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

510(k) Summary
Prepared August 22, 2011 SEP 16 2011

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

Cbntact Ferson: Shelly Pearce
Telephone:  (650) 694-5988
Fax: (650) 694-5580
Submission Date: August 22, 2011
2. Device Name: Acuson S2000™ Diagnostic Ultrasound System
Commaon Name: Diagnostic Ultrasound System

Classification:

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

Ultrasonic Pulsed Doppler Imaging System FR # 892.1550 Product Cede SO-IYN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-1YO
Diagnostic Ultrasound Transducer FR#892.1570 Product Code £0-1TX
Diagnostic Ultrasound Catheter FR # 870.1200 Product Code OBJ

3. Legally Marketed Predicate Devices

The modified Acuson S2000™Ultrasound System is substantially equivalent to the the
company's own Acuson Antares and S2000 Ultrasound Systems.

4. Device Description:

The 520007 Ulirasound System is a multi-purpose mobile, software controlled diagnostic
ultrasound system with and on-screen display for thermal and mechanical indices related to
potentiai bio-effect mechanisms. Its function is to acquire primary or secondary harmonic
ultrasound echo data and display it in B-Mode, M-Mode, Pulsed (PW) Doppler Mode,
Continuous (CW) Doppler Mode, Coior Doppler Mode, Amplitude Doppler Mode, a combination
of modes, or Harmonic Imaging and 30/4D Imaging on a Flat Panel Display. It is substantially
eqguivalent to our current 32000 product (K093812, K090334, K072786, K081148), and
Siemens V7M (K063085), AcuNav 8F and AcuNav 10F (K(371234) transducers. These
predicates are legally marketed devices.

5. 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.
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The system also provides the ability to measure anatomical structures {fetal, abdominal,
intraoperative, intraoperative neurological, pediatric, small argan, neonatal cephalic, adult
cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral vessel, musculo-
skeletal {conventional), musculo-skeletal (superficiai) and necnatal 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 capabiiity to
measure intima Media Thickness and the option to reference normative {ables that have heen
validated and published in peer-reviewed studies. The information is intended to provide the
physician with an easily understood tool for communicating with patients regarding state of their
cardiovascular system. This feature should be utilized according to the "ASE Consensus
Statement; Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of
Echocardiography; Carotid Intima-Media Thickness Task Force, Endorsed by the Society for

Vascular Imaging”.

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

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

. Acusen Acuson
Feature / Characteristic 52000 Antares
K# 063803

Indications for Use:

®  Felal J v

" Abdominal v ¥

®  Intraoperative abdominal and J J

vascular

®  Intraoperative neurclogical -

" Pediatric v v

"  Small Organ v v

" Neonatal cephalic \ ¥

®  Adult Cephalic v v

®  Cardiac \ ¥

®*  Trans-esophageal v v

®  Transrectal v v

" Transvaginal \ v

®  Peripheral vessel v v

®  Laparoscopic -

®  Musculo-skeletal {conventional} v Y

4 Musculo-skeletal (superficial} v v
Center Frequencies Supported:

®  20MHz v v

" 3.0MHz v v

" 32MHz v v

" 33MHz v v
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L Acuson Acuson
Feature / Characteristic $2000 Antares
K# 063803
" 42 MHz 4 v
44 MHz v v
" 48 MHz i
a 50MHz J v
" 52MHz v ¥
" B0 MHz A J
" 65MHz \d o
59 MH2 v v
*  95MHz y 4
" 10.0MHz M
Modes:
" 5 v N
¥ Paralle} processing in B mode v v
= 0 V¥ ¥
" PWE (Puisec Wave Doppler) v i
" CWD {Continuous YWave Boppler) v v
" D (Color Doppler} v ¥
*  Amplitude Coppler v v
* Combined (BMDC) N N
Qutput Display Standard (Track 3) ¥ ¥
Patient Contact Materials Tej‘gggt; :SO Tej‘gggt;:so
UL 60601-1 Certified v' ¥

7. A brief discussion of nonclinical tests submitted, referenced, or relied on in

the 510(k) for a determination of substantial equivalence.

The device has been evaluated for acoustic output, biocompatibility, cleaning and disinfection
effectiveness as well as thermal, electrical, electromagnetic and mechanical safety and has
been found to conform with applicable medical device safety standards. The system complies

with the foilowing voluntary standards:

UL 60601-1, Safety Requirements for Medical Equipment

IEC 80601-2-37 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

ANUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrascund
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

IEC 1157 Deciaration of Acoustic Power

ISO 10993-1 Biocompatibility

Cleared patient contact materials, electrical and mechanical safety are unchanged.
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8. A summary discussion of the clinical tests submitted, referenced, or relied on for a

determination of substantial equivalence.
Since the S2000 uses the same technology and principles as existing devices, clinical data is

nct required.

9. Summary
Intended uses and other key features are consistent with traditional clinical practice and FDA

guidelines. The design and development process of the manufacturer conforms with 21 CFR
820 Quality System Regulation and 1SO 13485:2003 quality system standards. The product is
designed to conform with applicable medical device safety standards and compliance is verified
through independent evaluation with ongoing factory surveillance. Diagnostic ultrasound has
accumulated a long history of safe and effective performance. Therefore it is the opinion

of Siemens Medical that the $2000 is substantially equivalent with respect to safety

and effectiveness to devices currently cleared for market.
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! Silver Spring, MD 20993
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Siemens Medical Solutions USA, tnc., Ultrasound Group
% Mr. Mark Job

Responsible Third Party Official

Regulatory Technology Services LLC

1394 25" Street NW ‘
BUFFALO MN 53313 crp |6 20

Re: K112396
Trade/Device Name: ACUSON S2000™ Diagnostic System
Regulation Number: 21 CFR 1530
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: |1
Product Code: [YN, IYO, and ITX
Dated: Scptember 6, 2011
Received: September 7, 2011

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 predicaie devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassitied in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act {Act). You may, therefore, market the device, subject o
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 S2000™ Diagnostic System, as described in your premarket notification:

Transducer Model Number

Cw2 6CIHD Curved Array 8V 3 Phased Array
CW3 4V 1 Phased Array 4V lc Phased Array
EC9-4 Curved Array 10V4 Phased Array 6L3
9L4 Linear Arrav 1405 SP Linear Array EVEC4

14135 Mulu-D Array
141.3BV Multi-D Arrav

4P1 Phased Array
6C2 Curved Arrav
4C 1 Curved Array

7CF2 Curved Array
OLEVFEF4 Curved Array
ViMs Multplane TEE
F7L3HDS Lineay Arrav

18L6 Linear Arrav

Vivi TEE
AcuNav 8F
AcuNav 10F




[F your device is classified (see above) into either class 11 (Special Conuwols) or class (11 (PMA),
It may be subject to such additional controls. Existing major reguiations affecting vour device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance ol a substantial equivalence determination does nol mean
that FDA has made a determination that your device complies with other requirements of the Act
or any I'ederal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, ircluding, but not limited to: registration and listing {21
CER Part 807); labeling (21 CFR Part 801); good manufaciuring practice requirements as set
torth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 331-342 of the Act); 21 CFR 1000-1030.

