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Siemens Medical Solutions, Inc. $2000 Ultrasound System
Ultrasound Division 510(k) Submission
510(k) Summary
Prepared December 28, 2009
Sponsor: Siemens Medical Sd[utions, Inc.,

- Uitrasound Division

1230 Shorebird Way MAR ~ 3 2010
Mountain View, California 24043 3

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

Submission Date: December 1, 2009 .
Device Name: Acuson S2000™ Diagnostic Ultrasound System
Common Name: Diagnostic Ultrasound System

Classification:

Regulatory Class: i
Review Category:  Tier |l
Classification Panel: Radiology

Ultrasonic Pulsed Doppler imaging System FR # 892.1550 Product Code 90-1YN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-1YO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX

A. Legally Marketed Predicate Devices

The Acuson S2000™Uitrasound System is substantially equivalent to the Acuson Antares
Ultrasound System.

B. Device Description:

The Acuson §2000™ has been designed to meet the following product safety standards:

= UL 60601-1, Safety Requirements for Medical Equipment
= |EC 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/IEC 60601-1-1
« EN/IEC 60601-1-2
» [EC 1157 Declaration of Acoustic Power
= 1SO 10993-1 Biocompatibility
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Siemens Medical Solutions, Inc. $2000 Ultrasound System
Ultrasound Division 510{(k) Submission

C. Intended Use

The S2000™ 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 cornmunicating with patients regarding state of their
cardiovascular system. This feature should be utilized according to the “ASE Consensus
Statement; Use of Carotid Ultrasound to ldentify 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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Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —WO66-G609
Silver Spring, MD 20993-0002

MAR — & 2010

Siemens Medical Solutions USA, Inc.
% Mr. Mark Job

Responsible Third Party Official
Regulatory Technology Services LLLC
1394 25™ Street NW

BUFFALO MN 55313

Re: K093812
Trade/Device Name: ACUSON S2000™ Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550 .
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: 1YN, IYO, and ITX
Dated: February 8, 2010
Received: February 16, 2010

Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against
misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use
with the ACUSON 52000™ Diagnostic Ultrasound System, as described in your premarket

notification:

Transducer Model Number

Ccw2 ' 4Cl1 Curved Array
CW5 4V1 Phased Array
EC9-4 Curved Array 10V4 Phased Array
9L4 Linear Array ! "14L.5 SP Linear Array
1415 Multi-D Array | . 7CF2 Curved Array Mechanical 3D
14L.5BV Multi-D Array ! 9EVF4 Curved Array
4P1 Phased Array | V5Ms Multiplane TEE

6C2 Curved Array 17L5HDS Linear Array




Page 2 — Mr. Job

18L.6 HD Linear Array EV8C4
8V3 Phased Array VIM TEE
4V1c Phased Array AcuNav 8F Ultrasound Catheter
6L3 AcuNav 10F Ultrasound Catheter

[f your device is classified (sec above) into either class I (Special Controls) or class I[I (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Paris 800 to 895. In addition, FDA may publish
further announcements concerning your device in the Federal Register. '

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 CFR Part 820}; and if applicable, the electronic product radiation control
provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your 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 hitp://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 1 15809.htm for the
Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part 807.97).
For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http://www.fda.cov/Medical Devices/Safety/ReportaProblem/default. htm for the
CDRH?’s Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

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

Singgrely yours,

o

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)
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Siemens Medical Solutions, Inc. $2000 Ultrasound System
Ultrasound Division 510(k) Submission

1.3 Indications for Use

A. 510(k) Number (if known):
Device Name: S2000™ Diagnostic Ultrasound System

Indications for Use:

The S2000™ uitrasound imaging systems are intended for the following applications: Fetal,
Abdominal, Intracperative, 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 “ASE Consensus
Statement; Use of Carotid Uitrasound 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 {F NEEDED)

Concurrence of CDRH, Offfee~o lgatisi{ oD

=

{OMsHoTTSigH-
Division of Radiological Devices
Office of In Vitro Diagnestic Device Evaluation and Safety

610K Ac935Ia

) OTVD
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Siemens Medical Solutions, Inc.
Ultrasound Division

52000 Ultrasound System
510(k} Submission

1.3 Indications for Use Forms

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

Device Name:
Intended Use:

ACUSON 52000 Ultrasound System

Ultrasound imaging or fiuid flow analysis of the hurnan body as follows:

Mode of Operation
- Color .
- - Color | Amplitude .. |Combined Cther
Clinical Application A | B | M|[PWD]|CWD Doppler | Doppler I\/elog:ty (Specify) (Specify)
maging

Ophthalmic
Fetal PILPI PP P P BuDC | 019 23457810

. Pl P P P P [ Note 2,3,4,5,7.8,10,
Abdominal BMDC 11,13 16
Intraoperative P P P P (o P Note 2,3,4,5,7,8,10,
(Note 9) BMDC | 11 14
Intraoperative P P P P P Note 2,3,4,5,7,8,10,
Neurological BMBC | 41 14
Pediatric P P P P P P BMDC T“Ote 2.3.4.5.7.8,10.
Small Organ Pl P P P P P Note 2,3,4,5,7,8,10,
(Note 1) BMDC | 14 14,16
Neonatal Cephalic P P P P P P BMDC | Note 2,3,4,5.7.8,10
Adult Cephalic PP P P P P BMDC | Note2,3,4,5,7,8,10

