410,051139, 041319, 0321 14; 022567, 002807, 973767, 063085,

K090334
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 (Division Sign-Off
Note 6 Cadence contrast agent imaging Division of Radiological Devices
Note 7 B&W SieScape panoramic imaging office of in Vitro Diagnostic Device EvBluatin and Safety
Note 8 Power SieScape panoramic imaging1¾ 92 Jc.
Note 10 Clarify VE vascular enhancement technology 510K.
Note 15 AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, 62 'J h

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: EV8C4 Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

I Color Combinedr Other
Clinical Application A B M PWD CWD~ Color ~Amplitude V'eloccity (Splbieiyd (pciy

Doppe Dplr imaging (Specify) (Specify

Ophthalmic
Fetal P P P P P P BMDC Note234578 10
Abdominal P P P P P P BMADC Note234578 10
mntraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal P P P P P P BMDC Note 2 3456 7 810
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

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

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology(DvsoSinOf
NoteS5 3-Scape real-time 3D imaging Divsion ofP Radiogia Devices
Note 6 Cadence contrast agent imaging Office of In Vito Diagnostic Device Evaluation and Safety
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging 50
Note 10 Clarify yE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, '*"'-Ie0.. ~ C---k)D

1,* Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: V7M0 TEE Transducer for use with ACUSQN S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Ii M FPWD CWVD Color Power Color Combined Harmonic
A Doppler (Amplitude) Velocity (Speciry) Imaging, (Speciy

Doppler Imaging(Seiy
Ophthalmic

Fecal
Abdominal N N N N N N N* N Note2 34578 10
Intmopemitive
Abdominal
Intrioperati ve
Neurological
Pediatric N N N N N N N*N Note2 345 7 810
Small Organ

Neonatal Cephalic

Adult Cephalie
Cardiac N N N N N N N- N Note 2 34 57 810

___________ ~~~~~~~~~~~~~1 5
Trans-esophageal N N N N N N N* N Note 2 34 57 81 0
Transvectal

Transvaginal

Tranrsurethrai

Intravascular

Penipheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (specify)

P=previously cleared by the FDA under premarket notifications #1(0524 10, #1K051139,41(041319, 1K032114, and #1(022567.

Additional Comments:
*Combinations include: B+M. B-iP WD. B+CWD. B+Color Doppler. B+M+ Color Doppiler. B-IP W'D+Color
Dop~pler. B+CWD+Color Doppler, B+Power Doppler.

B+M+POWER DOPPLER, B+PWD+POWER DOPPLER, B+CWD-IPOWER DOPPLER, B-ICLARIFY VE

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

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IFNEVD>
Concurrence of CDRHf .. ~ ]DE)cZJ

(Division Sign-OMt
Prescription Use (Per 21 CFR 801.109) Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Saftey

5101K
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Siemens Medical Solutions, Inc. S2000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0 (k) Number (if known):

Device Name: AcuNav 8F Ultrasound Catheter for use with ACUSON 52000
Intended Use: Catheter is intended for intra-cardiac and intralurninal 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 Operation

Clinical Application A B M PWD CW*D Color Power Color Combined Other:
Dplr (Amplitude) Velocity (Specify) Harmonic

________________________ ~~~~~~Doppler Imaging _______ Imaging
Ophtalmic
Fetal
Abdominal
Intraoperative
(Vascular)
Intraoperative
(Neurological)
Pediatric P P P P P P P
Small Organ
(Specify)**
Neonatal Cephalic
Adult C ephalic
Cardiac P P P P P p P
Trans-esophageal
Transrectal
Truinsvaginal
Transurethral
Intra-Luminal P P P P P P P
Peripheral Vessel
Laparoscopic
Musculo-skeletal

Covntoa
Muscu jo-skeletal
Superficial
Other (Intra-Cardiac) P P P P P P P
P=Previously cleared by the EDA K99263 1, 1K033650, K(042593, K(07 1234.
Additional Comments:
*Combinations include: B+M. B+PWD. B+CWrD. B+Color Doppler. B-iM+ Color
Doppler. B+PWD-4Color Doppler. B+CWD+Color Doppler. B+Power Doppler.

B+M+POWER DOPPLER, B+PWD+POWER DOPPLER, B4CWD-lPOWER DOPPLER

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Offi:: fDti: E '-": (QlP 3 )

Prescription Use (Per 21 CFR 801.109)

(Oivsion Sign-Off)
Otvisiorn of Rad~ioogic Devices

Office of In Vfrbv Diagnostic Devme Evaluation and Safety

610K V )S~t
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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: AcuNav lOF Ultrasound Catheter for use with ACUSON S2000
Intended Use: Catheter is intended for intra-cardiac and intraluminal 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 Operation
Clinical Application A B M PWD CWD Color Power Color Combined Other:

Dople (Amplitude) Velocity (Specify) Harmonic
Doppler Imaging Imaging

Ophtalmic
Fetal
Abdominal
lntraopcerative
(Vascular)
Intraoperative
(Neurological)
Pediatric P P P P P P P
Small Organ
(Specify)*
Neonatal Cephalic
Adult Cephalic
Cardiac P P P P P P P
Tranrs-esophageal
Transtrectal
Transvaginal
Transurethral
Intra-Luminal P P P P P P P
Peripheral Vessel _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Lap arciscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (LInta-Cardiac) P P P*PPPP
P=Previously cleared by the FDA K99263 1, K033650, K042593, KO071234.
Additional Comments:
*Combinations include: B+M. B+PWrD. B+CWD. B+Color Doppler B+M+ Color
Doppler. B+PWD-+Color Doppler. fl+CWD-IColor Doppler. B-IPower Doppler

B+M+POWER DOPPLER, B+PWD4-POWER DOPPLER, R4CWD)+POWER DOPPLER

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, .. n "..ZJ..>{ff)O vi

Prescription Use (Per 21 CFR80.19

(Division Sign-Off)
Divsion of Radiulogical Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

61_________S25)
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