This Tetter will allow vou 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 vour device and thus permits vour device to
proceed to market.

It you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersO{fices/CDRH/CDREOfices/ucm|1 15809 him 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 notitication” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://wwsy.tda,gov/Medical Devices/Safetv/ReportaProblem/default.hun 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 Lauren Hefner at
(301) 796-6881.

Sincerely Yours,

T e, S L)

Mary S. Pastel, Sc.D.

Director

Division of Radiological Devices

Office ot [n Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)
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§DA CDRH DMC
1.3 Indications for Use - ‘
SEP 0'7 2011
A. 510(k) Number (if known):
Received E

Device Name: S2000™Diagnostic Ultrasound System

Indications for Use:
The S2000™ ultrasound imaging systems are intended for the following applications: Fetal,

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

Vascular Imaging"”.

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

Prescription Use X AND/OR Over-The-Counter Use
(Part 21CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (Oi1VD)

%5/2?/

Division Sign-
Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) 5 Z[ ;2 S . Page 1 of
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1.3 Indications for Use Forms

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

Device Name: ACUSON $2000 Ultrasound Sysfem

Intended Use:

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

Mode of Operaticn
. Color )
- I Color |Amplitude .. |Combined Other
Ciinical Application A B | M {PWD|CWD Doppier | Doppler I\/e!oglty (Specify) (Specify)
maging
Ophthalmic
Fetal P P P P P P BMDC Tft?§.3,4,5.7,8,10,
Abdominal P P P P P P aMDC Note 2,3,4,5,7.8,10,
11,13, 16

Intraoperative P P P P P P Note 2,3.4,5,7,8,10,
(Note 9) BMOC | 44 14
Intraoperghve P P P P P BMDC Note 2,3,4,5,7,8,10,
Neuralegical 11, 14
Pediatric P P P P P P BMDC r1\11ote 2,3,4,5,7,8,10,
Small Organ P P P p P P Note 2,3,4,5,7,8,10,
(Note 1) BMDC | 41 14,18
Neonatal Cephalic P P P P P P BMDC Note 2,3,4,5,7,8,10
Aduit 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 23456781015
Trans-esophageal P P P P P P s8MDC Note 4
Transrectal PLP P P P anpc | Mo 234578 0.
Transvaginal P P P P P BMDC I1\J1ote 23.4.5.7.8.10.
Transurethral
Intravascular
Peripheral vessel P P P P P P BMDC ?f‘ff'?'d's'sj'a'm’

1415

Laparoscopic
Musculol-skeletal P P P P P = BMDC Note 2,3,4,5,7,8,10,
Conventional 11,14
Musculo-skeletal P P P P P P BMDC Note 2,3,4,5,7,8,10,
Superficial 11,14
Other (specify) P P P P P =]
Neonatal Cardiac SMDC Note 3,4.6. 10

N = new indication; P = previously cleared by FDA KO63085, K063803, KO72786, K081148, KOB2142, K09G334, KG93812, K111674

Note 2 Ensemble tissue harmonic imaging

Note 1  For example: breast, testes, thyraid, penis, prostate, stc.

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 9 For example: vascular, abdominal Note 10 Clarify VE vascular enhancement technalogy
Note 11 Advanced Sieclear spatial compounding Note 13 STIC

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 CORH, Office of In Vitro Diagnostic Devices (OIVD)

% / Prescription Use (Part 21CFR 801 Subpart D}
S faﬁ

_ [Divisigh Sign-Of)

adiotogical Devices

Ctfice of In Vitro Diagnostic Device Eyaluation and Safety
k) Sub n

S10K

000 510{
[/

misslio

Page 15 of 54




Page 16 of 527
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: CW2 Probe for use with ACUSON 352000
Intended Use: Uktrasound imaging or fluid flow analysis of the human body as follows:;

Mode of Operaticn

. Color .
- - Color  |Amplitude . |Combined Other
I
Clinical Application A B | M jPWD|CWD Doppler | Doppler r\./eal:;ti::]t; (Specify) (Specify)

Ophthalmic
Fetal P
Abdominal
Intraoperative
{Note 9)
Intraoperative
Neurological
Pediatric
Small Organ
{Note i)

Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P
L aparoscopic
Musculo-skeletal P
Conventional
Musculo-skeletal p
Superficial
Other (specify)
N = new indication: P = praviously cleared by FDA K# 063803, K072786, K081148, K082142, K090334, , K093812, K111674

o

T|(O|T0| D |TD

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 9 For example; vascuiar, abdominal

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

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

..., SAS

~ (Divisign Sign-Off)
‘ I_J:wsion of Hadiological Devices
Office of In Vitro Diagnostic Device Evajuation and Safety

5103(%//595 ?Cﬁ

52000 510(k) Submission Page 16 of 54



~ Page 17 of 527
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: CWS Proide for ase with ATUSOM 32920
intended Use: Ultrasound imaging or fluid flow analysis of the human hody as follows:
i

i Mode of Operation

Colo‘r Armnplitude Color Combined Other

- _— . .
Clinical Application A| B | M|PND|CWD Doppler | Doppler 1\‘{:;%?:; (Specify) (Specify)

Ophthalmic
Fetal P
Abdominal P
Intraoperative P
{Note 9}
Intraoperative
Meurological

Pediatric

Small Organ
{Note 1)

Neonatal Cephalic
Adult Cephatic
Cardiac
Trans-esophagea’
Transrectal
Transvaginal
Transurethral |
Intravascuiar :
Peripheral vesse! P I
Laparoscopic |
Musculo-skeletal

Conventional P
Musculo-skeletal p
Superficial .
Other (specify) |
N = new indication; P = previously cleared by FDA K# 063803 KOT2786, K0B1148, K082142, KDD0334, , KO93812, K11 1674

w|o|v] T |

Additional Comments: !

