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Siemens Medical Solutions USA, Inc.  ACUSON X300 ™ Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission
510(k) Summary
Sponsor: Siemens Medical Solutions, Inc.,
Ultrasound Division
1230 Shorebird Way
Mountain View, California 94043 FEB 19 9009

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

Submission Date: January 6, 2009

Device Name: ACUSON X300™ Diagnostic Ultrasound System
SONOVISTA X300 Diagnostic Ultrasound System
ACUSON X300™ Diagnostic Ultrasound System, premium edition

Common Name: Diagnostic Ultrasound System with Accessories

Classification:

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

Ultrasonic Pulsed Doppler Imaging System FR # 892.1550 " Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-1YO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX
Diagnostic Intravascular Catheter FR # 870.1200 Product Code 74-DQO

A. Legally Marketed Predicate Devices

The Siemens Acuson X300 ultrasound system is a multi-purpose diagnostic ultrasound system

. with accessories and proprietary software, and is substantially equivalent to our current product,
the Siemens Acuson X300 ultrasound system (K080760, K072676, KO71036 and K061946) and
the following:

K050240, ACUSON CV70 Cardiovascular System

K063085, ACUSON Sequoia Ulfrasound System

K071036, Acuson X300 Diagnostic Ultrasound System

K080760, ACUSON X300™ Diagnostic Ultrasound System, premiunm edition
K083149, Arterial Health Package (AHP) software

B. Device Description:

The Acuson X300 has been designed to meet the following product safety standards:

» UL 60601-1, Safety Requirements for Medical Equipment
» |EC 60601-2-37 Diagnostic Ultrasound Safety Standards
=  CS8A C22.2 No. 601-1, Safety Requirements for Medical Equipment
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Siemens Medical Solutions USA, Inc. ACUSON X300 ™ Diagnostic Ultrasound System
Ultrasound Division : ‘ 510(k) Submission

= AIJUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical
Acoustic Output Indices on Diagnostic Ultrasound Equipment
»  AIUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound
- = 93/42/EEC Medical Devices Directive
» Safety and EMC Requirements for Medical Equipment
= EN/IEC 60601-1
EN/IEC 60601-1-1
EN/IEC 60601-1-2
EN/IEC 60601-1-4
EN/IEC 60601-1-6
EN/IEC 60601-2-18
=  EN/IEC 60601-2-25
= |EC 1157 Declaration of Acoustic Power
= |SO 10993-1 Biocompatibility

C. Intended Use

The Siemens Acuson X300 ultrasound imaging system is intended for the following applications:
General Radiology, Fetal, Abdominal, Intraoperative, Pediatric, Small Parts, Neonatal/Adult
Cephalic, Cardiac, Transesophageal, Pelvic, Transcranial, OB/GYN, Urology, Vascular,
Musculoskeletal, Superficial Musculoskeletal, and Peripheral Vascular applications.

The system also provides for the measurement of anatomical structures and for analysis
packages that provide information that is used 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”. '

D. Substantial Equivalence

The submission device is substantially equivalent to the predicate with regard to both intended
use and technological characteristics.

E. Performance Data

The Acuson X300 modifications are verified and validated according to the company’s design
control process. :
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. DEPARTMENT OF HEALTH & HUMAN SERVICES o ‘Public Health Service

Food and Drug Aaministration
9200 Corporate Boulevard
Rockville MD 20850

Siemens Medical Solutions USA, Iﬁc., Ultrasound Group .
% Mr. Mark Job o
Responsible Third Party Official

. Regulatory Technology Services LLC ‘ ‘ FEB 19 2008

1394 25™ Street NW

- BUFFALO MN 55313

Re K090276
' Trade/Device Na.me Acuson ‘{300 Dia; gnostic 21 Thras(}und caysi SULK
Regulation Number: - 21 CFR §92.1560 : .
Regulation Name: Ultrasonic pulsed echo imaging system
‘Regulatory Class: 1I
Product Code: IYQ, IYN, and ITX
. Dated: February 3, 2009
Received: February 4, 2009

Dear Mr. Job:

 Wehave reviewed your Section 510(k) premarket notification of intent to market the device °

referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include

.. requirements for annual reglstratlon listing of devices, good manufacturing practlce labehng,
and, prohlbltlons aﬂanlf'-’* rmwn ‘ndﬂ& And ac Ldlera!mr e e

“This defénninatidn of substantial equWalence applles to the fbllowihg transducers intended for
“use with the Acuson X300 D1agnostlc Ultrasound Systems, as described in your premarket

notification:

Transducer Model Number

P4-2 Phased Sector Array
CHS5-2 Convex Amray
VF10-5 Linear Array

L9-5 Linear Array
EC9-4 Convex Array
EV9-4 Convex Array
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- VF13-5 Linear Array
- P8-4 Phased Sector Array
BE 9-4 Convex Array
CW2 Continuous Wave
CWS5 Continuous Wave
AcuNav 8F Intracardiac
AcuNav 10F Intracardiac
‘ V5Ms TEE
 4V1c Phased Sector Array
VF13-5SP Linear Array
C8-5 Tightly Curved Array
8L3 Linear “Regel”
10V4 Phased Array
: - G7F2 Curved Array Mechanica} 3D/48y. -~ . -
. BV9F4 Curved Array Mechanical 3D/4D
L13F5 3D/4D Mechanical Wobbler Linear -
VF8-3 Linear Array
P5-1 Phased Array
C6-2 Convex Array
SoundStar 10F
P9-4 Phased Array

- If your device is classified (see above) into either class II (Special Controls) or class IIT (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean '
*that FDA has made a detérmination that your device complies with other requirements of the Act.
or any Federal statutes and regulations administered by other Federal agencies. Youmust .
~ comply with all the Act’s requirements, including, but not limited to: registration and listing-(21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
- forthin e quahty systems:(QS) regulation (21 CFR Fart' 820} andifapplizdble, the slectianic 50
the' et 2 CFR. 1O00-1080.

: ThlS letter will allow you to begm marketmg your device as descrlbed in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your deviceto -

proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
. Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
- (240) 276-3150 or at its Internet address http://www.fda. gov/cdrh/industry/support/index.html
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If you have any questions regarding the content of this letter, please contact Paul Hardy at
(240) 276-3666.

Sincerely yours,

'@KM. Morris
Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices

{Office of Device Evaluation
Center for Devices and Radiological Health

“Enclosure(s) N
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Siemens Medical Solutions USA, Inc. ACUSON X300 ™ Diagnostic Ultrasound System

Ultrasound Division. . 510(k) Submission
Indications for Use Statemenf

510(k) Number (if known): .oqoxr76

Device Name: Acuson X300 Diagnostic Ultrasound System

Indications For Use:

The Siemens Acuson X300 ultrasound i |mag|ng system is intended for the following appllcatlons
General Radiology, Fetal, Abdominal, Intraoperative, Pediatric, Small Parts, Neonatal/Adult
Cephalic, Cardiac, Transesophageal, Pelvic, Transcranial, OB/GYN, Urology, Vascular,
Musculoskeletal, Superficial Musculoskeletal, and Peripheral Vascular applications.

' The systern also. prowdes for the. measq[ement of F znatomical structuresand for analysis

packages that provide information that is used 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 Somety for
Vascular Imaging”.

Prescription Use ____ X__ AND/OR . Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

. (PLEASE DO MQT WPITE REL (‘M—‘ ”q ! !NE-CONTINUF ON ANOTHER PAGE IF NEEDED)_.

e

.\‘ .

