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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems }j
Ultrasound Division 510(k) Submission

510(k) Summary
Prepared July 18, 2013

1. Sponsor: Siemens Medical Solutions, Inc.,
Ultrasound Division
685 East Middlefield Road

Mountain View, California 94043 ocr 4 20
Contact Person: Christine Dunn
Telephone:  (425) 785-1617
Fax: (425) 391-9161
2. Device Name: Acuson S1000, 52000, S3000™ Diagnostic Ultrasound Systems.
Common Name: Diagnostic Ultrasound System

Classification:

Regulatory Class: ]
Review Category: Tier i
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FR # 892.1550 Product Code 90-1YN
Uitrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-IYQ
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code S0-ITX
Diagnostic Ultrasound Catheter FR # 870.1200 Product Code OBJ

3. Legally Marketed Predicate Devices

The modified Acuson S1000, $2000, S3000 Ultrasound Systerns are substantially equivalent to the company's
own systems:

System 510(k)

51000 K130619; K123622; K123001
S2000 K130739, K112596, K123622; K123001
S3000. K130739; K121138; K123622, K123001

4, Device Description:

The ultrasound systems are multi-purpose mobile, software controlled diagnostic ultrasound systems with and on-
screen display for thermal and mechanical indices related to potential bio-effect mechanisms. The function is to
acquire primary or secondary harmonic ultrasound echo data and display it in B-Mode, M-Mode, Pulsed (PW)
Doppler Mode, Continuous (CW) Doppler Mode, Color Doppler Mode, Amplitude Doppler Mode, a combination of
modes. or Harmonic Imaging and 3D/4D Imaging on a Flat Panel Display.

5. intended Use

The ultrasound imaging syslems are intended for the following applications: Fetal, Abdominal, Intraoperative,
Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic, Necnatal/Adult Cephalic, Vascular,
Musculoskeletal, Superficial Musculoskeletal, and Peripheral Vascular applications.
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
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The system also provides the ability to measure anatomical structures {fetal, abdominal, intraoperative, 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 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 vaiidated 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 Asscciation of Echocardiography:
Carotid Intima-Media Thickness Task Force, Endorsed by the Society for Vascular Imaging”.

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

6. summary of Technological Characteristics — New Device Compared to Predicate

Acuson Acuson Acuson Acuson Acuson Acuson Acuson
51000/52000 SC2000 51000 52000 52000 53000 53000
Feature / Characteristic 153000 K123622 K130619 K112596 K130739 K121138 K130739
SubTm'}?slon
Indications for Use:
®  Fetal ¥ ¥ ¥ ¥ ) ¥ ¥
®  Abdominal Al ¥ v + \ Al +
" infragperative \ v \ v + v v
®  |niracperative neurological - -
®  Pediatric v v v v A v A
®  Small Organ v v v v v v v
®  Neonatal cephalic v v v v v o v
®  Adult Cephalic 4 ¥ 3 v v v v
5 Cadiac v v v v J v v
®  Trans-escphageal v + + v v v ¥
®  Transrectal v Al ¥ v v v ¥
% Transvaginal v J v v J v ¥
8 Peripheral vessel 3 v Al v v v Al
2 Laparoscopic b - - - - -
" Musculo-ske'etal (conventional) v v pl v v
® _ Musculo-skeletal (superficial) N ¥ 3 v v v v
Center Frequencies Supported:
= 30MHz v ¥ J i 4 4 J
- 12 MHz ‘J \J \i \:i ‘} \f \‘
- 33 MHZ \1 \’ V \1 \' \I "
[ ] 42 MHZ \J’ \‘ \! \’ \, J \,
®  44MHz v gy v v v ¥ v
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Feature / Characteristic

Acuson
S$1000/52000
153000
This
Submission

Acuson
$C2000
K123622

Acuson
51000
K130618

Acuson
520600
K112596

Acuson
52000
K130739

Acuson
53000
K121138

Acuson
53000
K130739

4.8 MHz
50 MHz
5.2 MMz
6.0 MHz
6.5 MHz
6.9 MHz
2.5 MHz
10.0 MHz

v
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Modes:

B

Parallel processing in B mode

M

PWD (Putsed Wave Doppler)

CWD (Continuous Wave Doppler)
" D (Color Doppler)

Amplitude Doppler

Combined (BMDC)

<L L 2 2 L 2 L

T

L A A N .

LA A A A A .

L L A L 2 A L

L R N N U Sy NN

o L L
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Features:

Quad processing in color

Native™ tissue harmonic imaging
SieScape™ pangramic imaging

L A

<<

EN

Cotor SieScape™ panaoramic
imaging

oL S L

<

3-Scape ™ real-nme 3D imaging

-

fourSigtst™ 40 transducer
technology

TEQ™ ulirasound technology

2 | o || e e Ll L

Cardiac Imaging
physiological signal display

-’

syngo € Autc OB measurements

£

Advanced SieClear™ spatiat
cempounding

STIC (Fetal Heart Imaging)

Amnigscopic rendering

Cadence conlrast agent imaging

Clarify ™ vascular enhancement
technology

eSie™ Touch elasticity imaging

L A LS RS T N A N N R

syngo ® Avto Lef heart

syngo ® Velooity Vector Imaging

<

< | <

Semi Auto-segmentation (eSie
Caig}

2 |l e e L |t || 2 || e |

gl L] Al | A e e ol el 2 | s e 2 L

LS| 2 || 2 || A || e e

||| e pA || |

a, (A S| A | e |l e o || e [ L

Custom Tissue Imaging / Speed of
Sound

-

<

<

-

AHP

eSie Fusion (S3000 only}
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Ultrasound Division 510(k} Submission
Acuson Acuson Acuson Acuson Acuson Acuson Acuson
51000/52000 SC2000 51000 52000 52000 53000 53000
Feature ! Characteristic 1S3000 K123622 K130619 K112596 K130739 K121138 K130738
This ’
Submission
" VTI (52000 & S3000 only) Vv v ¥
Wireless ) v
Monitor; 21 FPD y v v v v J +
Output Display Standard (Track 3} v v ¥ v v v v
) . Tested to 1SO| Tested 1o Testedto |Tested to 1SO [Tested o 150 Tesied to ISO | Tested 10150
Patient Contact Materials 10893-1 | 150 10993-1 | 1S0 109933 | 10893-1 10993-1 108931 10993-1
UL 60601-1 Certified ¥ v v ¥ ¥ ) ¥
Indications tor Use v J v VY J v vV

7. A brief discussion of nonclinical tests submitted, referenced, or relied on in
the 510(k) for a determination of substantial equivalence.
The device has been evaluated for acoustic output, biocompatibility, cleaning and disinfection effectiveness as
well as thermal, electrical, electromagnetic and mechanical safety and has been found to conform with applicable
medical device safety standards. The system complies with the following voluntary standards:
UL 80601-1, Safety Requirements for Medical Equipment
IEC 80601-2-37 Diagnostic Ultrasound Safety Standards
CSA C22.2 No. 801-1, 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
s Safety and EMC Requirements for Medical Equipment
* EN/EC 60601-1
= EN/IEC 60601-1-1
* EN/IEC 60601-1-2
» |EC 1157 Declaration of Acoustic Power
» |50 10993-1 Biocompatibility

Cleared patient contact materials, electrical and mechanical safety are unchanged.
Additional testing was performed to verify the software release as well as transducer and wireless performance.

8. A summary discussion of the clinical tests submitted, referenced, or relied on for a determination of
substantial equivalence.

Since the $1000, S2000, S3000 systems use the same technology and principles as existing devices, clinical
data is not required.