Note 1 For example: breast, tesies, thyroid, penis, prostate, etc.
Note 9 Far example: vascular. abdominal

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

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

|

5/?:5/

_ (Divigion Sign-Otf)
_ Division of Radiolagical Devices
Otfice of In Vitro Diagnostic Device Evaluation and Safety

sx AL R25T o

f
§

S2000 510(k) Submission tge 17 of 54
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Diagnostic Uitrasound Indications for Use Form

310 (k) Number (if known):

Device Name: EC3-d Curved Array Transducer for use with ACUSON 82000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operaticn

Color | Amplitude Color Combined Other

Ooppler | Doppler | YEIOO Higoe ik (Specify)

Clinical Application Al B | MI!PWD|CWD
Imaging

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

Abdominal P P P P P BMDC | Note 2.3,4,56,7,8.10, 11,
Intracperative :
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ ple| p p P BMDC | Note 2,3.4.5,7.8,10, 11,14

| (Note 1)
Neonatal Cephaiic P P P P P BMDC Mote 2,3,4,5,7,8,10

Aduit Cepnalic

T
T
o
o

Cardiac
Trans-esophagea!

Transrectal Plet| p p P BMDC :‘ftff’?”"'s' 6.7.8.10,

Transvaginal P p P P P BMOC Note 2,3,4,5,7,8,70, 11
Transurethral

Intravascular

Peripheral vessal
Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)
N = new indication; P = praviously cleared by FDA K# 063803, K072786, K081148, K082142, K0S0334, K093812, K111674

Additional Comments:

Note 1 For example: breast, testas, thyroid, penis, prostate, atc.
Mote 2 Ensemble tissue harmonic imaging

Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technalogy

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 / FTI

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

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

I S 2L
{Divighon Sign-Off)
S$2000 510(k) Submission ‘ Division ofRadiologicai Devices Page 18 of 54
Office of In Vitro Diagnostic Device Evaluaticn and Safety

v L2559 ¢
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510 (k) Number (if known):

Device Name:
Intended Use:

Diagnostic Ultrasound Indications for Use Form

914 Linear Array Tranaducer for use with ACUSON 32006
Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Cperation

Clinicat Application A B

Ccolor
Velocity
Imaging

Other
(Specify)

Combined
{Specify)

Color
Dopgpler

Amplitude

4
M | PWD | CWD Doppler

Ophthalmic

Fetal P

P BMDC | Note 2,3,4,5.7,8.10, 11

Abdominal

Intracperative
Abdominal

Intraoperative
Neurological

Pediatric P

3MDC | Note 2,3,4,5.7.8,1C, 11

Small Grgan p

{Note 1)

Note 2,3,4,5,6,7,8,10, 11,14,

BMDC 16

Necnatal Cephalic P

BMDC Note 2,3,4,5,7,8.10, 11

Adult Cephalic

Cardiac P

BMDC | Note 15

Trans-esophageal

Transrectal

Transvaginal

" Transurethral

Intravascuiar

Peripheral vessel P

Note 2,3,4,5,6, 7,810, 11,

BMDC 14.15

Laparoscopic

Musculo-skeletal p

Canventional

BMDC | Note 2,3,4,5.6,7,8,10, 11,14

Musculo-skeletal p

Superficial

BMCC | Note2,34,56,7,810, 11,14

Other (specify)

N = new indication: P = previcusly cleared by FDA K# 063085, K072786, KOS1148, K082142, K090334, K093812, K111674

Additional Comments:

Note 1
Note 2
Mote 3
Note 4
Note 5
Note 6
Note 7
Note 8

Note 15 AHP

Note 16 Custom Tissue Imaging

For example: breast, testes, thyroid, penis, prostate, efc.
Ensemble tissue harmonic imaging

SieClear multi-view spatiat compounding
Tissue Equalization Technology

3-Scape reai-time 3D imaging

Cadence contrast agent imaging

B&W SieScape panoramic imaging

Power SieScape panaramic imaging

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

R

Disi (Digtsion Sign-Off
_ Division of Radiclogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510K A///ZB 2~

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

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

Prescription Use (Part 21CFR 801 Subpart D)

$2000 510(k) Submission

Page 19 of 54
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Diagnostic Ultrasound indications for Use Form

510 (k) Number (if known):

Device Name: 14L5 Mulli-D Array Transducer for uss with ACUSOM 32005
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application A B | M |PWD{CWD

Mode of Operation

Color
Velocity
Imaging

Combined Other
(Specify) {Specify)

Color | Amplitude
Deoppler | Doppler

Ophthalmic

Fetal

Abdorninal

Intraoperative
Abdominal

Intracperative
Neurological

Pediatric

Small Organ y
(Note 1) p P P P P BMDC

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

Negnatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel P P P P P BMDC 7.8.10, 11, 14

Note 2,3,4,5,8,

Laparoscopic

Muscuio-skeletal . Pl e p p p BMDC
Conventional

Note 2,3,4,5,7,8,18,
11,14

Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previcusly cleared by FDA K# 063085, KO72786, K081148, KDB2142, K090334, K093812, K111674

Additional Comments:

Note 1
Note 2
Note 3
Note 4
Note 5
Note 6
Note 7
Note 8
Note 10
Note 11
Note 14
Note 16

For example: breast, testes, thyroid, penis, presiate, etc.
Ensemble tissue harmenic imaging

SieClear multi-view spatial compounding
Tissue Equalization Technology

3-Scape real-time 3D imaging

Cadence contrast agenl imaging

B&W SieScape panoramic imaging

Power SieScape pancramic imaging

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

Custom Tissue Imaging 510K / 95 (o

. . - m
dloroglcar Devices
¢ Devica Evaluation and Safety

Office of Iy, Vitre Diagnast

(PLEASE DC NOT WRITE BELOW THIS LIME-CONTINUE ON ANOTHER PAGE IF NEEDED)