. PP P P P P Note
Cardiac BMDC 2.3.4.5,6.7.8.10,15
Trans-esophageal Pl P P P P P BMDC
Transrectal PIP| P P P BMDC | hote 23457810,
Transvaginal P P P P P BMDC ?‘10 t©2.3,4,5,7,8,10,
Transurethral
Intravascular
Peripheral vessel P! 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 2,3,4,5,7.8,10,
Conventional 11,14
Musculo-skeletal PP P P P P BMDC Note 2,3,4,5,7,8,10,
Superficial 11,14
Other (specify) Pl P P P P P
Neonatal Cardiac BMDC | Note 3,46

N = new indication; P = previously cleared by FDA KOB3085, K053803, KO72786, K081148, K082142, K090334

Note 1  For example: breast, testes, thyrold, penis, prostate, etc. Note 15 AHP .

Note2 Ensemble tissue harmonic imaging Note 16 Custom Tissue,Imaging
Note 3 SieClear multi-view spatial compounding i

Note 4 Tissue Equalization Technology g

Note 5 3-Scape real-time 3D imaging .

Note 6 Cadence contrast agent imaging {Division Fian-Off)

Note 7 B&W SieScape panoramic imaging Drision of Radidlogical Devices

Note 8 Power SieScape panoramic imaging Office of In '\(nro Diagnostic Device Evaluation and Satety
Note @  For example: vascular, abdominal 4

Note 10 Clarify VE vascular enhancement technology 510K '}\ Oq ?3%’ Lok

Note 11 Advanced Sieclear spatial compounding

Note 13 STIC

Note 14  eSie™ Touch elasticity imaging / FTI

52000 510{k) Submission

Page 14 of 52




Siemens Medical Solutions, Inc. $2000 Uitrasound System
Ultrasound Division 510(k) Submission

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concuirence of CORH, Office of Device Evaluation {ODE)
Prescription Use (Per 21 CFR 801.10

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
Velocity
Imaging

Combined Other

Color | Amplitude
CwWD (Specify) (Specify}

Clinical Application Al B | M]|PWD Doppler | Doppler

Ophthalmic
Fetal
Abdominal
Intraoperative
(Note 9)
Intracperative
Neurclogical
Pediatric
Small Organ
(Note 1}
Neonatal Cephalic
Adult Cephalic

o

o

Y|P T |0

Cardiac
Trans-esophageal
Transrectal
Transvaginal

Transurethral

Intravascular
Peripheral vessel P

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal p
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 CORH, Officeof-Bevice-Evalustion (ODF) O Tw D

Prescription Use (Per 21 CFR 801.109) A—&L f% ™~

{Division Sign-Off)
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

sk JANCHARI D

$2000 510(k) Submission Page 15 of 52



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: CWS5 Probe for use with ACUSON 52000
Intended Use: Ultrasound imaging or fluid flow analysis of the human boedy as follows:

Mode of Operation

Color
Velocity
Imaging

Combined Other
{Specify) (Specify)

Color | Amplitude

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

Ophthalmic
Fetal
Abdominal

Intraoperative
(Note 9)

0|0

Intraoperative
Neurological
Pediatric
Small Organ
{Note 1)

Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal

T|WIO| O |U

Transvaginal

Transurethral

Intravascular
Peripheral vessel P

Laparoscopic

Musculo-skeletal p
Conventional

Musculo-skeletal p
Superficial

Other (specify)
N = new indication; P = previously cleared by FDA Ki# 063803, K072786, K081148, K082142, K090334
Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prosiate, etc.
Note 9 For example: vascular, abdominal

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

Concurrence of CDRH C)TL/' D
Prescription Use (Per 21 CFR 801.109)
(Division Sign-Off)
Division of Radiological Devices

Office of in Vitro [iagnostic Device Evaluation and Safety

ok ACGARID

52000 510(k) Submission Page 16 of 52



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: EC9-4 Curved Array Transducer for use with ACUSON $2000
intended Use: Uitrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color
Velocity
Imaging

Combined Other
{Specify) {Specify)

Color | Amplitude

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

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,,7,8,10, 11,
Intraoperative )
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ
(Note 1) PP P P P BMDC | Note 2,3,4,5,7,8,10, 11,14

Neonatal Cephalic P| P P P P BMDC | Note 2,3,4,5,7,8,10

Adult Cephalic

Cardiac

Trans-esophageal

Note 2,3,4,5, 6, 7.8,10,

Transrectal P P P . P P BMDC 1114

Transvaginal P| P P P P BMDC - | Note 2,3,4,5,7,8,10, 11

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletat
Conventional

Musculo-skeletal
Superficial

Other (specify)

AT .