' Cbncﬂfrende of CDRH, Office of Dovice E\}a[uation' (ODE)

/7] A
- (Division Sign-0ff) (/" </

Division of Reproductive, Abdominal and

Radiological Devices :
510(K) Number Kowe 7t
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Siemens Medical Solutions USA, Inc. : ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division

? 5[0(k) Submission
Diagnostic Ultrasound Indications for Use Form
' 510(k) Number {if known): .
Device Name: ) ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnestic imaging or fluid flow anailysis of the human body as follows:
Clinical Application Moda of Qperation
QOther . : Calor
Specific Calor Amplitude Combined Other
T D
{ 0:?;?1 (Tracks11& 3) A 8 M Fw cwp Doppler Dopplar l\‘:::;:g {Specify) (Specify}
Ophthalmic . § Oohthalmic
Fetal ] Note
P P P P P P . BMDC 23,457,851
Abdominal N - Nota
) . P| P P P P P BMDC 23.457.89.11
Intra-operative Note
(Nate 6) PPl P | P P P BMOC 1} 234578911
. o oL Intta-operative: - P [ s, R Nite
Y R TR I N I Y P4 Pl P - SMIC | 534518011 | -
e N -] _Lapargscopic . : I ™ T T - - C o
thal Pediatric ) - Nots
P P P P P P BMDC 234578911
Imaging SmatlOrgan ) B Nota
& Other (Note 1) | PP P P P P BMDC | 5325.7.89.11
Neonatal Caphalic Nota
P P P P P P BMDC 23,45,78911
Adult Cephalic Note -
P P P P P P BMDC 234578911
Trans-rectal : Nota -
P P P P P BMDC 2.3.4.5.7.3,2._11
Trans-vaginal Mota
' _ PP | P P P BMDC | 2345.7.88.11
Trang-urethral
Trans-asoph. Note
r fnan-Card.) P12 P e P BMOC | 234578811
} Musculo-sket, Note
" {Convant} PP P P P P _BMDC 1§ 034578011
Mussulo-skel. Nots
{Superfic) PP P P P P BMDC | 234578911
Infra -vascular Note
P P P P P P BMDC 2,3,45,7.8,3.11
Cther : Mota '
{Soecify) PPl P P P P BMDC | 234570911
Cardiac Adult Mote
I . PIP| P P P P BMDC | 23457891102
Candiac .Qardlac Pediatric P p P P p P BMDC !;lgl: 5788.44
Intra-vascular . . . Note
A Cardey | | P|Pj P .| P |. P P _ BMmDc 2dasssen. |
._.' [P I R | ]r[r;n':;%;«mﬁleﬂ" B B T O T R P R P x| BUDG. 2345 188 P
= m-cafﬁ‘*' o B iR p ) P b emoo | Ng“; 7891
, 1 . A5,
‘ °"‘°‘ Ery _ plri P P P P LY B
Peripheral Peripheral vesset P P p ’ P P P BMOC Note
234578951112
Vassel Cther (Spacify) p p P P g p BMDC l;g?‘ 578011
N = new indication; P = previously clearad by KOB0760 ) .
Nota 1 For example: braast, tastes, thyroid, penis, prostate, efo. i
Nots 2 Engemble issue harmonks imaging
“Note 3 3D imaging
Note 4 B&W SieScaps panoramic imaging
Note § Power SieScape panoramic imaging
Nots & Far example: abdorninal, vascular
Note 7 Contrast agent imaging
Note-8  SleClear multh-view spatial compounding
Mote8  Tissue Equallzation Technology
Note 10 Intracardiac imaging
Nota11  Dymamic TCE .
ﬂ..t?_Jz_AFfE
) ( : E DO NOT WRITE BELOW THIS LINE—CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Devica Evaluation (ODE)
Prescription Use (Par 21 CFR 801.108)
(Dw:snon Slg ‘
Division of Re

Draductwe Abdomm
Radiological Devices aland

51000 Number KO > 32 S



Siemens Medical Solutions USA, Inc.. - ACUSON X300™ Diagnostic Ulirasound System
Ultrasound Division oo . 510(k) Submissian

' Diagnostic Ultrasound Indications for Use Form

510(k) Number {if kniown):

Device Name: P4-2 Phased Sector Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: - Biagnostic imaging or fluid flow analysis of the human body as follaws:

Clinical Application Mode of Operation

COther . ' ; Color .
( Trackt Specific A 8 M PWD CWD Color Amplitude Vdecity Combined Other

Only) {Tracks114 3) _ Doppler | Doppler | it | (Speciy) (Specify)

Ophthatmic  J- Ophthalmic

Note
Fatat Pl P P P P P BMDC 2,3,4.5.789.11

sl . " Ahdami ’ 4 s ] : C o - .. Note -
R T Ahdemlnal 1 B P P ‘ B . P - P . . BMDC 235678011

inira-operative
{Hots 6)

Intra-operative
{Neuro}

Laparoscopic

Fetal

. R Note
Pediatric Ple P P P P BMDC 2,3,45.7.89,11

Imaging SmaltOy
& Other ([\Tm 1;gan

. Nota
Neonatal Cophalic P e p P P P BMDC 2,3,45,789,11

: Nata
Adult Cephatic ‘P | P P P P p BMOC 2345788511

Trans-rectal

Trans-vaginal

Trans-urathral

Trans-asoph.
{non-Card.)

Museulo-skal,
{Convant.}

Musculo-skel.
{Suparfic)

Intra«vascuiar

Other
{Specify}

Cardiac Adult pler| P P P 3 ' BMDC ..+, Nota

234578911

CaicPetiatic < | | e {p | 2ot p | p. 1 e _l T

E N S -ty r i =
P R o § {Cardlac) - s fe 4l

B
5

Trans-asophageal |- o - B E — v

{Cardiac)

Intra-cardiac

Other (Spacify)

Parpharal Peripheral vessal Ple| p F P P ' BMDC 23 4:3‘?% 9.11

Vassal Other (Specty)

N = new indicatian; P = praviously cleared by KOGUT60

Nots 1 For example: breast, testes, thyrold, penis, prostats, etc.
MNaote 2  Enssmble tissus hammonic imaging
Note 3 3D imaging

Note 4 B&W SiaScapa pancramic imaging
Note 5  Power SieScape panuramic imaging
Note & For example: abdaminal, vascular

MNatn 7 Contrast agent imaging

Note 8- SiaClear multi-view spatial cempounding
Note 9 Tissue Equallzation Technology

Note 10 Intracardiac imaging -

Nota t1  Dynamic TCE

L _.étyﬂwﬁg;_www THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
(D ision Slgn-Off) ; Comgrrenue of CORH, Office of Davice Evaluation (DDE)

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number ___K0923%6




Siemens Medical Solutions USA, Inc. . ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division : *a 510(k} Submission

. Prescription Use {Per 21 CFR 801.109)

Diagnostic Ultrasound Indications for Use Form
510{k) Mumber (if known):
Device Nama: " CHS-2 Convex Array Transducer for use with:

ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: . Diagnostic imaging or fiuid flow analysis of the human body as follows:

Chinical Agplication Moda of Operation

Other ) . | ) Calor .
Specific Coalor Amplituda L Combined Other
{ Bﬁ@’;‘ (Tracks11&3) | A | B | M| PWD | CWD | poooer |  Doppier :::;”;i:; (Spacify) (Specify)

Qphthalmic Ophthalmic

' Naote
Fetal PIP| P PP BMDC 23457.89.11
2 Naedomingt - iR | e |l e e e T | emoc e

: al . . . e 2 R e & NI | 234578911

07 vwa-operative
{Nots 6}
Intra-operative
(Naur}

Laparrscopic

. : Nota
Fetal Padiatic 4 P P P P EMBC 2.3.45.789,11

Imaging SmaliJrgan
& Other {Note 1)

Neonatal Cephatic

Aduft Cephalic
Trang-rectal
Trans-vaginal
Trans-urethral
| Trans-esoph.
{non-Card.)
Musculo-skal. Nota ’
(Convent.} PIPI-P P P BMDC 2.3.45.7.88,11
Musculo-skal,

| (Superfc)
Ievtra-vasqular
Other
(Specily)
Cardiac Aduit Plel| P P P BMOC | 533575011

y . Note
Candiac Cardiac Padiatric P P P P . 8MDC 234578911

LI TEU N IR A B : e T o

ol ‘ _E?;dla'cg S PR R . S P ~ :

A I (o R DR S I . Y : : T | !
: Inra-cardiac

_ Gther (Spactfy)

Poripheral Paripharal vessel P P P ] P P . BMDC

Vassel Other {Speclfy)
N = naw indication; P = previously cleared by KOBOT60

Note
2345788911

MNata 1 Faor axample breast, testas, thyrold, penls, prostate, etc.
MNote 2 Ensamble fissue hamonic imaging
Noted 3D imaging

Note4  BA&W SleScape panoramic Imaging
Note 5 Pewar SiaScape panoramic imaging -
Nota&  Forexample: abdominal, vascular

Note 7 Contrast agent imaging

Nota 8  SieClaar mult-view spatial compounding
Nete 9 Tissue Equalization Technology

Notz 10 Intracardiac imaging.