9. Summary

Intended uses and other key features are consistent with traditional clinical practice and FDA guidelines. The
design and development process of the manufacturer conforms with 21 CFR 820 Quality System Regulation and
ISO 13485:2003 quality system standards. The product is designed to conform to applicable medical device
safely 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

S-Family 510(k) Submission Page 11 of 64
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of Siemens Medical that the S1000, 52000 and S3000 systems are substantially equivalent with respect to safety
and effectiveness to devices currently cleared for market.

S-Family 510(k) Submission Page 12 of 64
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& / DEPARTMENT OF HEALTH & HUMAN SERVICES Publiv Health Serviee

Fued and Drug Administztion
10903 New [ Eampshire Avenue
Document Control Center - WO66-(i609
Silver Spring. M} 20993-0002

October 24, 2013
Sicmens Medical Solutions USA, Inc.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLILC
1394 25" Street NW
BUFFALO MN 55313

Re: K132804
T'rade/Device Name: Acuson $1000/ $2000/ $3000™ Diagnostic Ultrasound Systems
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11 '
Product Code: YN, IYO. ITX and OBJ
Dated: October 9. 2013
Reccived: Ociober 10, 2013

Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and 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 o
devices that have been reclassilied in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
Y ou 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. Please note: CDRH does not evaluate information related 1o contract liability
warrantics. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applics to the following transducers intended for
use with the Acuson S1000/$2000/$3000 Diagnostic Ultrasound System. as described in your
premarket notification:

Transducer Model Number

cw2 CW5 EC9-4
MC9-4 91.4 141.5

4P 6C2 4C1
6CIHD 8C3HD 4V]

10Vv4 14015 SP 7CI2
7CFI OEVF4 V3iMs
18L6 8V3 4Vlc

6L3 EVEC4 VIM TEE

AcuNav 8F AcuNav 10F



Page 2—Mr. Job

If your device is classified (see above) into either class 11 (Special Controls) or class 111 (PMA).
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations. Title 21. Parts 800 to 898. In addition, FDA may
publish further announcements concerning vour 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 agencics. 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); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requircments as sct
forth in the quality systems {QS) regulation (21 CFR Part 820); and if applicable, the clectronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

IT you desire specific advice for your device on our labeling regulation (21 CFR Part 801). please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301} 796-7100 or at its Internct address

hup/Awvww, fda.gov/Medical Devices/ResourcestorY ou/Industry/default.him. 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

hup://www.tda. soviMedical Devices/Satenv/Reportal’roblem/detault.hum for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilitics under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internct address

hup/Awvww, fda.gov/Medical Devices/ResourcestorY ou/Industryv/default.hun.

Sincerely yours,

G h)

Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

EEnclosure
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1.3 Indications for Use

A. 510(k) Number (if known): K132804
Device Name: 51000, 52000, 53000 Diagnostic Ultrasound Systems

Indications for Use:

The 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, pediatric,
small organ, neonatal cephalic, adult cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral
vessel, musculo-skeletal (canventional), musculo-skeletal (superficial) and neonatal cardiac} and calculation
packages that provide information to the clinician that may be used adjunctively with cther medical data obtained
by a physician for clinical diagnosis purposes.

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

The Acuson Acunav Ultrasound Catheter is intended for intra-cardiac and intra-luminal visualization of

cardiac and great vessel anatomy and physiclogy, 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 CORH, Office of In Vitro Diagnostics and Radiological Health (OIR})
3

/!

Division Sign-Off
Division of Radiological Health; Office of in Vitro Diagnostics and Radiological Health

510(k) K132804 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 $1000, 52000, S3000 Ultrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation
Clinical Application | A | B | M |pwp | cwo | Coor jAmpliude vgggir: Combined Ciher
PR Doppler | Doppler | =2 Y | (Specify) {Specify)
maging

Ophthalmic
Fetal P P P P P P EMDC :‘tsli32.3.4.5.7.8.10.

. PP P p e P Note 2,3,4,5.7.8,10,
Abdominal BMDC 11,43 16, 18
Intracperative P P P P P P Note 2.3,4.5,7.8,10,
{Note 9) BMDC | 11,14
Intraoperative
Neurological
Pediatric PP P P P P BMDC :‘?‘e 23457810,
Small Organ P P P P e P Note 2,3,4,5,7,8,10,
{Note 1) BMDC 11.14. 16. 13
Neonatal Cephalic PP PP P P BMOC | Note 2.3,4.5.7.8.10
Adult Cephatic L L a e BMDC | Note 2.3.4.5.7.8.10

PP P P P P Noie
Cardiac BMDC | 53456.7.8.10,15
Trans-esophageal PP P P P P BMDC Note 4
Transrectal PP P P P BMDC I:I$1$42.3.4.5.7.8, 10.
4

Transvaginal P P P P P BMDC I?::te 23.45.78.10.
Transurethral
Intravascutar
Peripheral vessel P P P P P P BMDC '1‘1?1;342‘1354.5.5.7.8.10,
Laparascopic -
Musculo-skeletat P P P P ] P BMOC Note 2,3,4,5,7.8,10,
Conventional 11.14, 18
Musculo-sheletal P P P P P P BMDC Note 2,3,4,5,7.8,10,
Superficial 11.44. 18
QOther (specify) P P P P P P
Neonatal Cardiac BMDC | Note 3.4.5,10

N = new ingicabion, P = previously clearad by FDA KOSI08S5. KO63803. KO72786 KOB114B KOB2142, K050334, K093812, K113674. K112566 K121138, K123001. K130678, K1307 3¢

Note 1 1@ breast, lastas. thyroid, penis, prostarae. etc Npie 2 Ensemble lissue harmorc imaging Note 3 SieClear mulli-view spatial compounding
Nola 4 Tissue Equa zation Tachnology Note 5 3-Scepe real-tme 3D magng Nowo & Cadonce conlrast agant imaging

Nate 7 B&W SieScape panoramic wmaging | Note 8 Power S.eScape panorarnc imagmng Note 9 For exampie vascular, abdomunal

Nolg 10 Clarty VE vascular annancomant [achnology Nole 11 Advanced Sieclear spana! compounaing Note 13 STIC

Nole 14 e5e™ Touch efasucity maging / FTI Nota 15 AHP Neote 16 Cuslom Tissue Imaging

Nate 17 aSie Fusion

Nole 16 VTI

{PLEASE DQ NOT WRITE BELOW THIS LINE-CONTINUE ON ANGTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vilro Diagnostics and Radiological Health (OIR}

Divisicn Sign-Oft
Division of Radiplogical Heatth; Office of In Vitro Diagngstics ang Radiological Heaith
510(k) Page 20of ___
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¢

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (il known):

Device Name: CW2 Probe For Use On ACUSON $1000, S2000, S3000 Uitrasound System

Imended Use: Ultrasound imaging ar fluid flow analysis of the human body as foliows:

Mode of Operation

Calor

Clinical Application A B M | PWD | CWD Doppler

Amphtude
Doppler

Color
Velocity
imaging

Combined
{Specify)

Other
(Specify)

Ophthalmic

Fetal [3)

o

Abdominal

Intraoperative
Naote 9)

D

Intraoperative
Neurglogical

Pediatric

Small Organ
{Note 1)

Neonatal Cephalic

Adult Cephalic

v|Tv|T| D |TO

Cardiac

Trans-esophageal

Transrectai

Transvaginal

Transurethral

Intravasgular

Peripheral vessel P

Laparoscopic

Musculo-skeletal P
Conventicnal

Musculo-skeletal p
Superficial

Other {specify)

N = new indication. P = previgusly cleared by FDA K# 063803, KO72786, KO81148, K0B2142, K090334, , KO93812, K3116874 k121138