N = new indicafion; P = previously cleared by FDA K# 063803, K072786, K081148, K082142, K090334
Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note2 Ensemble tissue harmonic imaging
Note 3  SieCiear multi-view spatial compounding - —~,

Note 4 Tissue Equalization Technology {Division Sign-Off)

Note 5 3-Scape real-time 3D imaging Division of Radiological Devices

Note & Cadence contrast agent imaging Office of In Vitre Diagnostic Device Evaluation and Safety
Note 7 B&W SieScape panoramic imaging J

Note 8 Power SieScape panoraric imaging 510K ,ﬁ \O q 6? 1 Q

Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSie™ Touch elasticity imaging / FTI

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE |F NEEDED)
Concurrence of CORH, Offis Haliome

Prescription Use (Per 21 CFR 801.109)

52000 510(k) Submission . Page 17 of 52




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: 9L4 Linear Array Transducer for use with ACUSON $2000
- Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

. Color .
Color | Amplitude Velocity Combined Cther

Clinical Application Al B|M]|PWD|CWD Doppler | Doppler o (Specify) (Specify)

Ophthalmic

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

Abdominal

Intracperative
Abdominal

Intraoperative
Neurological

Pediatric P P P P P BMDC | Note 2,3.4,56.7.8,10, 11

Small Organ Note 2,3,4,5,6,7,8,10, 11,14,
(Note 1) pleP P P P BMDC | o

Neonatal Cephalic P P P P P BMDC | Note 2,3,4,5,7,8,10, 11

Adult Cephalic

Cardiac PP P P P BMDC | Note 15

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Note 2,3,4,5,6, 7,8,10, 11,

Peripheral vessel Pl P P P P BMDC 14.15

Laparoscopic

Musculo-skeletal

Canventional PP P P P BMDC | Note 2,3,4,5,6,7,8,10, 11, 14

Musculo-skeletal

Superficial PP P P P BMDC | Note 2,3,4,5,6,7,8,10, 11, 14

Other (specify)

N = new indication; P = previously cleared by FDA K# 063085, K072786, K0B1148, K082142, K080334
"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 ] r AL
Note 5 3-Scape real-time 3D imaging /

Note & Cadence contrast agent imaging P—

Note 7 B&W SieScape panoramic imaging ws;o,ﬂ;ﬂ;féﬁégg?cgﬁ [))evsces

Note 8 Power SieScape panoramic imaging Office of In Vitro Diagnostic Device Evaluation and Safety
Note 10 Clarify VE vascular enhancement technology

Note 11 Advanced Sieclear spatial compounding ' 510K l}\ 04q ?BR (2

Note 14 eSie™ Touch elasticity imaging / FTI

Note 15 AHP

Note 16 Custom Tissue Imaging

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Officeef-Beviss-EvaluaticnIODE) DIUD

Prescription Use (Per 21 CFR 801.109)

52000 510(k) Submission Page 18 of 52



Siemens Medical Scolutions, Inc.
Ultrasound Division

$2000 Ultrasound System
510(k) Submission

510 (k) Number (if known}:

Device Name:
Intended Use:

Diagnostic Ultrasound Indications for Use Form

14L5 Multi-D Array Transducer for use with ACUSON S§2000
Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

Color

Color | Amptitude .
B [ M |PWD|CWD Velocit
Doppler | Doppler Imaginé

Combined Other
(Specify) (Specify)

Ophthalmic

Fetal

Abdominal

Intraoperative
Abdominal

Intrapperative
Neurological

Fediatric

Small Organ
{Note 1)

Note 2,3,4,5,7,8,10,

P P P P P BMDC 11, 14, 16

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Note 2,3,4,5,6,

P|P| P P P BMDC | 7.8.10, 11, 14

Laparoscopic

Musculo-skeletal
Conventional

Note 2,3.4.5.7,8.1.0.

PlP| P P P BMDC | 19,

Musculo-skeletal
Superficial

Other (specify)

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

Additional Comments:

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

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

Ncte 5 3-Scape real-time 3D imaging

Note6 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 / FT): 510K
Note 16 Custom Tissue Imaging

AP~

{Division Sign-Off)
Division of Radiological Devices
Cffice of in Vitro Diagnostic Device Evaluation and Safety

ANOIAR 3D

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
: Concurrence of CDRH, Bffiee-of Bevice-Evaluation(QDE) (T T/ D

Prescription Use (Per 21 CFR 801.109)

$2000 510(k) Submission
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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: 14L5BV Multi-D Array 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 | B8 | M | pwD | cwp| Celor |Amplitude v(e:ggﬁ Combined Other
po Doppler | Doppler | , >°° | (Specify) (Specify)
maging
Ophthalmic
Fetal
Abdominal
Intracperative
Abdominal
Intracperative
Neurological
Pediatric
Small Organ Note 2,3,4,5,7,8,10,
(Note 1) PP P i P BMDC | 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, prostale, 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 pancramic imaging

Note 10 Clarify VE vascular enhancement technology
Nate 11 Advanced Sieclear spatial compounding

Note 14 eSie™ Touch elasticity imaging / FTI : )
Note 16 Custom Tissue Imaging
{Division Sign-O#)
{Jivisiqn of Radiotogical Devices
Offica of In Vitro Diagnostic Device Evaluation and Safaty

510K ‘«093811

$2000 510(k) Submission Page 20 of 52



Siemens Medical Solutions, inc.