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

$2000 510(k) Submission | Page 20 of 54



Page 21 of 527

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

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Cevice Name: . 14058V Multi-D Array Transducer for yse with ACUSON 52004
Intended Use: Uitrasound imaging cr fluid flow analysis of the human body as follows:
Mode of Operation
Clinical Application | A | B | M |pwp |cwp | Color iAmpitude Votagty |Combined Other
PR Doppler | Doppler | > Y| (Specify) (Specify)
maging
Ophthalmic
Fetal
Abdeminal
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ Note 2,3,4,5,7.8,10,
(Note 1) PLRLF P P BMDC | 41 14, 18

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparosccpic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other {specify)

N = new indicaticn; P = previously cleared by FDA K# 081148, K093812, K111674

Additiona! 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 Equaiization Technology

Note 5  3-Scape real-time 3D imaging -
Note 8 Cadence contrast agent imaging . S

Note 7 B&W SieScape panoramic imaging N A
Note 8 Power SieScape panoramic imaging Divisiori%ﬁf&i%?&%ewms
Note 10 Clarify VE vascular enhancement technology Office of In Vitra Diagnostic Device Evaluation and Safety

Note 11 Advanced Sieclear spatial compounding

Note 14 eSie™ Touch elasticity imaging / FT 510K /{//Q{cs?(a

Note 16 Custem Tissue Imaging

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

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

$2000 510(k) Submission Page 21 of 54



Page 22 of 527
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: 471 Phased Array Transducer for use with ACUSOM 32000
Intended Use: Ultrasound imaging or fiuid flow analysis of the human body as follows:

Made of Operation

Coler [ Amplitude Color Combined Qther

Velocity . .
Doppler | Doppler Imaging (Specify) (Specify)

Clinical Application A 8 M | PWD | CWD

Ophthalmic
Fatal P P P P P p BMDC Note 2,3.4,5,7.8,10

Abdominal P P P P P P BMDC | Note2,3.4,5,7,8,10
Intracperative
Abdominal
Intraoperative
Neurclogical
Pediatric
Small Organ

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

Cardiac P P P P P P BMDC | Note 2,3,4,5.8,7.8,10

Trans-esophageal
Transrectal
Transvaginai
Transurethral
Intravascular
Peripheral vessel
LLaparoscopic
Musculo-skelstal
Conventional

Musculo-skeletal
Superficial

Other (specify)
N = new indication; P = previously cleared by FDA K# 063803, KO72786, K081148, K082142, K0S0334, K093812, K111674

Additional Comments:

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

Nete 5 3-Scape real-time 3D imaging {Divisiogl Sign-Otf)

Note 8 Cadence contrast agent imaging Division of Radiotogical Devices

Note 7 B&W 3ieScape panoramic imaging Office of In Vitro Diagnoastic Device Evaluation and Safety
Note 8 Power SieScape panoramic imaging

Note 10 Clarify VE vascular enhancement technology 510K 4/(// y S 9 (,a

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE iF NEEDED)

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

$2000 510(k) Submission Page 22 of 54




Siemens Medical Solutions, Inc.
Uitrasound Division

Page 23 of 527
§2000 Ultrasound System
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name:
Intended Use:

5C2 Curver! Array Transducer for use with ACUSON 32000
Ultrasound imaging cr fluid flow analysis of the human bady as follows:

Clinical Apglication

Mode of Operation

Color
Velocity
Imaging

Combined Cther
{Specify) {Specify)

Color | Amplitude

M | PWD } CWD Daopler | Doppler

Qghthalmic

Fetal

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

P P P P BMOC 1

Abdeminal

Note 2.3,4,5.7.8.10,

Pl P P P BMDC | 45 14,16

intraoperative
Abdominal

Intrapperative
Neurological

Pediatric

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

P P P p BMDC 1

Smail Organ

Neonatai Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrecial

Transvaginat

Transurethral

Intravascular

Peripheral vessel

Mote 2,3,4,5,7,8.10,

P = P P ' BMOC | |

t aparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N = new indication: P = previously clearad by FDA K# 063085, KOT72786, K081148, K0B2142, K090334, K093812, K111674

Additional Comments:

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

Note 5 3-Scape reat-time 3D imaging

Note 7 B&W SieScape panoramic imaging

Note 8 Power SieScape panaramic imaging

Note 10 Clarify VE vascular enhancement technology
Mote 11 Advanced Sieclear spatial compounding Office of in
Note 14 e5ie™ Touch elasticity imaging / FT!

Note 16 Custom Tissue Imaging 510K

ey, S Y

{Q&ision Sign-Ctfy
w?rM%qn of R;diofogical Devices
© Dagnostic Device Evaluation and Safety

K259

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

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

Prescription Use (Part 21CFR 801 Subpart D)

$2000 510(k) Submission

Page 23 of 54



Page 24 of 527
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: . 4CT Curved Array Transducer for use with ACU30N S2000
intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows;

Mode of Operation

Color  {Amplitude Calor Combined Other

Doppler | Doppier Velacity {Specify) {Specify)

Clinical Application A B M | PWD | CWD
imaging

Ophthalmic

Fetal PP P P P P BMDC I;\i10te 2,3.4,5,7.8.10,
P 1 P =) 2 B P Note2,3,4,5,6,7,8,
SMOC | 10, 11, 14, 15

Abdominat

Intraoperative
Abdominal
Intracperative
Neurologicai
Pediatric
Small Organ P P P P P P BMDC
Neonatal Cephalic
Adult Cephalic
Cardiac P P P P P P BMDC
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P P BMDC
Laparoscopic
Musculo-skeletal
Conventional
Musculec-skeletal
Superficial
Other (specify)
N = new indication; P = previcusly cleared by FDA K# 063085, K072786, K081148, K082142, K090334, K093812, K111674

Additional Commaents:

Note 2 Ensembie 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 Division o R:’;b?%?;gjf%w%s

Note 10 Clarify VE vascular enhancement technology Office of In Vitro Dia - ; °

Note 11 Advanced Sieclear spatial compounding 0 agnostic Device Evaluation and Safety
Note 14 eSie™ Touch elasticity imaging / FTi /j { Q o