Additional Comments:

Note 1 For exampie; breast, testes, thyroic, penis, prostate, elc.
Note @  For example: vascular, abdominal

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

Concurrence of CORH, Office of In Vitro Dragnostics and Radiclogscal Health {OIR)

Division Sign-OK

Division of Radiological Health; Office of In Vitro Diagnostics and Radiclogical Health

516(K)

Page 3 of

S-Family 510{k) Submission
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Diagnostic Ultrasound Indications for Use Form~
510 (k) Number (if known):

Device Name: CWS5 Probe For Use On ACUSON $1000, $2000, $3000 Uttrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Moce of Operation

Color
Velociy
Imaging

C.olor Amplitude
Doppler | Doppler

Combined Other

Clinical Application A B | M |PWD{CWD (Specily} (Specify)

Oph:halmic

Fetal )

Abdominal

0

Inlraoperative
{Note 9)

T

Intragperative
Neurological

Pediatric

Srnall Organ
{Note 1)

Neonatal Cephalic

Adult Cephalic

T|D|TDf D |0 D

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vassel P

Laparaoscopic

Musculg-skeletal P
Conventional

Musculo-skeletal P
Superficial

Other {speciy)

N = new indication; P = previously cleared by FDA K# 063803, K072786, K081148, K082142. K090334. . KO83812. K111674, K121138

Additiona) Comments:

Note 1 For exampie: breast. testes, thyroid. penis, proslate. etc.
Ncte 9 For example: vascular, abdominat

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

Cencurrence of CDRH, Office of In Vitre Diagnestics and Radiolegical Health (OIR)

Division Sign-Off
Division of Radiological Heaith; Qifice of in Vitro Diagnostics and Radiological Heatth
510(k) Page 4 of ___
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name:

Intended Use:

Ultrasound System

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

EC%-4 Curved Array Transducer For Use On ACUSON $1000, $S2000, S3000

Mode of Operation

. Color :

Clinical Application | A | B { M | PWD | cwD DEEETL, AE’,"O"F','F‘)I“;E Velocty C(:gg‘et":'x;j (S%‘:;;y)
maging

Ophthaimic
Fetat p P P P P BMDC | Note 2,3,4,5,7.8,10, 11
Abdominal P P P P P BMDC Note 2,3,4,58.,7.8,10, 11,
Intrapperative
Intraoperative
Neurglogical
Pediatric
Small Organ P BMDC | Note 2,3.4,5.7.8.10, 19,14
{Note 1) e o
Neonatal Cephalic [ P P BMDC Note 2,3,4,5,7,8,10, 11
Aduit Cephalic
Cardiac
Trans-esophageal
Transrectal BMDC :“::1?42‘3'4'5' 6.7.8.10.
Transvaginal P P P P BMDC Note 2,3.4.5,7.8.10, 11
Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Muscuto-skeletal
Conventional

Musculo-skeletal
Superficial

Qther (specify)

N = new indication; P = previously cleared by FDA K# 063803, K072786, K081148, K082142, KO90334, K093812, K111674, K121138

Additional Comments:

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

For example: breast, tesles, thyroid, penis, prostate, etc.
Ensemble tissue harmonic imaging

SieClear muiti-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

Clarify VE vascular enhancement technclogy
Advanced Sieclear spatizl compounding
eSie™ Touch elastcity imaging / FTi

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiologiczl Health (QIR)

Division Sign-Off
Division of Radiciogical Healih; Office of In Viro Diagnostics and Radiological Heaith

510(K)

Page Sof ___

S-Family 510(k) Submission

Page 20 of 64
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Diagnostic Ultrasound Indications for Use Form

510 (k} Number {if known}:

Device Name: MC9-4 Curved Array Transducer For Use On ACUSON $1000, $2000, S3000
Ultrasound Systems
Intended Use: Ulrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color
Velocity
Imaging

Comnbined Other
{Specity) (Specify)

Color | Amplitude

. icati
Clinical Application A B | M | PWD|CWD Doppler | Doppier

Ophthalmic
Fetal N N N N N BMDC | Note 2.3.4.5,7.8,10. 11
Abdeminal N N N N N BMDC Note 2.3 4.56,,7,8,10, 11,
Intraoperative
Nate 8
Intragperative
Neurglogical
Pediatric

Small Organ N N N N N
{Note 1} BMDC | Note 2,3.4,5.7,8.10, 11,14

Neenatal Cephalic N N N N N BMDC Note 2,3,4,5,7,8,10
Adult Cephalic
Cardiac
Trans-esophageal

Transrectal BMDC I:I;Jlfdz.&d.& 8, 7.8.10,

Transvaginal N N N N N BMDC | Note 2,3.4,5.7.8.10, 11
Transurethral )
Intravascular
Peripheral vessel
Laparascapic
Musculo-sketetal
Conventional
Musculo-skeletal
Superficial

Qther {specify}

N = new indication; P = previously cleared by FDA K& 063803, K072786, K0B1148, K0B2142, KO90334, KD93812, K111674, K121138,.K123001

Additional Comments:

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

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

Note 5 3-Scape real-time 3D imaging

Note 6 Cadence contrast agent imaging

Note 7 B&W SieScape panoramic imaging

Note 8 Power SieScape panoramic imaging

Note @ Abdomen and Vascular

Note 10 Clarify VE vascular enhancement tecnhnology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSie™ Touch elasticity imaging / FT1

Concurrence of CDRH, Office of in Vitro Diagnostics and Radiclogical Health (OIR)

Division Sign-Off Division of Radiclogical Health, Office of In Viiro Diagnostics and Radialocjical Health
510(k} Pagefol

ST0ek)

S-Family 510(k) Submission Page 21 of 64



Siemens Medical Solutions, Inc,
Witrasound Division

S-Family Ultrasound Systems
510{k) Submission

510 {k) Number (if known);

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

9t 4 Linear Array Transducer For Use On ACUSON $1000, S2000, S3000
Ultrasound Systems
trasound imaging or fluid flow analysis of the human hody as follows:

Mode of Cperation

Ctinical Application A

PWD

cwD

Color
Dappler

Color
Velacity
Imaging

Amplitude
Coppler

Combined
(Specify)

Cther
[Specify)

Cphthalmic

Fetal

BMDC

Note 2,3.4.5.7.8.10. 11

Abdominal

Intraogperative
Note 9

Intracperative
Neurological

Pediatric

BMDC

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

Small Organ
{Note 1)

BMBDC

Note 2,3,4.56,7.8.10, 11,14,
16, 18

Neonatal Cephalic

BMDC

Note 2.3,4.5.7.8,10, 11

Adult Cephalic

Cardiac

Tn|T|TD| D |V

V||| OO

T|D|W| T (T

T|D|D| O |D

V|Tw|R| D |D

BMDC

Note 15

Trans-esophageal

Transrectal

Transvaginal

Transurgthral

Intravascular

Peripheral vessel

BMDC

Note 2,3.4,5,6, 7.8,10, 11,
14.15

Laparoscopic

Musculo-skeletal
Conventional

BMODC

Note 2,3,4,5,6,7,8.10, 11, 14

Musculo-sketetal
Superficial

BMDC

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

Other {specify)

N = pew indicavon: P = previously cleared by FDA K# 063085. KO72766, K081148. K082142. K090334, K093812 K111674, K121138. K130739

Addiional Comments:

Nowe 1
Note 3
Note 5
Noiwe 7
Note 9
Neie 11
Note 1§

For example: breast, lesles, thyroid, penis, prosiate, elc
SieClear multi-view spatial compounding