Ultrasound Division

$2000 Ultrasound System
510(k) Submission

510 (k) Number (if known):

Device Name:
Intended Use:

Diagnostic Ultrasound Indications for Use Form

4P1 Phased Array Transducer for use with ACUSON S$2000
Ultrasound imaging or fluid flow analysis of the human body as foilows:

Clinical Application

Mode of Operaticn

M | PWD

CcwD

Color

Doppler

Amplitude

Doppler Vel

Color

imaging

Combined

ocity | {Specify)

Other
(Specify)

Ophthalmic

Fetal

BMDC

Note 2,3,4,5,7,8,10

Abdominal

BMDC

Note 2,3,4,5,7.8,10

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ

Neonatal Cephalic

Adult Cephalic

BMDC

Note 2,3,4,5,7,8,10

Cardiac

BMDC

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# 063803 K072786, K081148, K082142, K090334
Additional Comments:

Note 2
Note 3
Note 4
Note 5
Note 6
Note 7
Note 8

Ensemble tissue harmonic imaging
SieClear multi-view spatial compounding
Tissue Equalization Technology
3-Scape real-time 3D imaging
Cadence contrast agent imaging
B&W SieScape panoramic imaging
Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
PeviceEvatugtion-tODE) OT%U D

Concurrence of CDRH, Off

Prescription Use (Per 21 CFR801.108) 7/ ﬁf&

(Division Sign-0t)

Division of Radiclogical Devices
Offica of In Vitro Diagnostic Device Evaluation and Safety

510K

KO93312

$2000 510{k) Submission
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Siemens Medical Solutions, Inc. S$2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Uitrasound 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

Color

. - Color | Amplitude f
Clinical Application A B | M|PWD|CWD Doppler | Doppler I\r‘;?;lac:;?rl%

Combined Other
(Specify) (Specify}

Ophthalmic
Fetal Pl P P P P BMDC

Note 2,3,4,5,7,8,10,
11

Note 2,3,4,5,7,8,10,
11,14, 16

Abdominal P P P P P BMDC

intraoperative
Abdominal
Intraoperative
Neurological

Pediatric P P P P P BMDC

Note 2,3.4,5,7,8,10,
11

Small Organ

Neonatal Cephalic
Adult Cephalic
Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Note 2,3,4,5,7,8,10,

Peripheral vessel P P P P P BMDC 1

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)
N = new indication; P = previously cleared by FDA K# 063085, K072786, K081148, K0B2142, K090334

Additional Comments:
Note2 Ensemble tissue harmonic imaging
Note 3 SieClear mutti-view spatial compounding

Note 4 Tissue Equalization Technology .
Note& 3-Scape real-time 3D imaging )
Note 7 i ic imagi L

B&W SieScape panoramic imaging

Note8 Power SieScape panoramic imaging - mmﬂ;’g;é&?;gmomces

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 / FTI 510k N0 2Z D

Note 16 Custom Tissue Imaging

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Sffiee-ef-BeviceEvatmationr{OBE) (O oD

Prescription Use (Per 21 CFR 801.109)

52000 510(k) Submission ‘ Page 22 of 52



Siemens Medical Solutions, Inc.
Ultrasound Division

$2000 Ultrasound System
510(k) Submission

510 {k) Number (If known):

Device Name:
Intended Use:

Diagnostic Ultrasound Indications for Use Form

4C1 Curved Array Transducer for use with ACUSON 52000
Ultrasound imaging or fluid flow analysis of the human.body as follows:

Clinical Apptication

Mode of Operation

Color
Velocity
Imaging

Combined Other
(Specify} (Specify)

Color | Amplitude

M | PWD [ CWD Doppler | Doppler

Ophthalmic

Fetal

Note 2,3,4,5,7,8,10,

BMDC 1

Abdominal

Note2,3,4,5,6,7.8,

BMDC 1 10,11, 14, 16

intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ

P P | P P P ‘ BMDC

Neonatal Cephalic

Adult Cephalic

Cardiac

P P P P P BMDC

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

P P | P P P BMDC

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other {specify)

N = new indication; P = previously cleared by FDA K# 063085, KO72786, K081148, K082142, K090334

Additional Commaents:

Note2 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

(Division Sign-0ff)

Division of Radiotogical Devices
Office of In Vitro Diagriostic Device Evaluation and Safety

Note 10 Ctarify VE vascular enhancement technology } y ) '
Note 11 Advanced Sieclear spatial compounding 510K /\OCI 3 3 ! Q
Note 14 eSie™ Touch elasticity imaging / FTI

Note 16 Custormn Tissue Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON AI\IIOTHER PAGE IF NEEDED)

Concurrence of CDRH, Gffiee-of-BeviceEvatraterSb®) T U/ D)
Prescription Use (Per 21 CFR 801.109}

52000 510(k) Submission
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Siemens Medical Solutions, Inc.
Ultrasound Division

$2000 Ultrasound System
510(k} Submission

Diagnostic Ultrasound Indications for Use Form

510 {(k} Number (if known):

Device Name:
Intended Use:

4V1 Phased Array Transducer for use with ACUSON §2000

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

! Mode of Operation
Clinical Application | A | 8 | M | pwD | cwp | Celor  [Amplitude VCelcc,)lgirty Combined Other
Doppler | Doppler- Imaging (Specify) (Specify)
Ophthalmic
Fetal P P P P P BMDC | Note23,4,57,8,10
Abdominal PlPrp| P P P Bvpc | hiot8 23:4.5.7.8.10.
intraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ

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# 063085, K072786, K081148, K082142, K030334
Additional Comments:

Note 2

Ensemble tissue harmaonic 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 /&A]&D
Note 8 Power SieScape panoramic imaging ra —
Note 10 Clarify VE vascular enhancement technology Dwioﬁmhslfg?m evices
Note 11 Advanced Sieclear spatial compounding Office of In Vitro Diagnostic Device Evaluation and Safety °
Note 14 eSie™ Touch elasticity imaging / FTI
Note 16 Custom Tissue Imaging 510K

A3

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

Concurrence of CDRH,

Prescription Use (Per 21 CFR 801.109)

leteRt@BE; OV D

52000 510(k) Submission

Page 24 of 52




Siemens Medical Solutions, Inc.