Note 16 Custom Tissue Imaging 510K (2, 27Ce

S/

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

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

$2000 510(k) Submission Page 24 of 54



Page 25 of 527
Siemens Medical Solutions, Inc. $2000 Ultrasound System
Uitrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: BCTHD Curvad Array Transducer for use with ACUSON 320040
Intended Use: Ultrascund imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color
Velocity
Imaging

Combined Cther

Calor [Amplitude
(Specify) {Specify)

Clinical Applicatian A| B | M]|PWD|CWD Dopgler | Doppler

Ophthalmic
Fetal ' ' BMDC

Now 2.3.4.5.7.8.10,

11

Y Y Y Y Y Y Note2,3,4,5,6,7.8,
BMOC | 40,11, 14, 16

Abdominal

Iniracperative
Abdcminal
intraoperative
Neurological
Pediatric
Small Organ Y Y Y Y Y A BMDC
Neonatal Cephalic
Adult Cephalic
Cardiac YN | Y Y Y Y Y BMDC
Trans-esophageal
Transrectal
Transvaginal _
~Transuretheal
Intravascular
Peripheral vessel Y|y Y Y Y Y BMOC
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other {spacify)
N = new indication; P = previousiy cleared by FDA K# 111674

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 BA&W SieScape panoramic imaging S /

Note 8 Power SieScape panoramic imaging S -
Note 10 Clarify VE vascular enhancement technology Divfs&o:(1 ol;%::' S{'gr."ofﬂ .
Note 11 Advanced Sieclear spatial compounding Office of in Vitro Diagnostic geov?cl:‘c:eal—:?:!\::t?csm and Safety

Note 14 eSie™ Touch elasticity imaging / FTI

Note 16 Cusiom Tissue lmaging 510K /’1 //,3159&

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

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

$2000 510(k) Submission Page 25 of 54



Page 26 of 527
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: 441 Phased Array Transducar for use with ACUSON 33060
Intended Use: Ultrasound imaging or fluict flow analysis of the human body as follows:

Meode of Operation

Color
Vetocily
Imaging

Combined Other
{Specify) {Specify)

Color | Amplitude

- - .
Clinical Applicatian A B | M |PWD|CWD Doppler | Doppler

Ophthalmic
Fetal PlP} P P P BMDC | Note 2,3.4,5,7.3,10
Abdominal Plep| P P P BMOC :J:ts;;.s.a,s,r,s,m.

Intraoperative
Abdominal
Intracperative
Neurglegical
Pediatric

Small Organ
MNeonatal Cephalic
Aduit Cephalic
Cardiac
Trans-escphageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculc-skelatal
Conventional
Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by FDA K# 063085, KO72786, K081148, KCB82142, K090334, K0S3812, K111674

Additional Comments:

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

Note 5 3-Scape real-time 30 imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging 5 [/

Note 10 Clarify VE vascular enhancement tachnelogy (D: ion Sigr-Of)
Note 11 Advanced Sieclear spatial compounding Dmssono Radiological Devices
Note 14 eSie™ Touch elaslicity imaging / FTI Office of In Vitro Diagnostic Device Evaluation and Safety

Note 16 Custom Tissue Imaging

510K_1L<, HDS5T,

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

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

52000 510(k) Submission Page 26 of 54



Siemens Medical Solutions, Inc.
Ultrasound Division

Page 27 of 527
$2000 Ultrasound System
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known}:

Device Name:
intended Usa:

10Y4 Phased Array Transducer for use with ACUSOMN 32000
Ultrasound imaging or fluid flow analysis of the human bedy as follows:

Clinical Applicaticn

Mode of Operation

Color | Amplitude Color Combined Other

) Velocity . ;
Doppler | Doppier Imaging {Specify) (Specify)

M | PWD { CWD

Qphthalmic

Fetai

P P P P P BMDC | Note 2,3,4,57.8,10

Abdominal

P P F P P BMDC MNote 2,3,4,5,7,8,10

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

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

Smail Organ

Neonatal Cephaiic

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

Adult Cephalic

Cardiac

Trans-esophageal

P P P P P BMDC | Note 34

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

= P P p P BMOC | Note 2,3,4,57,8,10

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Cther (specify)

N = new indication; P = previously clearsd by FDA Ki# 063085, K072786, K081148, K082142, K090334, K0S3812, K111674

Additional Cemments:

Note 2 Ensemble tissue harmonic imaging

Nate 3 SieClear multi view spatial compounding
Note 4 Tissue Equalization Technology

Note 5 3-Scape real-time 30 imaging

Note 7 B&W SieScape panoramic imaging

Note 8 Power SieScape panoramic imaging

Note 10 Ctarify VE vascular enhancement technology

I S

(Divis)fn Sign-Off)
Division of Hadiclogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510K /’< //Q5(7-)Cp

(FLEASE DO NOT WRITE BELCW THIS LINE-CONTINUE ON ANOTHER PAGE {F NEEDED)

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

Prescription Use {Part 21CFR 801 Subpart D)

52000 510{k) Submission

Page 27 of 54



Page 28 of 527
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: 14013 3P Linear Arra'} Transducer for use with ACUSON 52900
indications For Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mede of Operation

Clinical Application . Color .
\ Al s | wm!lpwolcwo Color {Amplitude Velocity Comblped Othrz_'r
Doppler | Dopgler I X (Specify) (Specify)
maging
QOphthalmic
Fetal
Abdominal
Intracperative
(Note 9) P | P P P P BMDC | Note 2,3,4,5,7.8,10
Intracperative Note 2,3,4,5,7,8,10,
Neurological PP P P P BMDC |
Pediatric ;
Small Organ Note 2,3,4,5,7,8,10,
(Note 1) PIPL P P P BMDC | 41 14,15

Neonatal Cephalic
Adult Cephalic
Cardiac P P P P P BMDC | Note 14
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Note2,3,4,5,6
P P p P P BMDC 7810, 11.14.15

Peripheral vesse

Laparoscopic
Musculo-skeletal Note 2,3,4,5,7,8,10,
Convantional P P P P P BMDC 11,14
Musculo-skeletal
Superficial
Other (specify)
N = new indication; P = previously cleared by FDA K# 063085, K072788, K081148, K082142, K190334, K0S3812, K111674

Additional Commaents:

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 30 imaging
Note 6 Cadence contrast agent imaging %
Note 7 B&W SieScape panoramic imaging < S