3.5cape real-time 3D imaging

B&W SieScape panoramic imaging

Abdomen anc Vascular

Advanced Sieciear spatial compounding

AHP

Note 18 VT (Virtual Touch Imaging)

Note 2
Note 4
Note &
Note &
Note 10
Note 14
Note 16

Ensembie tissue harmonic imaging

Tissue Equatzation Technology

Cadence conirast agent imaging

Power SieScape panoramic imaging

Clarify VE vascular enhancement? technology
eSie™ Touch elasticity imaging / FTI

Custom Tissue imaging

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

Concurrence of CORH, Office of In Vilro Diagnostics and Radiological Health {OIR)

Division Sign-Off Division of Radiclogical Heatth; Office of In Viro Diagnostics and Radioiggical Health

510k}

PageSof

S-Family 510({k) Submission

Page 22 of 64




Siemens Medical Scolutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k} Numlber {if knowny):

Device Name: 14L5 Multi-D Array Transducer For Use On ACUSON $1000, $2000, S3000
Ultrasound Systems
Intended Use: Ultrasound imagqing or fluid flow analysis of the human body as follows:

Moce of Operation

Color
Velocity
Imaging

Combined Other
{Specify) {Specify)

Color | Amplitude

Ctinical Application Al B|M|PAND|CWD Doppter | Doppler

Ophthalmic
Fetal
Abdominal
Intraoperative
Note 9
Intraoperative
Neuralogical
Pediattic
Small Olgan Note 2,34,5.7,8,10,
{Note 1)g il P P P BMDC 1 41 14,15
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral vesse! P P P P P BMDC

Note 2,3.4,5.6.
7.810,11, 14

Laparoscopic
Musculo-skeletal Note 2,3.4,5,7,8.10,
Conventional PP P P P BMDC | 7,
Musculo-skeletal
Superficial
Other (specify)
N = new indication, P = previously cleared by FDA K¥ D63055, KO72786, K081148, KOB2142, K090334, K093812, K111674, K121138

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, eic. Note 2  Ensemble fissue harmonic imaging

Note 3 SieClear multi-view spatiat compounding Note 4 Tissue Egualization Technology

Note 5 3-Scape real-ume 3D imaging Note 6  Cadence contrast ageni imaging

MNote 7  B&W SieScape panoramic imaging MNote 8 Power SieScape panofamic imaging

Note 8 Abdemen andg Vascular Note 10 Clanfy VE vascular enhancement technalegy
Note 11 Advanced Sieclear spalial compoundng Note 14 eSie™ Touch elasticity imaging / FTI

Note 18 Custom Tissue Imaging Note 18 Wirlual Touch imaging

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

Concurrence of CDRH, Qffice of in Vitrg Diagnostics and Raaiological Health (Q1R)

Division Sxgn-Off Division of Radiclogical Health: Office of In Vitro Diagnostics and Radiological Health
510fk} Paga 7 of

S-Family 510(k) Submission Page 23 of 64



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4P1 Phascd Array Transducer For Use On ACUSON S1000, 52000, 53000
Ultrasound Systems
Intended Use: Ultrasound tmaging or fluid flow anaiysis of the human body as follows:
Mode of Operation
- o Cotor | Amplitude Color Combined Cther
Clinical Application A B | M |PWD|CWD Doppler | Doppler I\;?él‘oqny (Specify) (Specify)
gng
Qphthalmic
Fetal P P P P P P BMDC Note 2,3,4,5,7.8,10
Abdominal P P P P P P BMDC | Note 2.3,4,5.7 8,10
Intragperative
Note 9
Intragperative
Neurologica!
Pediatric
Small Organ
Necnatal Cephalic
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 | Not22.3,4.567.8,10
Trans-esaphageal
Transrectal
Transvaginal
Transurethral

intravascular

Peripheral vessel

Lapargscopic

Musculo-skeletal
Convenlicnal

Muscule-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by FDA K# 063803, KO72786, KD81148, K0BZ142, KOS0334, K093812, K111674, K121138
Additional Comments:

Note 2 Ensemble tissue harmenic imaging

Note 3  SieClear multi-view spatial cornpounding
Note 4 Tissue Equalization Technology

Note 5 3-Scape real-time 3D imaging

Note 6 Cadence contrast agen: imaging

Note 7 B&VWV SieScape panoramic imaging

Note 8 Power SieScape pancramic imaging

Nole 9 Abdomen and Vascular

Note 10 Clanfy VE vascular enhancement technology

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

Concurrence of CORH. Office of In Vitro Diagnostics and Radiological Health (QIR)

Division Sigr-Off Division of Radiological Health; Office of In Vitro Diagnostics and Radiological Heaith
510k} Page8of _

S-Family 510(k) Submission Page 24 of 64



Siemens Medical Solutions, Inc.

. Ultrasound Division

S-Family Ultrasound Systems

510(k) Submission

510 (k) Number (if known):

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

Ultrasound Systems'

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

6C2 Curved Array Transducer For Use On ACUSON $1000, 52000, 53000

Clinical Application

Moede of Operation

Color
Velocity
Imaging

Color
Doppler

Amphtude

PWD Doppler

CWD

Combined
(Specify}

Other
{Specify}

Ophthalmic

Fetal

BMDC

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

Abdomiral

BMDC

Note 2.3.4.5.7.8.10.
11.14. 16. 17

Intracperative
Note 9

Intracperative
eurplogical

Pediatric

BMDC

Notwe 2,3.4,5.7.8.10,
1

Small Organ

Neonatal Cephalic

Acult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Pernpheral vessel

BMDC

Note 2,.3,4.5,7.8,10,
11

Laparoscopic

Musculo-skeletal
Conventional

Muscule-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by FDA K# 063085, KO72786. K081148, K082142, KOS0334, K093812, K111674, K124138

Additional Cemments:

Note 2
Note 4
Note 7
MNote &
Note 11
Note 16

Ensemble lissue harrmonic imaging
Tissue Equalization Technology

B&W SieScape panoramic imaging
Abdomen and Vascular
Advanced Sieclear spatial compounding
Custom Tissue Imaging

Note 3 SieClear multi-view spatial compaounding
Note 5 3-Scape real-time 30 imaging
Note 8 Power SieScape panoramic imaging

Note 10 Clarify VE vascular enhancement technology

Note 17 eSie Fusion

[PLEASE DO NOT WRITE BELOW THI§ LINE-CONTINUE ON ANDTHER PAGE IF NEEDED)

Note 14 eSe™ Touch elasticity imaging / FTI

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health {OIR})

Division Sign-Off Division of Radiclogical Health; Office of In Vitre Diagnostics and Radiclogical Health

510(k),

PageSaol _

S-Family 510{k) Submission

Page 25 of 64




Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510{k) Submission

Diagnostic Uitrasound Indications for Use Form

510 (k) Number {if known):

Device Name: 4C1 Curved Array Transducer For Use On ACUSON S$1000, S2000, S3000
Uitrasound Systems
Intended Use: Ultrasound 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 Dopeler | Doppler

Ophthalmic
Fetal PP P P P P 8MDC | Note 2,3,4,5,7.8.10, 11

. Note2 3,4,56.7.8, 10,
Abdominal plp| P P P P BMDC | 4 96 17, 18

Intracperative
Note 9
Intracperalive
Neurglogical
Pedatric
Small Organ P P P P P P BMDC
Neonatal Cephalic
Adult Cepnalic
Cardiac P P P [ P P BMDC
Trans-esophageal
Transrectal
Trangvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P P BMDC
Laparoscopic
Musculo-skeletat
Conventional
Musculo-skeletai
Superficial
Cther {specify}
N = new indication. P = previously cleared by FDA K# 063085, KO72786. K081148, K082142, K090334, K093812. K111674, K121138. K130739