Ultrasound Divisicon

$2000 Ultrasound System

510(k) Submission

510 (k} Number {if known):

Device Name:
intended Use:

Diagnostic Ultrasound Indications for Use Form

10V4 Phased Array Transducer for use with ACUSON 52000
Ultrasound imaging or fiuid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

Color
PWD | CWD Doppler

Color
Velocity
Imaging

Amplitude
Doppler

Combined
{Specify}

Other
(Specify}

Ophthalmic

Fetal

BMDC

Note 2,3,4,5,7,8,10

Abdominal

BMDC

Nole 2,3,4,5,7,8,10

Intraoperative
Abdominal

Intracperative
Neurological

Pediatric

BMDC

Note 2,3,4,5,7,8,10

Srnall Organ

Neonatal Cephalic

BMDC

Note 2,3,4,5,7,8,10

Adult Cephalic

Cardiac

BMDC

Note 3,4

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripherat vessel

BMDC

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# 063085, K0727886, K081148, K082142, K0B0334
Additional Comments:

Note 2 Ensemble lissue harmonlc 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, €

Prescription Use (Per 21 CFR 801.109),

BOTUD

(Division Sign-Ofi)
Division of Radiological Devices
QOffice of In Vitro Diagnostic Device Evaluation and Safety

510K ];\GCF.% 8 } D—

$2000 510(k) Submission

Page 25 of 52




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: 14L5 SP Linear Array Transducer for use with ACUSON $2000
Indications For Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color
Velocity
Imaging

Clinical Application Combined -Other

(Specify) {Specify)

Color | Amplitude

A B | M|PWD|CWD Doppler | Doppler

Ophthalmic
Fetal
Abdominal

Intraoperative ’
{Note 9) P P P P P BMDC | Note 2,3,4,5,7.8,10

Intraoperative Note 2,3,4,5,7,8,10,
Neurological P1PLP P P BMDC {44

Pediatric

Small Crgan
(Note 1) P| P P P P BMDC

Neegnatal Cephalic
Adult Cephalic
Cardiac P P P P . P BMDC | Note 15

Note 2,3,4,5,7,8,10,
11,14, 16

Transescphageal

Transrectal

Transvaginal
Transurethral
Intravascular

Note2,3,4,5,6

Peripheral vessel P P P P P BMDC 7.8.40, 11.14.15

Laparoscopic

Musculo-skelstal
Conventional
Musculo-skeletal
Superficial

Note 2,3,4,5,7,8,10,

PlP| P P P BMDC | 41,14

Other {specify)
N = new indication; P = previously cleared by FDA K# 083085, K072786, K081148, 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 M

Note 6 Cadence contrast agent imaging Orsion San O

Noie 7 BA&W SieScape panoramic imaging DMsior(‘ c;‘f’""'R:’;iolo'ggi "ol Devices

Note 8 Power SieScape panoramic imaging
Note @ For example: vascular, abdominal 4 a ’;L
Note 10 Clarity VE vascular enhancement technology }
Note 19 Advanced Sieclear spatial compounding 510K ] O How
Note 14 eSie™ Touch elasticity imaging / FTI

Office of In Vitro Diagnostic Device Evaluation and Safety

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Sffice-of-BeviceEvatuatiom{@BE) O TV 1)

Prescription Use (Per 21 CFR 801.109)

$2000 510(k) Submission ‘ Page 26 of 52



Siemens Medical Solutions, Inc.

Ultrasound Division

$2000 Ultrasound System

510(k) Submission

510 (k) Number (if known}.

Device Name:
Intended Use:

Diagnostic-Ultrasound Indications for Use Form

7CF2 Curved array mechanicai 3D transducer for use with ACUSON 52000

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

Mode of Operation
Clinical Application e | w |pwo|cwp| Coor |Ampliude| 8% | Combined Other
PP Doppler | Doppler | oy (Specify) {Specify)
maging

Ophthalmic
Fetal el p ) P P BMDC ?1;31;932,3,4.5,7.8.10.
Abdominal PlPp| P P P BMDC | ho'@ 23457810,
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Smalt Organ

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeleta!
Conventianal

Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by FDA K# 063803, K072786, KOB1148, K0B2142, K090334

{Division Sign-Off}
Division of Radiological Devices
Qifice of In Vitro Diagnostic Device Evaluation and Safety

Additional Comments:

Note 2
Note 3
Note 4
Note 5
Note 7
Note 8

Ensemble tissue harmonic imaging
SieClear multi-view spatial compounding
Tissue Equalization Technology
3-8cape real-time 3D imaging

B&W SieScape panoramic imaging
Power SieScape panoramic imaging

Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding

Note 13 STIC

510K ]AOQBB”/&

(PLEASE DO NOT WRITE BELOW THIS LlNE-CONTINUE ON ANOTHER PAGE {F NEEDED)
Concurrence of CDRH, Offteee et

Prescription Use (Per 21 CFR 801.109})

) OTVD

$2000 510(k) Submission
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Siemens Medical Solutions, Inc.