Note 8 Power SieScape panoramic imaging rvaxs:cm Sign- Off)
Note 9 For _example: vascular, abdominal Office of In Vftro D| Radnologlca.l Devices
Note 10 Clarify VE vascular enhancement technology Agnostic Device Evaluation ang Safety

Note 11 Advanced Sieclear spatial compounding

Note 14 eSie™ Touch elasticity imaging / FTI 510K I

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

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

52000 510(k) Submission Page 28 of 54



Page 29 of 527

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:

Uliraseund imaging or fluid fl

7¢F2 Curved array mechanical 3D trapsducear for use with
ow analysis of the human body as follows:

ACUSON 32000

Clinical Application A B | M

Mode of Operation

PWD | CWD

Color

Coppler

Amplitude
Doppler

Color
Velocily
Imaging

Combined
{Specify)

Other
(Specify)

Ophthatmic

Fetal

B8MDC

Note 2.3.4,5,7.8.10,
11,13

Abdominal P P P

BMDC

Note 2,3.4,5.7,8,10,
11, 13

Intracperative
Abdominal

Intraoperative
Neurological

Pediatric

Smali Organ

Neonatal Cephalic

Adult Cephaiic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Muscuto-skeletal
Superficial

Cther (specify)

N = new indication; P = previously cleared by FDA K& 063803, K072786, KO

Additional Commenis:

Note 2
Note 3
Note 4
Note 5
Note 7
Note 8
Note 10
Note 11
Note 13

Ensembie tissue harmanic imaging

SieClear multi-view spatial compounding
Tissue Equatization Technolegy

3-Scape real-time 30 imaging

BAW SieScape panoramic imaging

Power SieScape pancramic imaging

Clarify VE vascular enhancement technology
Advanced Sieciear spatial compounding
STIC

54148, K082142, K090334, KO93812, K111674

D Sl

r(?fw’sion Sign-Otf

» Divisiorf of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

s AL DANT 0

(PLEASE DO NOT WRITE BELOW THIS LINE-CCNTINUE OM ANOTHER PAGE IF NEEDED)

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

Prescription Use (Part 21CFR 801 Subpart D)

$2000 510(k) Submission

Page 29 of 54



Page 30 of 527
Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 5310(k) Submission

Diagnostic Ultrasound indications for Use Form

510 {k) Number (if known):

Device Name: STVFd Curved Asray Transdycer for use with ACUSOM 32000
Intended Use: Ultrasound imaging or fluid flow analysis of the human bedy as follows:

Mode of Operation

Color Combined Other

Velocily . -
Imaging (Specify) (Specify)

Color | Amplitude

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

Oghthalmic
P 2 P p Note 2,3,4,5,7.8,
Fetal P BMDC 401113

Abdominai
intracperative
Abdominal
Intraopearative
Neurclogical
Pediatric

Small Organ

Neonatal Cephalic 2 ? P P P BMDC I;Jgt;e12,3,4,5,7,8,
Adult Cephalic
Cardiac
Trans-esophageal

Transrectal

%72
Transvaginal Ple P P P BMDC :\JgtﬁZ.S,d_u.T,u.

Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventionai
Musculo-skeletal
Superficial

Other (specify)
N = new indication; P = previously cleared by FDA K# 063803, K072786, K081 148, K082142, K090334, K093812, k111674

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
MNote 8 Power SieScape panoramic imaging . {Dhision Sign-Ofy

Note 10 Clarify VE vascular enhancement technology Office of in \nl:)mm'J of Radiological Deviges

Note 11 Advanced Sieclear spatial compounding o Diagnostic Device Evaluation and Safety

Note 13 STIC mK_//” 19,

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

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

$2000 510(k) Submission Page 30 of 54



Page 31 of 527

Siemens Medical Solutions, Inc. $2600 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number {if known}:

Device Name:
Intended Usa:

YAMs Muitiplane TEE Transducar for use with ACUS ON 52000
Uitrasound imaging or fluid flow analysis of the human body as follows:

Clinicai Application

Mode of Operation

Color
Velocity
fmaging

Combined Other
(Specify) {Specify}

Color  { Amplitude

A | B | M|[PWD]CWD Ooppler | Doppler

Ophithalmic

Fetai

Abdominal

Intraoperative
Abdeminal

Intraoperative
Neurological

Pediatric

Small Organ

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Pl P P P P P BMDC Note 4

Transrectal

Transvaginal

Transurethrai

Intravascuiar

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N = new indication: P = previously cleared by FDA K# 063803, K072786, K081148, K0B2142, K080334, K093812, K111674

Additional Comments:

Note 4 Tissue Egualization Technology

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

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

"N, SLad )

ion Sign-Offy
thsron Radiological Devices
Office of In Viro Diagnostic Device Evaluation and Safety

W AI2590

$2000 510(k) Submission Page 31 of 54



Page 32 of 527

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

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if xnown):

Device Name: 17TL3HADS Linear Array Transducer for use with ACUSOM 52000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application A | B | M/|PND|CWD

Mode of Operation

Color
Velocity
Imaging

Combined Other
[Specify) (Specify)

Color | Amplitude
Dogpler | Doppler

Ophthalmic

Fetal

Abdominai

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Crgan 5 P p p =) BMDC

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

{Note 1) 11,14

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascuiar

Note 2,3.4,5,7.8,1C,

Peripheral vessel P P P P P BMDC 1114
Laparoscopic

Musculo-skeletal Note 2,3.4,57,8,10,
Conventional P P P P P BMDC 11,14
Musculo-skeletal Note 2,3,4,5,7.8:10,
Superficial P P P P P BMDC 11,14

Other (specify)

N = new indication; P = praviously cleared by FDA K# 063085, K072786. K082142, KG90334 , K093812, Ki111674

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, proslate, elc.
Nole 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 pancramic imaging

Note 10 Clarify VE vascuiar enhancement technology
Nole 11 Advanced Sieclear spatial compounding Division ofRadiological Devices

Notg 14 eSie™ Touch elasticity imaging / FTI Office of In Vitro Diagnostic Device Evaluation and Safety

oo LA 250

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

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

52000 510{k) Submission Page 32 of 54



Page 33 of 527

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:
Intended Use:

13L5 HO Linear Array Transduces for use with ACUSON 520409
Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

Color
Velocity
Imaging

Cambined Other
(Specify) (Specify)

Color |Amplitude

A B | M | PWD) WD Doppler | Doppler

Ophthalmic

Fetal

Abdominal

Intracperative
Abdominal

Intrapperative
Neurological

Pediatric

Small Organ
{Note 1)

Note 2.3,4,5,7,8,10,

Pl P
P BMDC | 17 14 16

Neonatal Cephalic

Adult Cephalic

Cardiac

F P P P P BMDC Note 15

Trans-esophageal

Transrectal

Transvaginal

Transurethral

intravascular

Paripheral vessel

PP | P 3 P Note 2.3.4.5.7,8.10,
BMOC | 4y 14,15

Laparoscopic

Musculo-skeletal
Conventional

P P P P P BMDC :i::lf42.3,4‘5,7,8,10,

Musculo-skeletal
Superficial

PP | P P P MG 2\1?[1942.3,4,5.7.8.10.