Additicnal 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 § Cadence contrast agent imaging Note 7 B&W SieScape panaramic imaging
Note 8 Power SieScape panoramic imaging Note 9 Abdomen and Vascular

Note 10 Clarify VE vascular enhancement technology Note 11 Advanced Sieclear spatial compounding
Note 14 eSie™ Touch elasticity imaging / FTI Note 16 Custom Tissue Imaging

Note 17 eSie Fusion Note 18 VTI

(PLEASE DO NCT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Ragiological Heaith (QIR)

Division Sign-Off Division of Radiclogical Heatth; Office of In Vitro Diagnostics ang Radiological Healtn
SW0py___ 000 Page 10Gt

S-Family 510(k} Submission Page 26 of 64



Siemens Medical Solutions, Inc.
Ultrasound Division

S-Family Ultrasound Systems
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 {k} Number {if known):
Device Name: 6C1HD Curved Array Transducer For Use On ACUSON $2000, S3000 Ultrasound
Systems '

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

Mode of Operation

Color

Clinical Application

PWD

CwD

Color
Doppler

Amplitude
Doppler

Velocity
Imaging

Combined
{Specfy)

Other
{Specify)

Ophthaimic

Fetal

BMDC

Note 2,3.4,5,7,8.10.
11

Abdominal

BMDC

Note2,3,4.5,6,7,8,
10, 11, 14, 16, 17,

18

Intraoperative
Note 9

intraoperative
Netirological

Pediatric

Small Organ P P P P P P BMDC

Necnatat Cephalic

Adult Cephalic

Cardhac P P P P P P BMDLC

Trans-esophageal

Transrectal

Transvagingl

Transurethral

Intravascular

Pernipheral vessel P P P P P P BMDC

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other {specify)

N = new indication; P = previously cleared by FDA K# 111674, K121138, K130739
Additional Commenits:

Nole 2 Ensemble tissue harmonic imaging Note 3 SieClear multi-view spatial compounding
Note 4  Tissue Equalization Technology Note 5 3-Scape real-time 30 imaging

Note & Cadence contrast agent imaging Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape pancramic imaging Note 9 Abdomen and Vascular

Note 10 Clanfy VE vascular enhancement technology
Note 14 eSie™ Touch elasticily imaging / FTI
Note 17 eSie Fusion

Note 11 Advanced Sieclear spatial compounding
Note 16 Custorn Tissue Imaging
Note 18 VTI

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

Cencurrence of CORH. Office of In Vitre Diagnostics and Radiological Health (OIR)

Division Sign-Off Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health

510k} Page 110t ___

S-Family 510(k) Subrission Page 27 of 64



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k} Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):
Device Name: 8CIHD Curved Array Transducer For Use On ACUSON $2000, $3000 Ultrasound

Systems
Intended Use: Uitrasound imaging or fluid flow analysis of the human body as foliows:

Maode 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

Note 2.3,4.5,7,8,10,
11, 14. 16

Abdominal P P P P P BMDC

Intracperative
Note §
Intracperative
Neurological

Pediatric P P P P P BMDC

Small Qrgan P | P P P P BMDC
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral vessel P P P P P BMDC

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

Note 2.3,4,5,7,8,10,
11

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skefetal
Superficial
Other (specify)
N = new indication: P = previously cleared by FDA K®121138 KB#130739

Agditional Commenis

Note 2 Ensemble tissue harmonic imaging Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note & 3-Scape real-time 30 imaging

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

Note B Power SieScape panoramic imaging Note 10 Clanfy VE vascular enhancement technalogy
Note 11 Advanced Sieclear spatial compounding Neote 14 eSie™ Touch elasticity imaging / FTI

Note 16 Custom Tissue imaging

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health {OIR})

Division Sign-Off Division of Radiological Health; Office of In Vitro Diagnostics and Radiclogical Health

§10(k)
Page 12of

S-Family 510(k) Submission . Page 28 of 64



Siemens Medical Solutions, Inc.
Ultrasound Division

S-Family Ultrasound Systems
510({k) Submission

510 (k) Number {if known}:

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

4V1 Phased Array Transducer For Use On ACUSCN 51000, 52000, S3000

Ultrasound Systems

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

Mecde of Operation

Color -
L . Color | Amplitude Combined Other
Clinical Apphcation A B | M |PWD|CWD Doppler | Doppler I\/e?oqty (Specify) (Specify)
maging
Ophthalmic
Fetal BMDC | Note 2,3.4,5.7.8.10
Abdominal P BMpc | Note 2.3.457.8.10.

14.16. 17

Intracperative

Intracperative
Neuroiogical

Pediatric

Small Organ

Neopnatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transursthral

Intravascular

Peripheral vesse!

Laparoscopic

Muscule-skeletal
Conventional

Musculo-skeletal
Superficial

Other {specify)

N = new indicatton; P = previously cleared by FDA K# 063085, K072786, K0B1148, K082142, KO90334, K083812, K111674, K121138

Additional Comments:

Note 2
Note 4
Note 7
Note 10
Note 14
Naote 17

Ensemble lissue harmoenic imaging

Tissue Equalization Technology

B&W SiaScape pancramic imaging

Clanfy VE vascular enhancement techaology
eSie™ Touch elasticity imaging / FTI

eSie Fusion :

Note 3
Note 5
cte 8
Note 11
Note 16

SieClear multi view spatial compounding
3-Scape real-time 3D imaging

Power SieScape panoramic imaging

Advanced Sieclear spatial compaounding
Cuslom Tissue Imaging

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

Cancurrence of CORH, Office of In Vitro Diagnostics ang Radiological Health {OIR)

Division Sgn-Ofl Division of Radislogical Health; Office of In Vitre Dizgnostics and Radiological Health

510(k)

Page 13 ot

S-Family 510{k) Submission
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Uitrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 10v4 Phased Array Transducer For Use On ACUSON 51000, S2000, S3000
Ultrasound Systems
Intended Use; Ultrasound imaging er fluid flow analysis of the human body as follows:

Mode of Operation

Color
Velocity
Imaging

Calor | Amplitude

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

Combined Other
{Specity) {Speciy)

QOphthalmic

Fetal . P P P

T
v
T

BMDC | Nole 2.3.4,5.7.8.10

Abdominal P P P P P P . BMDC Note 2,3,4,5,7.8,10

Intragperative

Intraoperative
Neurological

Pediatric P P P P P P BMDC | Note 2.3,4.5.7,8.10

Small Organ

Neonatal Cephalic P P P P P P BMDC Note 2,3,4,5,7,8.10

Adult Cephalic

Cardiac P P P P P P BMDC Note 3.4

Trans-esgphageal

Transrectal

Transvaginal

Transurathra!