Note 11 . Dynamic TCE

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Congurmence of CORH, Office of Device Evaluation (ODE)
/f %% Prascription Use {Per 21 CFR §01.109)
(Divisich S:gn-Off) '

Division of Reproductive, Abdominal and
Radiclogicai Devices

E4NAA A vma b ¥ o2 L




Siemens Medical Solutions UiSA, Inc,

Ultrasound Division

510(k} Number (if known):

Device Name:

Intended Use:

Diagnostic Utrasotind Indlcations for Use Form

ACUSON X300™ Diagnostic Ultrasound System
510(k) Submission

YF10-5 Linear Array Transducer for use with:
ACUSON X300 Dlagnostic Ultrasound Systems
Diagnostic imaging or fluid flow analysis of the human body as follows:

3t

. Clinicat Application Maode of Operation
Other i . Color :
Specific : Color Amplitude Vi Comblred Other
iesd (mekstiesy | A | 8 | M| PWO | CWD | pooder | Doppler peloclty | (Speciy) (Speciy)
Ophthalmic Ophthalmig -
Fatal
) i ° e BoC | 5487800
i Abdarming] ; " — A -
R PIRL P P . BMDC.- | 345780,
Intra-operativa
{Note 6)
Intra-operative
{Naurn)
Laparoscopic :
Fetal Pediatric PP ) B P BMDC - 234754011539 »
Imaging SmallOrgan Mots
& Othar {(Note 1) PP P P P BMDC 23457891
Meonatal Cephalin Note
PlP P P P BMDC 234578811
Adutt Cephallc :
Trens-rectal
Trans-vaginal
Trans-umthral
Trans-asapk.
{non-Card.) ;
Musculo-skel. Nota
{Convert.) P1P ® P P BMDC 234578911
Musculo-gkel. Note
| (Superic i P P BMDC | 2345789m |
Intravascular
Other -
{Specify}
Cardiac Adult
|| Cardiac Cordiac Pediatric Note 12
nfravascular . . R
. RGaflews i B - - . i
b Trns-moghageal B s B x - ) :
o g {Cardiag N I ' : g N
Intra-candiac - : )
Othet (Spacify)
Paripharal Paripharal vessel ‘ Nota
PP} P P P BMOC | 2345788112
Vassal Othar (Spaclfy)

N = naw indication; P = previously cleared by KOBOTE0

Nate 1 For example: breast, testes, thyroid, penis, prostale, etc.
Note 2 Ensemble tissus hamonic Imaging
Note 3 30 Imaging ’ )
Notz 4 B&W SieSeapa panoramic imaging
Nate § Powar SleScape panoramic imaging -
Note €  For exampls: abdominal, vascular
Nots 7 Contrast agent imaging )
Nota 8 SlaClaar mutti-viaw spatfai compounding
Note 8 Tissue Equalization Technology
Note 10 Intracardlac imaging

Dynamic TCE

\ Mats 11

)

Prascription Use (Per 21 CFR 801.109)

(Division §ign-0ff)
Division of Reproductive, Abdominal and -

Radiological Devices
510(k) Number ___ K092 26

Ao
o

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurmence of CORH, Offica of Davice Evaluation (ODE)



Siemens Medical Solutions USA, Inc. ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division ' = * 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

 510(k) Number (if known]:

Device Name: L85 Linear Array Transducer far use with:
. ACUSON X300 Diagnestic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:
Clinical Application Made of Operation
Other Color ) .
Specific Color Amplituda . Combined Other
Track? A M | PWD CWD : Velo -
oy | Creckstiaay 8 W Ooppler | Doppler | /RS | (gpeciy) (Specify)
Ophthalmi Ophthalmic '
Note
_ Fatal ‘ PiP P P L _ BMDC 234578511
O F NP . : R g R s Mote
B sk’ NES Sl My ARLOY HIEERE N SR BMDC |- 234578911
inlra-cperative ~ M
(Note 6)
Intra-operative
“(Newro)
L aparmscopic i . '
Fetal Pedlatric Pl Py P P P BMDC Note
) : 23,457,891
Imaging SmaliOrgan - Note
& Other {Note 1) I P P e BMOC 234578311
Mote
: Meanatal Cephallc P P P P P BMDC 23,457.89,11
Aduit Cephalic
Trans-rectal
) Trans-vaginal
i Trans-urethral
) Trans-asoph.
ron-Card.)
Musculo-skal. S y Note
Convent) PP P P P BMDG 234578911
Musculo-skal. Note
1 (Superfic) PlFP P P P BMDC 23457.89,11
Intra-vascular
Other
(Specify)
Cardiac Adult . . )
|} cardiac Cardlac Pediatric . i . ota 12
: . - !-v ’ ‘]..‘ - -
T L w N - B " )
Cthar {Specify)
| Paripheral Peripharal vassal P P P P P BMDC 23457851112,
Vessel Other (Specify)

N =new Indication; P = previously clearad by K080760

Nota 1 For exampla: breast, testes, thyroid, penls, prastats, etz
Nota 2 Engemble tigsua harmonic imaging

MNote 3 30 Imaging

Nota 4 B&W SieScape panoramic imaging

Now&  Powsr SieScape panoramic imaging

Note 6 For example: abdominal, vascular

Neta7  Contrast agent imaging

Note 8 SieClear multi-view spatial compounding

Nota & Tissue Equalization Technology

Note 10 Intracardlac imaging ~
Nota 11 Dynami. TCE. .
Nota 12°  AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON AMOTHER PAGE IF NEEDED}
; - Caneurrenca of CORH, Office of Devica Evaluation (ODE)

[ - o
S / o '?JL% Prescription Usa {Per 21 CFR 801.108)
(Division ﬁdrﬁolff B - - |
Division of Reproductive, Abdominal and
Radiological Devices
A10{k) Numhear ko 3+




Siemens Mediczl Solutions USA, Inc. ‘ ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division ' b, 510{k) Submission

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

Device Name: EC%-4 Convex Array Transducer far use with: -
ACUSON X300 Diagnostic Ultrasound Systems-
Intended Uge: Diagnostic imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Dperation

Other .
{ Track1 Specific

Oniy) {Tracks1l& 3)

. Calar . ‘
Ale|m| pwo | cwp | Cobr | Ampfuda | oy | Combined Other

Doppler Doppler Imaging {Specify) {Speciiy}

Ophthalmic Qphthalmic

) : _ Note
(Folt NS T L T R L

mdgminal PRl L b e ]

Intra-0perative
[Nate 6)

Intra-operative
[Naurg}

Laparoscopic

Fatal Pediatric

Imaging SmallOrgan . Note
& Other Nota 1) PIP P P P BMDC 23,457,891

Neonatal Cephalic Pl P P P P BMDC Note

23457489, 11
Adult Cephalic

Note
Trans-ractal Pl P Pl P P BMDC 2,3,4,5,7.89,11

. R . Nota
Trans-vaginal P P p P L BMDC 2345785911

Trans-urethral

Trans-esoph.
(non-Card.)