Ultrasound Division

52000 Ultrasound System
510(k) Submission

510 (k) Number (if known):

Device Name;
intended Use:

9EVF4 Curved Array Transducer for use with ACUSON $2000

Diagnostic Ultrasound Indications for Use Form

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

Clinical Application

Mode of Operation

M | PWD

CwD

Color

Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
(Specify)

Other
{Specify)

Ophthalmic

Fetal

BMDC

Note 2,3,4,5,7.8,
10,11

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ

Neonatal Cephalic

BMDC

Note 2,3,4,5,7.8,
10,11

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

BMDC

Note 2,3,4,5,7,8,
10,11

Transurethral

Intravascular

Peripheral vessel

L aparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by FDA K# 063803, K072786, K081148, KDB2142, K050334

Additional Comments:

Ensemble tissue harmaonic imaging
SieClear multi-view spatial compounding
Tissue Equalization Technology
3-Scape real-time 30 imaging

B&W SieScape panoramic imaging
Power SieScape pancramic imaging

Note 2
Note 3
Note 4
Note 5
Note 7
Note 8

Note 10 Clarify VE vascular enhancement technology

Note 11

Advanced Sieclear spatial compounding

L~

Division of Radiological Devices

(Division Sigr-Off)

Offica of In Vitro Diagnostic Device Evaluation and Safety

510K

AD33 T2

{PLEASE DO NOT WRITE BELOW THIS LlNE—CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Offise-e

Prescription Use (Per 21 CFR 801.109)

$2000 510(k) Submission
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Siemens Medical Solutions, Inc. $2000 Uitrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known);

Device Name: V5Ms Multiplane TEE Transducer for use with ACUSON $2000
Intended Use: Ultrasound imaging or fiuid flow analysis of the human body as follows:

Made of Operation

Color
Velocity
imaging

Combined Other
(Specify) (Specify)

Color | Amplitude

Clinical Apptication A B | M |PWD|CWD Doppler | Doppler

Ophthalmic
Fetal
Abdominal

Intraoperative
Abdominal
Intracperative
Neurological
Pediatric

Small Organ

Neonatal Cephailic

Adult Cephalic
Cardiac

Trans-esophageal P P P P P P BMDC
Transrectal '
Transvaginal

Transurethral

Intravascular

Peripheral vessel

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: n/a

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Officecof-Bevios:Evaluatiopt OBEY (O T\ D

Prescription Use (Per 21 CFR 801.109)

[

. (Dwvision Sign-Of))
Division of Radiotogical Davices

Office of in Vitro Diagnostic Davice Evaluation and Safety

s INOFAZID

52000 510(k) Submission ' Page 29 of 52



Siemens Medical Solutions, inc. S$2000 Ultrasound System
Ultrasound Division 510{(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known}

Device Name: 17L5HDS Linear Array Transducer for use with ACUSON $2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color

- — Color | Amplitude ... |Combined Other
Clinical Application Al B | M/|PWD|CWD Doppler | Doppler l\:ﬁzlazcl;:é (Specify) (Specify)

Ophthalmic
Fatal

Abdominal

Intraoperative
Abdominal
Intracperative
Neurological

Pediatric

Small Organ - Note 2,3,4,5,7.8,10,
{Note 1) PLP| P P P BMDC | 4 °

Neonatal Cephalic

Aduit Cephalic
Cardiac
Trans-esophageal

Transrectal
Transvaginal
Transurethral

Intravascular
Peripheral vessel P P P P P BMDC

Note 2,3,4,5,7,8,10,
11,14

Laparoscopic

Musculo-skeletal Note 2,3,4,5,7,8,10,
Conventional PIP P P P BMDC | 14y

Musculo-skeletal : Note 2,3,4,5,7.8,10,
Superficial PIP| P P P BMDC | 01y

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

Additional Comments:

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

Note 2 Ensemble tissue harmonic imaging )

Note 3  SieCfear multi-view spatial compounding J

Note 4 Tissue Equalization Technology
Note 5  3-Scape real-time 3D imaging -
Note 7 B&W SieScape panoramic imaging

! L X {Division Sign-Off)
Note 8 Power SieScape pancramic imaging Division of Radiological Devices
Note 10 Clarify VE vascular enhancement technology Office of in Vitro Diagnostic Device Evatuation and Safety
Note 11 Advanced Sieclear spatial compounding / :
Note 14 eSie™ Touch elasticity imaging / FTI S10K NOI2SIR

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Coneurrence of CDRH, Sffiee-nf-Bevice-Evaluation{OQE).