Intravascular

Penpheral vessel P P P P F P BMDC Note 2,3,4.5.7.8.10

Laparoscopic

Musculo-skatetal
Conventional

Musculo-skeletal
Superficial

Gther {specify)

N = new indication, P = previously cleared by FDA K# 063085, K072786, K081 148, KOB2142 K090334, KO33812, K111674, K121138

Addivonal Comments:

Note 2 Ensemble tissue harmonic imaging

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

Note 5 3-Scape realtime 3D imaging

Note 7 B&vv SieScape panoramic imaging

Note 8 Power SieScape panoramic imaging

Note 10 Clarify VE vascular enhancement technology

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

Concurrence of CORH, Office of In Vilro Diagrostics and Radiological Healih {QIR)

Dwision Sign-Off Division of Radiological Health; Office of In Vitro Diagnostics and Radiciogical Health

S10(k) Page 14of

S-Family 510(k) Submission . Page 30 of 64



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 14L5 SP Linear Array Transducee For Use On ACUSON $1000, $2000, 53000
Ultrasound Systems
Indications For Use: Diagnostic imaging or fluid flow analysis of the hurman body as fallows;

Mode of Operation

Color
Velocity
imaging

Clinical Application Combined Other

{Specify) {Specity)

Color | Amplituge

A | B | MIPWDICWD | hooier | Doppler

Qphthalmic
Fetal
Abdominal

Intracperative Note

(Nole%} PIPL P P P BMDC | 53.4.5,7.8.10,1%
Inracperative
Neurological
Pediatric
Small Organ Note 2.3.4.5.7.8,10.
{Note Ug PLP P P P BMDC 11,14, 16

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

Peripheral vessel PP P P P BMDC

Noie2.3.4,56
7.8.10, 11,14,15

lL.aparoscopic
Musculo-skeiatal p Note 2,3.4,5.7,8.10,
Conventionat P P P P P BmocC 11,14
Musculo-skeletal
Superficial
Other {specify}
N = new indication; P = previously cleared by FDA K# 063085, KO72788, KOB1148, K082142, K0S0334, K093812, K111674, K121138

Additiona! Comments:

Note 1 For example: breast, lesles. thyraid. pen's, prostate. etc. Note 2 Ensemble lissue harmonic imaging

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

Note 5 3-Scape real-lime 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 Clarity VE vascular enhancement technclogy
Note 11 Advanced Sieclear spatial compounding 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 Vitre Diagnestics and Radiological Health (QIR)

Division 3ign-Off Division of Radiolegical Health; Office of In Vitro Diagnostics and Radiological Health

510(k}) Page 150! __
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Siemens Medical Solutions, Inc.
Ultrasound Division

S-Family Ultrasound Systems
510(k) Submission

510 (k) Number {if known):

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

7CF2 Curved array mechanical 3D transducer For Use On ACUSON 51000, $2000,
53000 Uttrasound Systems
Ultrasound imaging or fiuid frow analysis of the human body as follows:

Clinical Application

Made of Operation

PWD

CwWD

Color
Doppler

Amplitude
Doppler

Color
Velocty
Imaging

Combined
(Specify)

Other
(Specify)

Ophthalmic

Fetal

BMDC

Note 2.3,4,5,7,8,1C,
11,13

Abdominal

BMDC

Note 2,3.4.5.7.8.10,
11.13

Intraoperative

Intraoperative
Neurological

Pediatric

Small Organ

Neonatal Cephalic

Adult Cepnalic

Cardiac

Trans-escphageal

Transrectal

Transvaginal

Transuretnral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other {specify)

N = new indication; P = previously cleared by FDA Ki 063803, KO72786, KOB1148, K082142, K0U0334, KO93612, K111674, K121138
Additional Comments:

Note 2
Note 3
Note 4
Note 5
Note 7
Note 8
Note 10
Note 1
Note 13

Ensemble Lissue harmenic imaging

SieClear multi-view spatial compounding
Tigswe Equalization Technology

3-Scape real-time 3D imaging

B&W SieScape panoramic imaging

Power SieScape panoramic imaging

Ctarify VE vascular enhancement technology
Advanced Sieclear spatial compounding

STiIC

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANQTHER PAGE {F NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics ano Radiclogical Health (OIR)

Civision Sign-Off Division of Radiclogical Health; Office of In Vitro Diagnostics and Radiological Health

510(k)

Page 1§ of

S-Family 510(k) Submission
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

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

Device Name: TCFY Curved array smechanicat 3D transducer For Use On ACUSON S1000, $2000,
$3000 Ultrasound Systems
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation
Ciinical Application | A | B | m | pwp | cwp | Color |Amaliude| (200 | Combined Other
PR Doppter | Doppler | City {Specify) {Specify)
maging
Ophthaimic
Fetal N N N N N BMDC ?$t$32.3.4,5.?,8,10.
Abdarminal NG NN N N BMDC :4:"?32-3-4‘5-7-5-10-
Intragperative
intraoperative
Neurplogical
Pediatric
Small Organ

Neonatal Cephalic

Adult Cepnalic

Cardiac

Trans-esophageal

Transrectal

Trangvaginal

Transurgthral

Intravascular

Peripheral vessel

. Laparoscopic

Musculo-shefetal
Caonventional

Musculo-skeletal
Supedicial

Other (specify)

N = new indication; P = previously cleared by FDA K# 063803, K072786, K081148, K082142, KO90334, K003812, K111574, K121138 .

Additional Comments:

Note 2 Ensemble tissue harmonic imaging

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

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 13 STIC

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE CN ANOTHER PAGE iF NEEDED)

Concurrence of CORH, Office of in Vitro Diagnostics and Radiclogical Health (OIR)

Dwision Sign-OH Division of Radiclogical Health; Office of in Vitre Diagnostics and Radiological Health

510(k) Pago 160t ___
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Siemens Medical Solutions, Inc. S-Family Ultrasound SystemsA
Ultrasound Division §10({k) Submission

Diagnostic Uitrasound Indications for Use Form
510 {k} Number {if known}.
Device Name: SEVF4 Curved Array Transducer For Use On ACUSON $1000, 520090, $3000

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

Mode of Operation

Color
Velocity
Imaging

Cormhined Other
{Specify) (Specify)

Color | Amphtude

Clinical Apphcation A B M [ PWD | CWD Dopoler | Doppler

Ophthalmic

Note 23,4578,

Fetal P P P P . P 8MDC 1011, 13

Abdominal

Intraoperative

Intraoperative
Neuroiagical

Pediatric

Small Crgan

Note 2,3,4.5.7.8,

Neonatzl Cephalic P P P P P BMDC 1611

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Note 2,.3,4.5,7.8,

Transvaginal P P P P P BmDC 10.41 N

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other {specify)

N = new indication; P = previously cleared by FDA K# (063803, KO72786. K0B1148, KOB2142, KOD0334, KO93812, K111674, K121138

Additional Comments
Nole 2 Ensemble tissue harmonic imaging
MNole 3 SieClear multi-view spatial compounding
Nole 4 Tissue Equalization Technology
Note & 3-Scape real-ime 30 imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clanfy VE vascular enhancerment technology
Note 11 Advanced Siectear spatial compaunding
Note 13 STIC
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANGTHER PAGE IF NEEDED)

Concurrence of CORH, Office of In Vitra Diagnostics ang Radiological Health {OIR}

Division Sign-Off Division of Radiological Health; Office of In Vitro Diagnostics and Radiological Health

S10(k}) Page 170l ____

S-Family 510(k) Submission Page 34 of 64



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k} Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known}.