Musculo-skel.
(Convent.)

Musculo-skal
{Superfic)

Intra-vascular

Other
(Specify)

Cardiac Adult

R . E:ardiar;. " -] Cefdiac Pediaiy - |- - 1 - o ) - Iy
e A 7 T2 S TS S P N P i g
. ‘ B . k - '{LHILAHG}“' . . :

Trans-asophageal

{Cardiac)

Intra-Cardlac

Other (Specify)

Paripheral Perlpherai vessel

Vasgsl _{ Cther (Specify)

N = new Indication; P = praviously cleared by KOBU7G0

Nota 1 For axampla: breast, tastes, thymold, penis, prostate, ate.
Nota 2 Ensembla ssua harmonic imaging

Notz 3 3D Imaging

Notz4  B&W SieScape panoramic imaging

Note 5 Power SleScape pancramic Imaging

Nate § For exampla: abdominal, vascular

Nots 7. Contrast agant imaging

Note 8 SleClaar multi-viaw spatial compounding -
Note 9 - Tissue Equalzation Technology

MNote 10 Intmcardlac Imaging

Note 11 Dynamic TCE

‘
N // g /(( % (PLEASE 0o ﬂOT vgarrs aELoué E:E grfqﬁi;c‘%yyge'ﬁ:: u,:::oa%%ae ;’AGE IF NEEDED)
DlViSIOII{ Slgn Off) Prescripton Usa (Per 21 CFR 801.109) :
Division of Reproductive, Abdommal and
Radiological Devices

510(k) Number Ko 76



Siemens Medical Solutions USA, Inc. . Lo ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division . : 510{k) Submisgion

'Diagnostic Ultrasound Indications for Use Form

510{k) Mumber (if known);

Device Name: EVS-4 Convex Array Transducer for use with:
ACUSON X200 Diagnostic Ultrasound Systems
intended Use: ‘ Diagnostic imaging or fluid flow analysis af the human body as follaws:

i

Clinicat Appiication Mads of Operatien

Other . : Colar o
{ Trackt Spetific A B M PWD CWD Color Amplitude Velocity Combined Other

Oniy) . (Trackstl& 3) Ooppler Dopplar Imaging {Specify) (Specify)
Ophthalmic Ophthalmic

. . . Note
Fetal R B B T T T T Mol RS-y r P T

Y - Abdorninial o F

Intra-aperative
{Nota 6)

Intra-operative
{Neung)
Laparoscopic
Fetal Pedlatric

Imaging SmaliCrgan ' Note i
& Other (Nota 1) Py P B P P BMDC 2,3,457891 [
Neonatai Caphalic PP P | P P . BMDC 234 'g‘;‘% 911
Adult Caphalic

Transtectal | PP P P P ‘ BMDC 23 4?% 8,11

Trans-vaginal P Pl P . TP P BMDC 234 gqrt% 8,11

Trans-ursthral
Trang-asoph.

{non-Card.)
Musculo-skal.
{Convent.)
Musculo-skel,

{Superfic)

intra-vascular
Other
{Spacify)
Cardlac Adult ]
Cardl.'acp'adiaﬁé R N T R
| Tarevemsodar o f o R A N I, S A
{Caiian). - il S R A B N L . | SRR N T
¥rang-asophageal - § - B S BN AP R O ) T

{Cardiac) i ’
Intra-Cardiae

. Gthar ({Spacify)
Peripheral ' Paripheral vassel
Vessal Qthar (Spacify)

- N = naw Indication; P= previously clearsd by KUBOTE0

.

Nota 1 For example: breast, tastes, thyrold, panis, prostats, efc.
Notn2  Ensemble issue hammonic imaging
Now3  3Dimaging
Nota4  BEW SleScape panoramic Imagtng
Note§  Power SiaScape parnuramic imaging
Noe 6  Forexample: abdominal, vascutar
Notz 7 Contrast agent imaging
Noted8  SlaClear mutt-view spatial compounding
Note 9  Tissue Equaltzation Tachnology
Note 1¢  [ntracardiac imaging

.- Nota 11 Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
ey —— Coetngnce of CDORH, Office of Device Evaluation {ODE)
Prescription Usa (Per 21 CFR 801.108)

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number _____J0A2 7€




Siemens Medical Solutions USA, lnc.

, ACUSON X300™ Diagnostic Ultrasound System
[itrasound Division w

510(k) Submission
Diagnostic Ultrasound Indications for Use Form

510(k) Number {if known):

_ VF13-5 Linear Amray Transducer for use with:
ACUSON X300 Dlagnostic Ulfrasound Systems

Diagnostic imaging or fluid flow analysis of the human bady as follows:

DOevice Name:

Intended Use:

Clinical Application Mode of Operation
Other . " Color .
Specific Cotor Amplitude Cambined Other
A Vi ; "
( B’:&’)“ (Tracks11& 3} B M| PWO | OWD I pogier | Doppler | | r:;‘fr'}; (Specify) {Speciy}
Ophthaimic Ophthalmic
. Note
Fatal P| P P P P BMDC 234578811
i . . i *  Nole
Abdominal | . . - P P P P e - P _ i BMCC 224570811
R ST F intmooperative B T PN B bt oL
. o f{plotedy o BT : S , =
Intra-gperative
(Neurg)
Laparoscopic :
Fetal Pediatric plr P P p BMDC Nate
2,3,4,57,835,11
imaging SmallCrgan : ; Nota
& Other (Nate 1) Bl P P P e BMOC 23,45.7.88,11
Nota
MNeonatal Cephalic P P P P P BMDC 234578911
aAdult Cephalle
Trans-mqtal
Trans-vaginal
Trans-urathral
Trang-asaph.
{nonCard.)
Musculio-skel. Note )
{Convent) PP e P P . BMDC 234578911
Musculp-skel. Note
{Superfic) PP P P P BMDC 2.3.457,89,11
Intra-vascular
Other
{Specify)
| Candlac Adult Note 12
Cardiac Cardlac Pediatric
Intra-vascular
{Cardlac})
A e Traifz-ngophageal ] 1. v . : 4
cepfmdecy, 0 L o S L . - o
- o mecardiac . - T - *» -
. - iher iSpactfy) L - —
] MNote
| Paripheral Perlpheralvessgl P P P . p . P BMOC 234578891142
Vagsal Ot_h_er(Specify}

M = new indication; P = pravioualy claared by KOB0760

Power SlaScape panoramic Imaging ] |

Mota 1 Far exampla: breast, testas, thyrokd, penis, prostata, efc.
Nata 2 Ensembile tissue harmonic imaging
Note 3 ID imaging
Note 4 BAW SieScape panorarmic imaging
Naota 5
Nota 6 Far example; abdominal, vascular
MNota 7 Contrast agent imaging
Note 8 SiaClear mutti-view spatial compounding
Nota & Tissue Equafization Technology
Note 10 Intracardiac imaging
| Nota 11 Dynamic TCE

Nols 12 __AHP

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

Lo Ter,

Concurrenca of CORH, Offica of Device Evaluation (QDE)
Prascription Usa (Per 21 CFR 801.109)

e

(Divisior Sign-Off)

&~

Division of Reproductive, Abdominat and

Radiological Devices

Yoap 7¢

510(k) Number .