Other (specify)

N = new indicaticr; P = previously cleared by FDA K081148, K082142, K090334, K0S3812, K111674

- Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, elc. Note 15 AHP
Note 2 Ensemble tissue harmonic imaging Note 18 Custom Tissue Imaging
Note 3 SieClear multi-view spatial compounding

Nole 4 Tissue Equalization Technalogy
Note 5 3-Scape reai-time 3D imaging % /ﬁ
Note 7 B&W SieScape panoramic imaging =)

Note 8 Power SieScape pancramic imaging (Ciyision Sign-Oth

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

_ Division of Radiclogical Devices
Office of In Vitro Diagnostie Device Evaluation and Safety

. S .
Note 14 eSie™ Touch elasticity imaging / FTI 510K /A //96?(4'

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices {OIVD)
Prescription Use (Part 21CFR 801 Subpart D)
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Page 34 of 527
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: 8V3 Phased Acray Transducar for use with ACUSON 32000
Intended Use: Ultrasound imaging er fluid flow analysis of the human body as follows:

Made of Cperation

. Color .
Clinical Applicaton | A | B | M | PwD | cwp | COior |Amplitude |, v, Combined Other
Doppler | Doppier Imaging {Specify) (Specify)

Ophthalmic
Fetal P P P P P P BMDC Note 2,3,4,5,7.8.10

Abdominal
intracperative
Abdominal
Iniraoperative

Neurological
Pediatric P P P P P P BMDC Note 2,3.4,5,7,8,10

Smail Crgan
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 3,4.6

Trans-escphageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
L aparascopic
Musculo-skeletal
Conventicnal
Musculo-skeletal
Superficial

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

N = new indication: P = previcusly cleared by FDA K# 063085, K072786, K081 148, K082142, K0S0334, K093812, K111674

Additional Comments:

Note 2 Ensembie tissue harmonic imaging

Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 30 imaging Jb—é/

Note 6 Cadence contrast agent imaging (Divigfon Sign-off

Note 7 B&W 3ieScape panoramic imaging o ivision of adiclogical Devices

Note 8 Power SieScape panoramic imaging ffice of In V“fo Dfagnosnc Device Evaluation and Safe

Note 10 Clarify VE vascular enhancemeant technology ty
510K ¢ ; /105 7¢,

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

Concurrence of CORH, Office of In Vitro Diagnestic Devices (OIVD}
Prescription Use {Part 21CFR 801 Subpart D}

52000 510(k) Submission Page 34 of 54



Siemens Medicai Solutions, inc.

Ultrasound Division

Page 35 of 527

$2000 Ultrasound System
510(k) Submission

510 (k) Number {if known}:

Device Name:
intended Use:

Diagnostic Ultrasound Indications for Use Form

ay1e Fhasad Array Transducer foe use with ACUSCOR S2000

Ultragound imaging or fuid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

M

PWO

CWD

Color
Doppler

Amglitude
Doppler

Color
Velocity
Imaging

Combined
{Specify)

Other
{Specify)

Ophthalmic

Fetal

BMDC

Note 23457310

Abdominatl

BMDC

Note 23457810

Intraoperative
Abdominal

BMDC

Note 23457810

Intraoperative
Neurological

BMDC

Note 23457810

Peadiatric

BMDC

Note 23457810

Small Organ

Neonatal Cephalic

Adult Cephalic

BMDC

MNote 23457810

Cardiac

BMDC

Note 23457810
15

Trans-esophageal

Transractal

Transvaginal

Transurethral

Intravascular

Perinheral vessel

BMDC

Note 23457810
15

Laparoscopic

Musculo-skeletal
Conventicnal

Muscute-skeletal
Supefrficial

Other (specify)
Neonatal Cardiac

P

p

P

P

p

P

BMDC

Note 23457810

N = new indicalion; P = pravicusl

K111674

Additional Comments:

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

Note 15 AHP

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
Pawer SieScape panoramic imaging
Clarify VE vascular enhancement technelogy

y cleared by FDA K#'s 052410, 051139, 041319, 032114, 022567, 063085, K090334, K093812,

IR, *

{Diyiéion Sign-Otf

Division

] [ Radiolegical Devices
Cffice of In Vitro Diagnostic Device Evaluation and Safety

o AL 259C

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

Concurrence of CORH, Office of In Vitro Diagnostic Devices {OIVD)

Prescription Use (Part 21CFR 801 Subpart D)

$2000 510(k) Submission

Page 35 of 54




Page 36 of 527
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: 8LJ Transcucer for use with ACUSOM S20400
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows;
Maode of Operation
. Color .
. - Color  [Amplitude . Combined Other
Clinicai Application A B | M |{PWD|CWD Doppler | Doppler ,Veloqty (Specify) (Specify)
maging

Ophthalmic

P P p p p p BMDC [ Note23457810,
Fetal 1
Abdominai
Intraoperative P P P p P P BMDC Note 23457810,
Abdeminal 11
Intraoperative P P P p Iy P BMDC | Note23457810,
Neurclogical 11 )
Pediatric
Small Organ P P P P p P BMDC :Jote 23457810,
Neonatal Cephalic
Adult Cephalic

M

Cardiac P p p I3 p p BMDC r;l;)te234578 10
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P p r BnDC :]102852 3457819,
Laparoscopic
Musculo-skeletal P P P 14 p 3 BMDC Note 23457810,
Conventional 11
Musculo-skeletal P P p P p p BMDC Note 23457810,
Superficial N
Other (specify)