Device Name: V5Ms Muitiplane TEE Transducer For Use On ACUSON S$1000, $2000, $3000
Ultrasound Systems
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Calor
Velocity
imaging

Combined Other

Color |Amphtude
CWD {Specify) (Specity)

Clinical Application A B M | PWD Doppler | Doppler

Ophthalmic

Fetal

Abdominai

Intraoperalive

Intraoperative
Neurological

Pediatric

Small Organ

Neonatat Cephalic

Adult Cephalic

Cardiag

Trans-esophageal P P P P [ P BMDC Note 4

Transreclal

Trangvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Supericial

Other (specify)

N = new indication, P = previcusly cleared by FDA K# 063803, K072786. K081148, K0B2142, K090334, K093812, K111674. K121138

Additional Comments:
Note 4 Tissue Equalization Technology

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

Cancurrence of CDRH, Qffice of In Witro Diagnostics and Radiolagical Health (QIR)

Diasion Sign-0ff Division ¢of Radiological Heakh: Office of In Vitro Diagnoslics and Radiologieal Health

S10(k) Page 1B of ___

S-Family 510{k) Submission Page 35 of 64



Siemens Medical Solutions, Inc.
Uitrasound Division

S-Family Ultrasound Systems
510(k) Submission

510 (k) Number (if known):

Device Name:

Intended Use;

Diagnostic Ultrasound Indications for Use Form

18L& HD Lincar Array Transducer For Use On ACUSON $1000, $2000, $3000

Ultrasound Systems

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

Clinical Apptication

Mode of Operation

PWD

cwh

Calor

Doppler

Color
Velocity
Imaging

Amplitude
Doppler

Combined
(Specify)

Cther
{Specify)

Ophnthalmic

Fetal

Abdominal

Intravperative

Intragperative
Neurological

Pediatric

Small Organ
{Note 1}

amDC

Note 2.3,4,5,7,8,10,
11.14. 16

Neonatal Cephalic

Adult Cephalic

Cardiac

BMDC

Note 15

Trans-esophageal

Transrectat

Transvaginal

Transurethral

Intravascular

Peripheral vessel

BMDC

Ncte 2,.3,4.5.7.8.10,
11.14,15

Laparoscopic

Muscuto-shkeletal
Conventicnal

8MDC

Ncte 2,3,4,5,7.8.10,
11.14

Musculo-skeletal
Superficial

aMDC

Note 2,3,4.5,7,8,10,
11,14

Other {specify)

N = new indication; P = previously cleared by FDA KOB1148, KDB2142, K090334, K093812, K111674, K121138

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

SieClear multi-view spatial compounding
Tissue Equalization Technology

3-Scape real-time 3D imaging

B&W SieScape panoramic imaging

Power SieScape pangramic imaging

Clarity VE vascular enhancement technology
Advanced Sieclear spatial compounding

Note 1
Note 2
Note 3
Note 4
Note 5
Nate 7
Note 8
MNote 10
Note 11
Naote i4

.eSie™ Touch elasticity imaging / FTI

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

Note 15 AHP

Note 16 Custom Tissue Imaging

Caoncurrence of CORH, Office of In Vitre Diagnostics and Radiological Health (OIR)

Division Sign-Off Division of Radiologicat Healtn; Othice ot In Vitro Diagnestics and Radwlcgical Health

510(k)

Page 19 ot

S-Family 510(k} Submission

Page 36 of 64




Siemens Medical Solutions, Inc.

Uitrasound Division

S-Family Ultrasound Systems
510(k) Submission

510 (k) Number (if known):

Device Name;

Intended Use:

Diagnostic Ultrasound Indications for Use Form

8v3 Phased Array Transducer For Use On ACUSON $1000, $2000, 53000
Uitrasound Systems
Ultrasound imaging or fluid flow analysis of the human body as follows;

Clinical Application

Mode of Operation

PWD

CwWD

Color

Doppler

Amptitude
Dappler

Color
Velocity
Imaging

Combined
(Specify)

Other
{Specity)

Ophthaimic

Fetal

BMDC

Note 2.3,4.5.7,8,10

Abdominal

Intraoperative

Intraoperative
MNeurclogical

Pedhatric

BMDC

Note 2,3.4.5,7.8.10

Small Organ

Neonatal Cephalig

BMOC

Note 2,3,4.5,7.8.10

Adult Cephalic

Cardiac

BMDC

Note 3,4.6

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Iniravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Convenlional

Musculo-skeletal
Superficial

Other {specify)
Negnatal Cardiac

P

P

P

P

P

P

8MDC

Nete 3,46

N = new indication: P = previpusly cleared by FDA K# 063085, K072786, KOB1148, KOB2142, K090334, K093812, K111674, K121138

Additonal Comments

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

Ensemble tissue harmonic imaging
SieClear multi-view spatial compounding
Tissue Equalization Technology
3.Scape real-time 3D imaging
Cadence contrast ageni imaging
B&W SieScape panoramic imaging
Power SieScape panoramic imaging

Clanty VE vascular enhancement technatogy

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

Concurrence of CDRH, Office of (n Vitro Diagnestics and Radiological Heatth (QIR)

Dsvision Sign-Off Division of Radiciogical Health: Office of In Vitre Diagnostics and Radiological Health

§10(k)

Page 20of ___

S-Family 510{(k) Submission

Page 37 of 84




Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4V1c Phased Array Transducer For Use On ACUSON S1000, S2000, 53000
Uitrasound Systems
intended Use; Ultrasound imaging or fluid flow analysis of the human body as follows;
Mode of Operation
Clinical Application | A | 8 | m | pwp [ cwp | Color | Amplitude vgl?algnr: Combined Otner
Pp Doppler | Doppler | 1y (Specify) {Specity)
maging
Ophthalmic
Felal P P p P P [ BMDC | Notle23457810
Abdominat Pl P p P P P BMDC | Note23457810
Intraoperative P P P P P P amDec Note23457810
Intraoperative piPl{ P | P P P BMDC | Nole234578 10
Neurglogical
Pediatric P P P P P P BMDC Noe23457810
Small Organ
Neonalal Cephalic
Adult Cephalic P P P P P P BMDC Note23457810
Cardiac BMBC Tg'e 23457810
Trans-esophageal
Transrectat
Transvaginal
Transurethral
Intravascular
MDC
Peripheral vessel P P P P P P BMDC l:l;ne 23457810
Lapargscepic
Musculo-skeletat
Conventional
Musculo-skeletal
Superficial
Other (specily) RMIDC
Neonatal Cardiac P P P P P P Note 23457810

N = new indication; P = previously cleared by FDA K#'s 0524310, 051139, 041319, 032114, 022567 063085, KDS0I34, KO93812 K111674, K121138
Additional Comments:

Note 2 Ensemble ussue harmaonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equatizalion Technology
Note 5 3-Scape real-time 30D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Ctanfy VE vascular enhancement technology
MNote 15 AHP
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEERED)

Concurrence of CORH, Office of In Vitro Diagnostics and Ragiclogical Health (OIR)

Division Sign-Off Division of Radiclogical Heaith: Office of In \itre Dizgnostics and Ragiological Health

330k} Page 21 of

S-Family 510{k) Submission Page 38 of 64



Siemens Medical Solutions, Inc.

Ultrasound Division

S-Family Ultrasound Systems
510(k) Submission

510 (k) Number (if known):

Device Name:
Intended Use:

N = new indication; P = previously cleared by FDA K#'s 052410, 031139, 041319, 032114, 022567, 002807, 973767, A630835, K090334, K093812,

Diagnostic Ultrasound Indications for Use Form

&L 3 Transducer For Use On ACUSON S1000, S2000, S3000 Ultrasound Systoms
itrasound imaging or fluid flow analysis of the human body as foliows:

Clinical Application

Mede of QOperation

PWED

CwD

Color
Velocity
Imaging

Combined
(Specify}

Color  { Amptitude
Doppler | Doppler

Other
(Specify)

Ophthalmic

Fetal

BMDC

Nele234578 10,
11

Abdominal

Intraoperative
Note 8

BMIH

Nowe 23457810,
11

Intracperative
Neurglogical

Pediatric

Small Organ

BMDC

Noe23457810,
1

Neegnatal Cephalic

Adult Cephalic

Cardiac

BADC

Note23457810
15

Trans-esophagea!