Siernens Medical Solutions USA, Ine. ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division 510(k) Subrzission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

P84 Phased Sector Array Transducer for use with:

Device Name: ACUSON X300 Diagnostic Ultrasound Systems . "
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as fallows: i
Clinlgal Application Moda of Operation
Other ; . . Color .
Specific Color Amplitude y Combined Othar
[ Trackt A B M PWD CwWD Velogity P "
Only) {Tracks1l& 3) i Doppler Doppler imaging (Spetify) (Specify)
Opbthalmic * § Ophéhalmic
) Nota
Fetal Pl PL P P P P ) BMOC 234578911
s Ahdc:rf:lnal._ : P "-’ 3 P;_ e F‘_ g T , P 5 ) BMDC 23,567,891
1 Infra-opermative )
{Note 6)
Intra-operative
(Moura)
Laparascopic .
. Nota
Fetal Pediatric PP P P P e ) BMCC 2345788.41
Imaging SmaliOrgan ’
& Other (Maote 1)
: Nota
Naonatal Cephalic P P P P P P BMDC 2345768914
Adult Caphalic
Trans-rectal
Trans-vaginat
Trans-urethmal
Trans-esoph.
{non-Card.}
Muscuto-shkel. ) . Hote
{Convent) i P P P BMDC 2.3.4,5789.11
Musculo-akel. .
(Superfic}
intra-vascular
Othar
(Specify)
\ Note
Cardiac Adult P P P P P P ‘ BMDC 234578911
Cardiac Cerdlac Podiaic Pl P | [ P P | ] oeMoe | g, e
o T ATy D N ‘....w e T ) . .
- b jCandien) ko RN S T IR TR,
B ndn.!"{_ﬂp:"i eEn §h - e N A I - S
1 {Cardiac) : R R S I
Intra-cardlac
Other (Spaciy) .
Peripheral | Peripheralvessal |- PI P P P p P BMDC 234578811
Vassal Other {Specify)

" N = new indication; P = praviously cleared by KOBO760

Nota 1 For example: breast, testes, thynald, penis, prostats, sft.
Note 2 Ensambla issue harmonic imaging
Note 3 3D Imaging

Note 4 B&W SieScape panoramic imaging
Nats § Power SleScape panoramic imaging
Nate & For examptls: abdominal, vascular

Note 7 Contrast agant Imaging

Nots 8 SteClear multi-visw spatial compounding
Noto 8 Tissus Equafization Technology

Note 10 Intracardiac Imaging

Note 11 Dynamh TCE

s DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
; % Coneurrence of GDRH, Office of Devic Evaluation (ODE)

s .
(Division Sign-C#)

Prasnrlpﬂon Uszs (Per 21 CFR B01.109)
Division of Reproductive, Abdominal and
Radiological Devices
510(K) Number Low 76




Siemens Medical Soluhons USA, [ne. ' '_ - ACUSON X300™ Diagnostic Ulirasound Systern
Ultrasound Division 510(k) Submission

| ' Diagnostic Ultrasound indications for Use Form

510(k) Number (if known):

BE 9-4 Convex Amay Transducer for use with:
ACUSON X300 Diagnostic UNtrasound Systems

intended Use: ' Diagnostic imaging or fluid flow analysis of the human bady as follows:

Device Name:

Clrniéa[ Application Mode of Operation

(‘1?:3,[1 Specific alalml pwo | cwo | Cobr | Ampiude | E9°T | Combined Other

oy | (Tckstizs) Doppler |  Dappler I‘ﬁ;‘;:‘é {Specify) (Specity)

Ophthalmic Ophthaimic

Fetal N I T _ P L3 | BMDC | Note2345789

ol b Apdominat o

Intra-aperative
(Mote 6)

Intra-operative
(Neuro)

Laparoscopic

Fetal Pediatric

Imaging SmallOrgan ’
& Other {Nate 1) ) P P P P P | BMDC Nota 2,3.4,5,7.8,9

Neonatai Caphatic P P P P P BMDC Note 2,3,4.57,89

Adull Cephalic

Trans-tectal P P P : P P BMDC | Nol2345789%9

Trans-vaginal P P P P P BMDC Note 2,3,4,5,7,8,9

| ’ Trang-urethral

Trans-esoph.
{non-Card.}

Musculo-gkel.

{Convent)

Mussule-skel,
§§ugrﬁc{

Intra-varcular

Othar
{Specify)

Cardlac Adult

Cardizc Cardlac Pedlatic

] Inu-a-vascular
ﬂ"‘wd!z ok

P hecen

o o mns-aswhagaﬂ[
s {Cardiagy-e ¢

mh'aacatdfac : . R Y

Other (Specify)

Peripheral Paripheral vassel

Vassal Other (Specify)

N = naw indication; P = praviously cieared by KO&OTEQ

Nota 1 For axampla: breast, testes, thyrold, penis, prostata, atc.
Note 2 Ensemble tissue harmonic imaging

MNate 3 30 imaging

Nota 4 B&W SieScapa panoramic imaging

Note & Powaer SleScape panoramic imaging
Nota 6 For exampla: abdominal, vascular

Nota 7 Contrast agent imaging

Note 8 SiaClear multhview spatial cnmpoundmg
Note 9  Tissua Equalization Technology

Note 10 Intracardiac imaging

Note 11 Dymamic TCE

) . {PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
o //M p % W °°'“”“2°;;2‘§€£”u:ﬁ$:?£?“m'?°§‘ﬂ‘a%‘§°" o8
(Divisich Sfgn-0ff) - - |
- Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number ____ L0 92.7%¢




Siemens Medical Solutions USA, Inc. N ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division P ' 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k} Number (if known):

CW2 Continuous Wave Dopplar Transducer far use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Device Name:

Clintea] Application Mode of Qperation

QOther " " Color
Specific Color Ampfituda N Comblned Dther .
( g:,’f;‘ (Tracksti&3) | A | B | M} PWO | oWD | e | “Doppler :‘:;‘;fg (Speelfy) (Specify)

Ophthalmic Ophthalric

Fetal ) P

Abdominal , P

e - [ ff Intm-operative Y R CERLE N R T o
B {Nota§). =~ .- i SR ¢ .

[ntra-operative
{Neuro)

Laparoscopic

Fetal Pediatric

Imaging SmallOrgan
& Other (Note 1)

Neonatal Caphalic

vi T b I

Adult Cephalic

Trans-ractal -

Trang-vagiraf

Trans-urathral

Trans-asoph.
: [ron-Card.}

Musculo-skel. e
(Convant.)

Musculo-skel. N .
(Superfic} N I

Intra-vascular

Other
(Specify)

Cardlac Aduit P

Cardiac Candiac Pediatric . P

Intra-vascular
(Cardiac)

Trans-asophageal
| {Cardiac)

Intra-cardias

- OtheriSpecity}

-1 Pedphoral: . | Perlphzral visssel

Vassal Othar (Speciy) .

N = new Indication; P = previously cleared by K080760

Naota 1 For example: breast, tsstes, thyrold, penis, prostate, ete. . -
Note 2 Ensambla issus hamonic imaging to-
Note 3 30 imaging

Note 4 BAW SieScape panoramic imaging .