Prescription Use (Per 21 CFR 801.10%)

$2000 510(k) Submission . Page 30 of 52



Siemens Medical Solutions, Inc.
Ultrasound Division

§2000 Ultrasound System
510(k) Submission

510 (k) Number {if known):

Device Name:
Intended Use:

Diagnostic Ultrasound Indications for Use Form

18L6 HD Linear Array Transducer for use with ACUSON $2000
Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

. Color .
g8 | M lewp | cwp Color | Amplitude Velocity Combined Other

Doppler | Doppler Imaging (Specify) (Specify)

Ophthalmic

Fetal

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ
{Note 1)

Note 2,3,4,5,7,8,10,

P BMDC | 411 14,16

Neonatal Cephalic

Adult Cephalic

Cardiac

P[P P P P BMDC Note 15

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Note 2,3,4,5,7.8,10,

BMDC | 1114,15

Laparoscopic

Musculo-skeletal
Conventional

Note 2,3,4,5,7,8,10,

BMDC | 41,14

Musculo-skeletal
Superficial

Note 2,3,4,5,7,8,10,

BMDC 1 14 14

Other (specify)

N = new indication; P = previously cleared by FDA K081148, K082142, K090334

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

Note 15 AHP
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

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 / FTI

A=

{Division Sign-Off)
Division of Radiologicat Devices
Office of In Vitro Diagnostic Davice Evajuation and Safety

sk NOI DB

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

Concurrence of CDRH, &fficenf-Device:Eyaluation{QBE) O_DUD

Prescription Use (Per 21 CFR 801.109)

$2000 510(k) Submission

Page 31 of 52



Siemens Medical Solutions, Inc. 52000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound ndications for Use Form

510 {k) Number (if known}:

Device Name; ' 8V3 Phased Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fiuid flow analysis of the human body as follows:

Clinical Application | A | B | M | pwp | cwp | Color [Amplitude| o

Mode of Operation

color 1 combined Other
Doppler 1 Doppler Imaging (Specify) (Specify)

Ophthalmic

Fetal

P P P P P P BMDC | Note 2,3.4,5,7,8,10

Abdominal

Intraoperative
Abdominal

Infraaperative
Neurological

Pediatric PlP P P P P BMDC | Note 2,3.4,5,7,8,10

Small Organ

Neonatal Cephalic P P P P P P BMDC | Nole 2,3,4,5,7,8,10

Adult Cephalic

Cardiac

P| P P P P P BMDC | Note 3,46

Trans-esophageat

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify}
Neonatal Cardiac

PP P P P P BMDC | Note 3,4,6

N = new indication; P = previously cleared by FDA K# 063085, K072786, K081148, K0B82142, K0S0334
Additional Comments:

Note 2
Note 3
Note 4
Note 5
Note 6
Note 7
Note 8
Note 10

Ensemble tissue harmonic imaging
SieClear multi-view spatial compounding

Tissue Equalization Technology ' (Division Sign-Off)

3-Scape real-time 3D imaging Division of Radiological Devices

Cadence contrast agent imaging Office of In Vitro D;agnosnc Device Evaluation and Safety
B&W SieScape panoramic imaging

Power SieScape panaramic imaging 510K 'L\CJ 9 ,-5 %! Q

Clarify VE vascular enhancement technology

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Offiec-ef-Bevice-Bvaluation{ODE). O T-U 1)

Prescription Use (Per 21 CFR 801.109)

$2000 510(k) Submission ' Page 32 of 52



Siemens Medical Solutions, Inc.
Ultrasound Division

$2000 Ultrasound System
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name:
Intended Use:

4V1ic Phased Array Transducer for use with ACUSON 52000
Ultrasound imaging -or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

Color )
Velocity Combined Other

Color | Amplitude
M | PWD | CWD . :
Imaging (Specify) {Specify)

Dappler | Doppler

Ophthalmic

Fetal

P 3 p P P BMDC | Note23457810

Abdominal

P P P P P BMDC | Note23457810

Intraoperative
Abdominal

P P P P P BMDC Note23457810

Intraoperative
Neurological

L P P BMDC | Note 23457810

Pediatric

P P P P P BMDC | Note23457810

Small Organ

Neonatal Cephalic

Adult Cephalic

P P P P P BMDC | Note23457810

Cardiac

P P P P P BMDC | Note23457810
15

Trans-esophageal

Transrectal

Transvaginal

Transurethral

intravascular

Peripheral vessel

P P P P P BMDC | Note23457810
15

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)
Necnatal Cardiac

P1 PGP P P BMDC | Note 23457810

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

Additional Comments:

Note2 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 510K

Note 15 AHP

(Divigion Sign-Otf)
Otvision of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

AR

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

Concurrence of CDRH, Ofﬁcevai-Bewee-EvaluaBe&(QDE)_ '1*\_) D

Prescription Use (Per 21 CFR 801.109)

$2000 510(k) Submission
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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

Color

- I Color | Amplitude . | Combined Other
Clinical Application A | B | M]|PWD|CWD Doppler | Doppler I\r/:;%clz::é (Specify) (Specify)

Ophthalmic
Fetal PP P P P P BMDC | Note23457810
Abdominal

Intracperative P | P P P P P BMDC
Abdominai Note23457810

Intraoperative 3 P P P P P BMDC
Neurological
Pediatric
Small Organ P P P 3 3 P BMDC | Note23457810
Neonatal Cephalic
Adult Cephalic

Cardiac

Note23457810

P P P P P P BMDC | Note23457810
15

Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

P P P P P P BMDC | Note23457810

Peripheral vessel 15

Laparoscopic

Musculo-skeletal P P P l_) P P BMDC

Conventional Note 2 3_4 57810

Musculo-skeletal P P P P P P BMDC
Superficial

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

Additional Comments:

Nole23457810

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

Noted 3-Scape real-time 3D imaging {Division Sign-Ot)