Transrectal

Transvaginal

Transurethral

Intravascular

Penpheral vessel

BMIDC

Nole 23457810,
1115

Laparoscopic

Musculo-sheletal
Conventional

BT

Nole 23457819,
11

Musculo-skeletal
Superficial

BMIDC

Note 23457810,
11

Qther (specity)

K111674. K121138

Addittonal Comments:

Note 2
Note 4
Note 6
Note B
Note 11

Ensemble tissue harmanic imaging
Tissue Eguatization Technology
Cadence contrast agent imaging

Power SieScape panoramic imaging
Advanced Sieclear spatiai compounding

Note 3 SieClear multi-view spatial compounding
Note 5  3-Scape real-time 3D imaging

Note 7 B&W SieScape panoramic imaging

Note 10 Ctarify VE vascular enhancement technalogy

Note 15 AHP

{PLEASE 2O KOT WRITE BELOWY THI§ LINE-CONTINUE ON ANQTHER PAGE IF NEEDED}

Concurrence of CORH, Office of In Vitre Diagnestics and Radiolegical Health {CHR)

Division Sign-Off Division of Radialogical Health: Office of In Viro Diagnestics and Radiological Health

510(k)

Page 22 of

S-Family 510(k) Submission

Page 39 of 64




Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division : ' 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name; EV8C4 Transducer For Use On ACUSON $1000, S2000, S3000 Ultrasound
Systems
Intended Uise: Ultrasound imaging or fluid fiow analysis of the human body as follows:

Mode of Operation

Color
Velocity
Imaging

Combined Other
(Specify) (Specify)

Color | Amplitude

Chnical Applicaticn A B M | PWD | CWD Dopgler | Doppler

Qpnthalmic
Fetal P P p BMDC | Note23457810
Abdominal P [ P P P F BMDC Notle 23457810
Intraoperative
Pediatric

Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal

Transvaginal PP P P P p

o
o
el

BMDC | Nole2345678
10

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

Other (specify)

N = new indication; P = previously cleared by FDA N#'s 052410, 051139, 041319, 032114, 022567, 002807, 973767, 063085, KO80334,
K093812 , K111674, K121138

Addiional Cemments:

Note 2 Ensembile tissue harmonic imaging

Note 3 SieClear mult-view spatial compounding
Note 4 Tissue Equalization Technology

Note 5  3-Scape real-time 3D imaging

Note & Cadence contrast agen! imaging

Note 7 B&W SieScape panoramic imaging

Note 8 Pewer SieScape panoramic imaging

Note 10 Clarify VE vascular enhancement technology

{PLEASE DQ KOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office ot In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off Division of Radioiogicat Heallh; Office of In Vitre Diagnostics and Radiological Heaith

510(k) Page 23 of ___
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Siemens Medical Solutions, inc. S-Family Ultrasound Systems
Ultrasound Division ) 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 {k) Number {if known):
Device Name: V78 TEE Transducer For Use On ACUSON $1000, $2000, S3000 Ulitrasound

Systems
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 | (Specity) * | Imaging Other
Doppler Imaging {Specify)

Qphthalmic

Fetal

Abdominat PP P P P P P P Nota 4

Intracperative

Intraoperative
Neurological

Pediatric PP P P P P P P Note 4

Small Qrgan
{specify)™*

Neanalal Cephalic

Adull Cephalic

Cardiac | Pl P P P P P P P Note 4

Trans-esophageal | Pl P P P P P P P | Note 4

Transrectal

Transvaginal

Transuzethral

Intravascular

Peripheral Vessel

Laparcscopic

Musculo-skeletal
{Conventional)

Musculo-skeletal
[Superficial)

Other {specify)

P=previously cieared by the FDA under premarket notificalions #K0524 10, #K051139, #K041319, #K032114, and #K022567, KG93812,
K111674, K121138

Additional Comments:
*Combinations include: B+M, 8+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler, B+PWD+Color Doppler, B+CWD+Color Doppter,
B+Power Doppler, B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

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

{PLEASE DO NOT WRITE BELOW THIS LINE-CONFINUE ON ANGTHER PAGE tF NEEDED)

Concurrence of CDRH, Office of In Vitre Diagnostics and Radwological Health {QIR)

Dwvision Sign-0ff Division of Ragiological Health: Gifice of in Viro Diagnosucs and Radiolog:cal Health

5]0('\) Page 24 of _
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Siemens Medical Solutions, Inc, S-Family Ultrasound Systems
Ultrasound Division 510{(k} Submission

Diagnostic Ultrasound Indications for Use Form

510 (k} Number (if knowny);

Device Name: AcuNav 8F Ultrasound Catheter For Use On ACUSON $1000, 52000, S3000
Ultrasound Systems
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.

Mude of OQperation

Clinical Application A| B M| PWD [ CWD Color Power Colar Combined Other:
Doppler | (Amplitude) | Velocity | (Specifv)* | Harmonic
Doppler lmaging Imaging

Cphiuimiv

Feal

Abdominal

[ntravperitive
(Vascular)

Intraoperative
{Neurological)

Pedburic PP _P P P P P

Small Organ
{Specity)®*

Neonaty] Cephalic

Adult Cephalic

Cardue Pl P P P P P - P

Teans-gsophuageal

Trunsrectul

Transvaginal

Trimswrethral

Inra-Luminal P| P P P P P P

Peripheral Vessel

Lapuroscopic

Muscube-skeletal
Conventional

Muscuio-skeietal
Superticial

Other {Intr-Cardiae) P|P P P P P P

P=Previously eleared by the FIDA K99263 1, K033650, KN42393, KO71234, KOS3812, K111674, K121138

Additienal Comments:
*Combinations include B+M, B-1"WD, B+CWD B ~Color Boppler, B+M~ Color
Dappler, B3+PWD-{olor Doppler, B HCWID+Color Doppler, 13 #Power 1Joppler,

B-MAPOWER DOPPLER, B+PW{IHTOWER DOPPLER, BHCWDHPOWER DOPPLER

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

Concurrence of CDORH, Office of In Vitro Diagnostics and Radiological Health (QIR)

Division Sign-Oft Division of Radiological Heatth; Office of In Viro Diagnostics and Radiclogical Health

510k} Page 250f _

S-Family 510{k) Submission Page 42 of 64



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

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

Device Name: AcuNav 10F Ultrasound Catheter For Use On ACUSON $1000, S2000, $3000
Ultrasound Systems
Intended Use: Catheter is intended tor intra-cardiac and imraluminal visualization of cardiac

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

Made of Operation

Clinical Application ALTB M PWD | CWD Color Power L olor Combined (Hher;
Doppler | tAmplitade} | Velocity | (Specifv}* | Elarmonic
Doppler Imnging Imaging

Ophtalimic

Fetal

Abdominal

Intraopesative
{Viseulur)

Intezoperative
{Neurological)

Pediatric PP P P P P P

Sl Organ
(Spectho)*e

Neenatl Cephalic

Adult Cephalic

Cardiac PP P P P P P

‘I'rans-csophageal

Transrectal

‘Fransvaginal

Transurethral

intra:L.uminal P|P P P P P P

Peripheral Vessel

Laparoscopic

Mluscalo-sheletal
Conyventiona]

Musculoe-shelerul
Superticial

Other (nira-Cardipe) P| P P P P P P

P=Previously cleared by the FDA K992631 KO33650, KIM2393 KO71234, K093812, K111874, K121138

Additivnal Comments:
*Combinations melude 13 +M. 13 PWD 13-CW0L B+ Color Doppler, B b+ Coler
Doppler, 3 ~1"WED-Color Doppler, B+CW D+ Color Doppler. B« Power Daoppler

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 Diagnostics and Radiological Health (OIR)

Division Sign-Off Division of Radiological Health, Office of In Vitro Diagnosbes and Radiological Health

S10(k} Page 25 0f _

S-Family 510(k) Submission Page 43 of 64