N = new indicalion; P = previously cleared by FDA K#'s 052410, 051139, 041319, 032114, 022567, 002807, 973767, 063085,
K090334, K093812, K111674

Additional Commenis;

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

Nole § 3-Scape real-time 3D imaging

Note 6§ Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging S W

Note 8 Power SieScape panoramic imaging > —
Note 10 Clarify VE vascular enhancement technology D,-v,-s,-o,ﬁ,',v : alo;io?'g?égmoe :
Note 11 Advanced Sieclear spatial compounding Office of In Vitro Dj gnostic D:v?ce Eval\l:acggn and Safety

MNote 15 AHP

510K ] //075965

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

Concurrence of CDRH, Office of In Vitra Diagnostic Devices (OIVD)
Prescription Use (Part 21CFR 801 Subpart D)
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Page 37 of 527
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: £Y3Cd Transducar for usa with ACUSGH 82000
intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mcde of Operation

Calor
Velocity
Imaging

Combined Other
(Specify) (Specify)

Color | Amplitude

L o \
Clinical Applicaticn A | B | M]|PWD|CWD Doppier | Dogpler

Ophthalmic
Folal Pl P | P P P P BMDC | Note 23457810

Abdominal PP P P P P BMDC | Note23457810

intraoperative
Abdominal
Intraoperative
Neurological

Pediatric

Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectai

. PP P P P P BMDC | Note2345878
Transvagina 10

Transurethrat
Intravascuiar
Peripheral vessel
l.aparoscopic
Musculo-skeietal
Conventional
Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by FDA K&'s 052410, 051139, 041313, 032114, 022567, 002807, 973757, 063085,
K090334, K093812, K111674

Additional Comments:

Note 2 Ensemble tissus harmanic imaging
Note 3 SieClear multi-view spatial compounding
Note 4  Tissue Equalization Technoiogy

Note 5 3-Scape real-time 30D imaging

Note 8  Cadence contrast agent imaging

MNote 7 B&W SieScape pancramic imaging Sig-0ff
Note 8 Power SieScape panoramic imaging Division of Rédiological Devices
Note 10 Clarify VE vascular enhancement technclogy Uffice of In Vitrg Diagnostic Device Evaluation and Safety

510K /{//.,25 ?(g

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

Concurrence of CDRH, Office of in Vitro Diagnostic Devices (O1VD)
Prascription Use (Part 21CFR 801 Subpart D)

52000 510(k) Submission Page 37 of 54



Siemens Medical Solutions, Inc.

Ultrasound Division

Page 38 of 527

52000 Ultrasound System
510{k} Submission

510 (k) Number {if xnown);

Device Mame:
Intended Use:

VTN TEE Transducer for usa with ACUSOM 324860
Ultrasound imaging or fluid flow analysis of the human body as follows:

Diagnostic Ultrasound Indications for Use Form

Clinical Application

M

PWI

CwWD

Color
Dappler

Power

Doppler

(Amplitude)

Color
Yelociry
tmaging

Combined
{Specily)

Harmuonic
Imaginyg

Qther
{Specify}

Ophthalmic

Fetal

Abdominal

Pt

Note 4

[ntmoperative
Abdominal

Intraoperative
Neurological

Pediatric

p*

Note 4

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac

Pl

Note 4

Trans-¢sophageal

P*

Note 4

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel

Laparoscopic

VMuscuio-skeleal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specity)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K04 1319, #K032114, and #K022567,

K0S3812, K111674

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Coior Doppler, B+M+ Colar Dopaler, 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
Neote 4 Tissue Equalization Technology

Note 10 Clarify VE vascular 2nhancement iechnclogy

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

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

L Na..

S 21/

/

n Sign-Off)
e_udiological Devices
NOStc Device Evaluation and Safery

52000 510(k) Submission

Page 38 of 54




Page 39 of 527
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: AcuMav 3F Ultrasound Catheler for use with ACUSOM 32660

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 | Coler Power Color Combined Other:
Doppler | {(Amplitude) | Velocity (Specify) Harmonic
Doppier Imaging Imaging
Ophtalmic
Fetal
Abdominal
[ntraoperative
(Vascular)

Intraoperative
(Neurological)

Pediaric PP P P P P P

Small Organ
(Specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac Pl P p P P p p*

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intra-Luminal PP p P P P p*

Peripheral Vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (Intra-Cardiac) Pl P P P P P p*

P=Praviously cleared by the FDA K992631, KO33650, K042593, K071234, K093812Z, K111674

Additional Comments:
*Combinations include: B+M. B+PWD, B+CWD. B+Color Doppler, B+M+ Color
Doppler, B¥PWD+Color Deppler, B+CWD+Celor Doppler, B+Power Doppler,

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

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

Concurrence of CORH, Office of In Vitre Diagnostic Devices (OIVD)
Prescription Use (Pan 21CFR 801 Subpart D)

oéﬁ

{Dipsion Sign-Offy
Division &t Radiological Devices
Office of In Vitre Diagrostic Device Evaluation and Safety

AL
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Page 40 of 527
Siemens Medical Solutions, Inc. 52000 Ultrasound System
Ultrasound Division 510(k) Submission

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

Cevice Name: Acuday 10F Ultrasound Cathstar for uss with ACUSON 32000

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 Caolor Combined Other:

Doppler | {(Amplitude) | Velocity {Specify) Harmonic
Dappler Imaging Imaging

Ophtalmic

Fetal

Abdominal

[ntraoperative

(Vascular)

Intraoperative
{Neurological}
Pediatric P| P P P p p pr*
Smalil Organ
{Specity)**
Neonaral Cephalic
Adult Cephalic
Cardiac P| P p p P P P*
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intra-Luminal Pl P P P P P p*
Peripheral Vesse!
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (Intra-Cardiac) pt P p p P P P*
F=Previously cleared by the FDA K992631, K033650, K042593, K07 1234, KO93812, K111674

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color
Dooppler. BEPWD=Color Doppler. B-CWD-+Color Doppler, B+Power Doppler

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

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

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

%S/Z?é/

o ion Sign-Offy
, W!smn ! Radiclogical Devices
Qftice of In Vitre Diagnostic Device Evaluation and Safety

SFDK_A //075/(0
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