Note 6 Cadence contrast agent imaging Division of Radiological Devicas

Note 7 B&W SieScape panoramic imaging Office of In Vitro Diagnostic Device Evaluation and Safety
Note 8 Power SieScape panoramic imaging ! y -

Note 10 Clarify VE vascular enhancement technology 510K A O(‘/ /% E ] 9~

Note 15 AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Offtreef Bevice-Evaltuatit

Prescription Use {Per 21 CFR 801.109)
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Siemens Medical Sofutions, Inc.
Ultrasound Division

52000 Ultrasound System

510 {k) Number (if known):

Device Name:
" Intended Use:

510(k) Submission
Diagnostic Ultrasound Indications for Use Form

EV8C4 Transducer for use with ACUSON 52000
Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

B | M |PWD

Color
Velocity
Imaging

Combined Other

Color | Amplitude
CWD (Specify) (Specify)

Doppler | Doppler

Ophthalmic

Fetal

PP P P P P BMDC | Note23457810

Abdominal

Pl P P P P P BMDC | Note23457810

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

P P P P P P BMDC | Note2345678

10

Transurethral

Intravascular

Peripheral vessel

Laparascopic

Musculo-skelstai
Conventional

Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = prewously cleared by FDA K#'s 052418, 051139, 041319, 032114, 022567, 002807, 973767, 063085,

K0890Q334

Additional Comments:

Note 2 Ensemble tissue harmonic imaging

Note 3  SieCiear 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

A=

(Division Sign-Otf)
Division of Radiclogicat Devices
Office of In Vitro Diagrostic Device Evalustion and Safety

s JAOI3 31

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

Concurrence of CDRH, Office

-OTVID

Prescription Use (Per 21 CFR 801.109)

$2000 510(k) Submission
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Siemens Medical Solutions, inc. 52000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: V7M TEE Transducer for use with ACUSON 52000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application B(M|PWD | CWD | Color Power Color Combined Harmonic

A Doppler (Amplitude} Velocity (Specify) Imaging Other

Doppler Imaging (Specify)

Ophthalmic

Fetal

Abdominal N|N N N N N N* N Note23457810

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric N N N N N N N* N Note23457810

Small Organ
{specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac N| N N N N N N* N Note23457810

15

Trans-esophageal N| N N N N N N* N Note23457810

Transrectal

Transvaginal

Transurethral

Intrvascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
{Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K0321 14, and #K022567.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler, B+PWD+Color
Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+POWER DOPPLER, B+PWD+POWER DOPPLER, B+CWD+POWER DOPPLER, B+CLARIFY VE

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

Concurrence of CDRH -OffiizsfPeviseEvalustiontODE) O D
. {Division Sign-Off)
Prescription Use (Per 21 CFR §01.109)  Division of Radiclogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

L JA092812

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF %
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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: AcuNav 8F WHtrasound 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:
Doppler | (Amplitude) | Velocity | (Specify) Harmonic
Doppler Imaging Imaging

Ophtalmic
Fetal
Abdominal
Intraoperative
{Vascular)
Intraoperative
(Neurological)
Pediatric Pl P p P P p p*
Smali Organ
(Specify)** .
Neonatal Cephalic
Adult Cephalic
Cardiac P| P P P P P P*
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intra-Luminal P| P P p P P p*
Peripheral Vessel
Laparoscopic
Musculo-skeletat
Conventional

Musculo-skeletal
Superficial .
Other (Intra-Cardiac) P| P P P P P p*
P=Previously cleared by the FDA K992631, K033650, K042593, K071234.

Additional Comments:

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

Doppler, B+PWDHColor Doppler, B+CWDHColor Doppler, B+Power Doppler,

B+M+POWER DOPPLER, B+PWD+FOWER DOPPLER. B+CWD+POWER DOPPLER

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

Concurrence of CDRH, ©ffise-efDevice:-Evaluation{QDE) (UTU D
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)

Division of Radiotogical Devices.
Office of In Vitro Diagnostic Device Evaluation and Safety

510K — V\OQZSTE/Q—

——
,
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Siemens Medical Solutions, Inc. 52000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: AcuNav 10F Ultrasound Catheter for use with ACUSON 52000

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 AfB{M| PWD | CWD Color Power Color Combined Other:
Doppler | (Amplitude) | Velocity | (Specify) | Harmonic
Doppler Imaging Imaging

Ophtalmic

Fetal

Abdominal

Intraoperative
(Vascular)

Intraoperative
(Neurological)

Pediatric Pl P P P p P p*

Small Organ
(Specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac P|P p P P P p*

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intra-Luminal P{ P P P P P pP*

Peripheral Vessel

Laparoscopic

Musculo-skeletal
Conventionat

Musculo-skeletal
Superficial

Other {Intra-Cardiac) P| P P P P P p*

P=Previously cleared by the FDA K992631, K033650, K042593, K071234.

Additional Comments;

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color
ler, B+PWD+Color Doppter, B+CWDHColor Doppler, B+Power Doppler,

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

(PLESE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Offie viseEvatuation(QRE) (O TV
Prescription Use (Per 21 CFR 801. 109)

/MQQ—

Division Sign-Of)
Division of Radiological Devices
Offica of In Vitro Diagnostic Device Evaluation and Safety

sk NGB T
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