Note § Power SieScapa panoramic imaging -

Note 6 For example: abdominal, vascular

Note7  Canirast agent Imaging

Note 8  SieClear mult-view spatial compounding

Note 8 Tissue Equalization Technology

Nota 10 iIntracardiac imaging

Mote 11 Dynamic TCE

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concwrence of CORH, Office of Devica Evaluation (QDE)
Prescription Use (Par 21 CFR 801.109) -

o dehon
- Vo)A |
(Division Sigh-Gfy) A /%‘} o
- Division of Reproductive, Abdominal ang

RadiologicalDevices
510() Number Ko 3,

e




Siemens Medical Solutions USA, Inc. ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division ) ' $10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510{k) Number (if known): ' ) :

CWS Conlinuous Wave Doppler Transduger for use with:
ACUSON X300 Diagnostic Ultrasound Systems

intended Use: Diagnastic imaging or fiuid flow analysis of the human body as follows:

Device Name:

Clinlcal Application Mode of Cperation

Other , - Color .
- Specific - Color Amplitude Combined Cther
‘g’"“s}“ (Trckstig3) | A | B | M | PWD | CWD | pler | Doppler I‘ﬁ;‘;ﬂ; {Specify) (Specify)

Ophthalmic Ophthalmic ‘ '

Fetal -]

Abdominal i L P

Ve | rrmoperaive - [ [ [ T L RS O
| Mot &y : : 1 :
Intra-operative
[Neuro)
Laparoscopic

Fetal Padiatric ] P ] |

W

Imaging SmallOrgan P
& Other {Nota 1}

Neonatal Cephalta P -
Adult Cephalic i P i - 1 &
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-asoph.
{non-Card.)
Musculo-skel.

{Convent ) ) P
Musculo-skal, I
{Suparfic
Intra-vascular
Other
{Specify)
Cardlac Adult P
Cardiac Cardlac Pedlatric P
Intra-vascular

. Trang-esophageal -
’ LB htra-Dardize, Lo . . 1= - ’ s - T
I H-Othat{Spectly) ] ¥ o N EONNEN
% .. ¥ Peripharat " : | Paripheralvessel | - ]-- ] . T St
Vessal -} Other {Specify) . j
N = naw Indication; P = previously clearad byKOBTﬁEO

Nota 1 For example: breast, testes, thyrald, pens, prostate, etc.
Note 2 Ensembia tissus harmonlc Imaging
Note 3 30 imaging
Nate 4 B&W SleScape panoramic Imaging
Note 5 Power SieScapa panoramic Imaging
Nota 6 For axampls: abdominal, vascular

~ Note 7 Contrast agent imaging '
Note 8 SlaClear multiviaw spatfal compounding
Maote 9 Tissun Equallzation Tachnology
Note 10 Intracardlac imaging
Note 1t .Dynamic TCE

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

' Concumenca of CORH, Office of Devica Evaluation (ODE)
. / Prescription Use (Per 21 CFR 801.109)
| [mﬁ%
(Division 8fgn-0tf) ?

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number Koan 7




Siemens Medical Solutions USA, Inc. . ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division E 510(k) Submission

' 4

Dtagnoétnc Ultrasound !ndlcatlons for Use Form

510(k) Number (if known):

AcuNav 8F Intrécardiac Transducer for use with:

[

Device Name: ACUSON X300 Dlagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Dperation.
Other - . C ) : ) Color )
Specific Calar Amgplitude . Combined . Other
Track1 Al B | M| Pap | cwD Vel .
(OF:I;) {Fracks1(& 3) Dopplar Doppler Is:agﬁg (Specify) ~ (Bpecity)
Ophthaimic Ophthalmie ]
Fetal
. . : | Ab:lluminall"l N L ) B SEUE B R B
) Intra-operativie . | ' ' ’ T
{Note 6} :
Intra-operative
{Neuro)
Lapargscopic -
. ' . MNote
' Fetal Pediatric P| P P P P p BMDC 23.7.8.910.11
Imaging SmallQrgan
& Othar (Note 1)
' Neonatal Caphalic
Adult Cephalic
Trans-ectal
Trans-vaginal
Trans-urethral
Trans-esoph. N
(non-Card.)
Musculo-sket.
(Convent.}
Musculo-skel.
(Superfic)
. Note
Intra-vascufar P P P P P P BMDC 247881011
,3,7,8.9.10,
Cther
{Specify)
. * Nota
- Candiac Adult PP P P P P BMDC 233.78,9,10,11
Cardlac Cardisc Pedlatric PP P P p P BMDC | 44 7Ns°qtain i,
e N ntrawascutar < UL ohe, Ll = _”'. - R ) . Nota,
e Sk Candiae) AT 2 B ‘i-. P L BMLC:-, N 2373,94011
L cslLo= B s .. vf Tiams-esophageal § |, 4. 1. & ; e : = - - ‘
3 S P - {Cadiac) - | ! i
Intra-cardiac I P P P P BMDC 237884041
Other (Spacify) )
Pedpheral | Peripheral vessal
Vassel Qther (Spaclfy)
N = naw indication; P = praviously clearad by K080TE0
Nota 1 Far example: breast, testes, thyroid, pania, pmstate. etc,
Note 2 Ensamblo tissua hammonic imaging
Mota 3 3D imaging .
Note 4 B&W SleScape panoraniic imaging
Nots 5 Power SieScaps pancramic Imagling
MNota&  For axample: abdominal, vascular
Mota 7 Contrast agent imaging
Note § SleClear mult-view spatial campounding
Naie 9 Tissue Equalization Technalogy
Nota 10 Intracardiac imaging
Note 11 Dynarnic TCE
{\ . E DO NOT WRITE BELOW THIS LINE-CONTINUE OM ANOTHER PAGE IF NEEDED)
7 % Concurrence of CORH, Offica of Device Evaluation (ODE)

(Dlwsmr{/glgwré{") mapdption Use (Par21 CFR g0t. 1.09)

Division of Reproductive, Abdom:nal and
~ Radiological Devices -
51000 Number . KOG 24



Siemens Medical Solutions USA, [nc. . ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division ' 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

AcuNav 10F Intracardiac Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows

Device Name:

¥

Clinical Application - Mads of Operatlan

Other N . Color " ’
Specific . Coler Amplitude | . Cambinad Other
( Bf,;‘;‘ (Tracks11& 3) Al B | M PWD | CWD | plee | Doppler I‘r’::;g (Specify) {Specify)

Dphthalmic Qphthalmic

Fatal

Abdominal

) ntmeopentive o)
A (Nate€) .
Intra-oparative
{Neuro)
Laparascopic

. Mote:
Fetal Pediatric plep P P P P BMOC 23,785,011

Imaging SmallOrgan
& Other (Note 1)

" Mecnatal Caphalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
{non-Card.)
Musculo-skal.
{Convent.) .
Musculo-skal,
{Superfic}

Intra-vascutar P| P ] ‘P P P | emoc

Other
(Specify}

Cardize Adult P

ote -
2,3,789,10.11

! Nota .
P P P P -BMDC 237891011

P
Cardiac Candiac Pediatic plp P P P P EMDC Nota
P

2,3,7,88,10,11

Intravascular . P
fardingh % N ! —
wawewgm.;cmf A A e ‘ i NEE N D
{Ginties) ol TR il NI T PRI Bty SR Ll Z .

] . . . s CRTEE T - LS 0 -Mow- o
Intra~cardiac P P P P P P BMDC 23,785,101
Cther (Specify)

Paripheral Peripharal vesset
Vessal Other [Specify) -
N =new Indication; P = praviously clearad by K080760

. Nota

Pl PP 4 P o BMBG o eaggn 45

Note t For example: breast, testes, thyrold, panis, prostate, etz
Nate 2 Ensemble issue hammonic imaging

Nota 3 30 imaging

Nots 4 B&W SleScapa panoramic imagling

Nota § Power SleScape pararamic inaging
Naote & For example: abdominal, vaseutar

Nate 7 Contrast agentimaging .

Note 8 SlaClear multi-view spatial sompounding
Nole$  Tissue Equallzation Technology

Nofa 10 Intracardiac imaging

Nota 11 . Dynamic TCE

(PLEASE O NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
J . Cuncurrema of CDRH Ofiice of Devica Evaluation {(QDE)
‘ sasiption Lsa (Per 21 CFR, 801,109}

(Division Sign-0ff)
Division of Reproductive, Abdominal and
Radiological Devices

510(k) Number ___JCOP2 76




4

Siemens Medical Solutions USA, Inc. ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division B 510(k) Submission
1 .

Diagnostic Ultrasound Indications for Use Form

510{k) Mumber (if knc’:yvn):

V¥5Ms TEE Transducer for use with: .
ACUSON X300 Diagnostic Ultrasound Systems -

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

Device Name:

Clintcal Apalication ) Moade of Operation
Other " Color !
Specific Color Amplitude . Combined Cther
( g:;lr (Tracks1i& 3) A B M PWD CWD Daoppler Doppler I\::;%ti:rg (Specify) [Specify)

Ophthalric . Ophthalmic

Fetal

Abdominal

"Intra-operati\(e e I T ] R
(Mateg) - * - T ’ ’
Intra-operativa
{Neuro)
Laparascople

Fatal | Pediatric -

Imaging SmallOrgan
& Other {Note 1}

Neonatal Cephalic
Adult Cephalic
Trans-recial
Trans-vaginat

Trang-urethral
C Trang-esaph.
{ (nan-Card.)
Musculo-skel.
{Convant.)
Musculg-skel.
| (Superfic)
Intra-vascular
[ Other
(Spacify) : :
Cardiac Aduit [ P P P P P ) BMDC Note 2,3,7,8,9,11
Cardiac Cardlac Pediatic P P P P P P BMDC Note 2,3,7,8,9,11
Intra-vascular
| (Carinc)
Trans-esophageal
A chgsTﬂsx:} )

P P P P -P A BMDC | Note 2378511,

Paripheral - - Peﬂpherajvessel o s R ‘
Vessal QOther (Spacify) _
N = new Indication; P = previously ¢laared by KOBOT6(

Nata 1 For example: breast, testas, thyroid, penls, prostate, afc.
Nots 2 £nsembls issus harmonic imaging )
Note 3 3D imaging

Note 4 B&W SiaScape panoramic imaging

Nate 5 Power SleScape panoramic imaging

Note 6 For example: abdominal, vasaular

Note 7 Contrast agent imaging

Note 8. SieClear mult-view spatial sompounding
Mate 8 Tissue Equalization Technology

Nate 10 Intracardiac Imaging

Note 11 Dynamic TCE

(PLEA.SE 0O NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrance of CORH, Offics of Devics Evaluation (ODE)
C / ,fm//%/}v‘f

Prascription Use (Par 21 CFR 801.109)
(Division Sign-Off)

Division of Reproducﬁve,-Abdomlna! and
Radiologicai Devices
510(k) Number ____I£0 G2 2¢

L ! N . W ) i " 1 D



L
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5 N | tiner (Spasiy’

Siemens Medical Solutions USA, Inc.
Ultrasound Division

510(k) Number {if known):
Device Name:

Intended tise:

Diagnostic Ultrasoun_d Indications for Use Form
4V1c Phased Sector Array Transducer for use with:

ACUSON X300 Diagnaostic Ultrasound Systems
Diagnostic imaging or fluid flow analysis of the human bady as follows:

ACUSON X300™ Diagnostic Ultrasound System
510(k) Submission

Clintcal Application

Moda of Operation

Other h
{ Trackti T Spkesc;lli; 3
Only) rac )

Color
A B M PWD CWD Color Amplitude

Valocity
Dopplar Dappler Imaging

Combined
(Specify)

QOther
{Specify}

Ophthaimic Ophthalmic

Fotal

BMDC

Note 2,3,4,5,7.8.9

Abdominal

BMDC

' Note 2,356,789

-3 intra-operative
“{Nate )

Intra-operative
{Neuro}

Laparoscopic.

Fetal
Padlatric

BMDC

Note 2345789

Imaging SmaliQOrgan
& Qther {Mota 1)

MNeonatal Cephallc

BMDC

Note 2.3,4,5,7.8,9 .

Adult Cephalic

BMDC

Nate 2,3,4,5,7,8.9

Transrectal

Trans-vaginal

Trans-urethral

Trans-asoph.

{ron-Card.)

Muscub-skel.

§ (Convant}

Musculkz-skal.
{Superfic)

Intra-vascular

Cther
{Spacify}

Cardiac Adult

BMDC

Nats 2,3.4,5.7.8,8

Cardlac Cardiac Padiatric

BMDC

Note 2,345,788

Intra-vascular
{Cardiac)

Trans-esophageal

Inira~sordist

Peanpheral Peripheral vessal

BMDC

Nots 2,3,4,5,7.8.9

Vassel Othar {Specify)

N = new Indication; P = previously cleared by KOBO760

Note 1 For axample: breast, testas, thyrold, penis, prostata, efc.
Note 2 Ensembie tlssua hammonic imaging

Note 3 30 imaging

Motad4  BSW SieScaps panorami: Imaging
Note 5  PowerSiaScape panoramis imaging
Nota & Faor example: abdominal, vascular

Nots 7  Contrast agantimaging

Nota 8  SieClaar multi-view spatial. compounding
Mote 9  Tissua Equalization Technology

Noia 10 Intracardlac Imaging
Note 11 Dynami: TCE .

Lt

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

Concurrenca of CORH, Office of Device Evaluation (ODE)
Prescription Usa (Per 21 CFR 801.109)

(Division Sign-Offf

Radiological Devices

[

Division of Reproductive, Abdominal and

510(k) Number o 276




Siemens Medical Snlut'\ions USA, Inc.

ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division

510(k) Submission
Diagnostic Ultrasound Indications for Use Form
510{k) Number {if known): -
. VF13-55P Linear Array Transducer for use with;
Device Name: ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: - Diagnostic imaging or fluld flow analysis of the human body as fallows:
Clirdcal Application Mede of Operation
Other . . Calor
Specific ; Color Amplitude Combined Other
({ Track1 A B M PWD CWD Velocity p
Only) ({Tracks1i& 3} Doppler Doppler |maging (Specify) (Specify)
Qphthalmic Ophthalmic
Fetal
Abdominal
‘Intra-oparative |, i : <. N .. IR N I-: R ~ ' Note
(Neia 6) ~ 1P P r P N | TeMou 234578811
Intra-operative ) Note
Neuro) PP P 1P P BMDC 234578511
Laparoscopic
Fetal Padiate PP P P p BMDC Note
etal iatdc 2,3.45789.11
Imaging SmallOrgan Nate
& Other {Note 1) PP P P P ‘ BMDC | . 9345789.1
’ Note
Keanatal Cephatic P P P P P BMDC 23,4,5.7.89.11
Adult Cephalic
Trans-actal
Trans-vaglnal
Trans-urethral
Trans-asoph.
{non-Card.}
Muscuio-skel. Note
Convant) P P P . P P BMDC 23456.783.11
Musculo-skel. Nats
{Supesfic) PP i P P BMDC 2,3,45789.11
Intra-vascular : ) )
Qthar
{Specify}
i Cardiac Adult Note 12
Cardiac Cardiac Pediatric :
Intra-vascular
{Cardlac} . . .
Wrans-esophageal ] ‘ P 1 1T
pacarkae) e BN B S it
R SR e N L_ - A G IR L i
vs, . F Other (Specityy . 1| § )
" ) ) ] Note
Peripheral Peripheral vessel P P P ) P P BMDC 234,5789:11,1
2
Yassal Cther (Specify)

N = new indication; P = previously cleared by KDB0TE0

Note 1 For example: breast, testes, thyroid, panis, prostate, ete.
Nota 2 Ensemble tissue harmonic imaging
Note 3 3D Imaging
Note 4 BEW SinScape panoramic imaging
Note§  Power SleScape panoramis imaging
Nota 6 For exampla: abdominal, vascular
Note 7 Contrast agent imaging -

"Nots 8 SieClear multi-view spatial compounding
Nota 9 Tissue Equalization Technology
Note 10  (ntracardiac imaging
Nota 11 Dynamic TCE
Nofe 12 "AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
] f CORH, Qffice of Davice Evaluation (ODE).
P 't . ’ Prascription Use (Per 21 CFR 801.108 -
(Divisfon Sign-0ff) fipton Use o

Division of Reproductive, Abdominal and
Radiclogicat Devices
510(k) Number ____ 0927




Siemens Medical Solutions USA, Inc.

Ultrasound Division

ACUSON X300™ Dragnostic Ultrasound System
510(k) Submission

P

4

Diagnostic Ultrasound Indications for Use Form

- 510(k) Numbsr

510(k) Number {if known}:

C8-5 Tightly Curved Array Transducer for use with:

Device Name: ACUSON X300 Diagnostic Ultrasound Systems

Intended Use:

Diagnostic imaging or fluid flow analysis of the human body as foflows:

{linical Application Maode of Operatian

Other
( Track? Specific

Amplitude
Qnly) (Tracks11& 3)

Colar
A B M PWO cwD Doppler

Doppter

Color
Valosity
Imaging

Combined
(Speciy)

Chher
(Specify)

Ophthalmic Ophthalmic

Felal RIE P P P

BMDC

Note 2,3,4.5,7,8.8

Abdominal P P P

BMDG

Note 2,3,4,5,7,8,9

R _'Imra-nperaﬁvg,
fNota:dy -

Intra-aperative
{Meuro}

Laparcscapic

Fetal Pedialric : P P P P P

BMDC

Note 2,34,5,7.8.9

Imaging
& Other

SmaliQrmgan
{Note 1) P P P P P

BMOC

Note 2,3,4,5,7,8,9

Necnatal Caphatic p P [ P p

BMDC

Note 2,345,789

Adult Cephalic P P P P P

BMDC

Nota 2,3.4,5,7,8,9

Trans-rectal

Trana-vaginal

Trans-urethral

Trans-esoph.
[non-Card.}

Musculo-skel.
(Convent.)

BMDC

Mota 2,3,4,5,7,8,9

Musculo-skal.
(Superfic)

BMDC

Nata 2,3,4,5,7.8,8

Intra-vagcular

Other N
[Spacify)

Cardlac Adult P P P P P

_BMDC

Nole 2,3,4,5.7.8,9

Camdiac Cardlac Padiatric P P P P P

BMDC

Note 2,3,4,5,7,8.9

Intra-vascular

(Cardiac)

Trans-asophageal ] 1
) S ool BN (EUSSY KOO N SRR S il

* |rirar-¢ardiac

S | her (Spesiy [T T T e

Peripheral Peripheral vessal ] P | P p P P

BMDC

Vessal Other (Specify)-

Note 2,3,4,5,7.8,9

N = new indication; P = prviously cleared by KOSOTE0

Nate 1 For axample: bresst, teates, thyreid, penis, prostate, ato.
‘Note2  Ensemble tissue harmanic imaging
HNote 3 3D imaglng ’

Note 4 B&W SleScaps pancramic Imaging
NotaS  Power SieScape panoramic imaging
Note 8 For axample: abdominal, vascutar
Nota7  Contrast agantimaging .

Nota 8 SlaClear mult-view spatial compaunding
Note @ Tisaua Equaiization Technology

Note 10  intracardiac Imaging

Note 11 Dynamic TCE

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

Concurrence of CDRH, Offica of Davice Evaluation {ODE)

: : Prescription Use (Per 21 CFR 801.108)-
_ / /Yl /_/Zt/ W |
(Division Sigh-0ff) &)

Division of Reproductive, Abdominal and

Radiological Devices | )

Ko a2 34




Siemens Medical Solutions USA, Inc. . ) ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division : S 510¢k} Submission

Diagnostic Ultrasound Indications for Use Form

510(k} Number {if known):

BL3 Linear "‘Regel” Transducer for use with:
ACLUSON X300 Diagnostic Ultrasound Systems

intended Use: ’ Diagnostic imaging or fluid flow analysis of the human body as follows:

Device Name:

Clinical Application Mode of Oparation

Other " " Color
; Specific Color Amplitude - Combined Cther
‘g:li‘)“ (Tacks1iz3) | & [ B¢ M | PWD | oown | o | “Doppler ;'r’:;‘;g {(Specy) (Specty)

Ophthatmic Dphthalmic

Fatal P P- P . P P BMDC Nota 2,3.4,5,7.8.8
Abdominal P P P . P . P . BMDC * | Nota.2,3,4,57.8.9

. 5 . . 1 ieva-aperative B - o " oo TR
P st Lol gy : A ] s s

lntra-oparaﬁye
(Neusoy

Laparascopic

Fetal Padiatric P P P P ‘P . BMDC Note 2,3,4,5,7,8,9

imaging SmalQrgan ;
& Other {Nota 1) . P P P P ] P BMDC_ Note 2,3.4,5,7,8,9

Neoratal Cephalic P P P P P BMDC Note 2,345,789 -
Adult Caphalic )
Trans-rectal
Trans-vaginal . .
Trans-uretheal T
Trans-esoph.
non-Carnd.)
Musculo-skel. . :

{Convant) P P ‘ P P P BMDC Note 2,3,4,5.7,89
Musculo-skel. :
Suparfic) P P- P 7 _ P P . BMDC Nota 2,3,4.5.7,8,9
Intra-vascular
Other

{Spexify) :
| Cardiac Adult ‘ Note 12
Cardiac Cardiac Pediatric ) .

intra-vascutar
[Cardiac)
Teans-esophageal
oA o oo T ardee)

' ' T R ' "Nl -
P P : P P BMDC | 2345788,12

| Peripheral
Vessel Othar {Specify)
N = new indication; P = previously cleared by K080760

Note 1 For example: breast, testas, thyrold, penis, proatate, atc.
Note 2 Ensemble tissue harmonic imaglng

Nota 3 3D Imaging

Note 4 B&W SieScapa panoramic imaging

Note § Power SieScape panoramic Imaging

Note 6 For exampla: abdominal, vascular

Note 7 Contrast agent imaging

Nota 8 SleClear multi-viaw spatial compounding

Noie § Tigsue Equalization Technalogy

Note 10 Intracardiac imaging -

- Note 11 Dynamic TCE ’

Nots 12 __AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Congurrence of CORH, Offica of Device Evaluation (CDE}

o Prascription Usa (Per 21 CFR 801.108)
(Division Signd3f)” =
 Division of Reproductive, Abdominal ang
Radiological Devices - '

510(K) Number o 974




Siemens Medical Solutions USA, Inc.

Ultrasound Division

510(k) Nu

mber (if known):

Davica Name:

Intended Use:

10v4 Phased Amay Transducer for use with:

ACUSON X300™ Diagnostic Ultrasound System
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

ACUSON X300 Dlagnostic Ultrasound Systems
Diagnostic imaging or fluid flow analysis of the human bady as follows:

Clinizal Application

Mods of Operation

Other
{ Track1
Only)

Specific
(Tracks11& 3)

A

B

M

PWD

cwo

Calor
Doppler

Amplitude
Doppler

Calar
Velccity
Imaging

Combined
(Specify)

Other
(Specity)

Ophthalmic

Qphthalmic -

Fetat

Imaging
& Cther -

Fatal

BMDC..

-Note 2,3,4,5,7,8,9

Abdominal -

Nete 2,3,4,5,7.8.8

intra-oparativa : -
{Nota 6}

BMOC

=

Intra-operative
{Neuro)

Laparoscopic

Pedilatric

sMDC

Note 23.4,5,7.8,9

SmallOrgan
(Note 1)

Neonatal Cephalic

BMDC .

Mote 2,3,4,5,7.8,9

Adult Caphalic

Trans-ectal

Trans-vaginal

Trans-Urethrat

Trans-asoph.

{ron-Card.}

Muscuio-skel.
{Convent.)

BMDC

Note 2,3.4,5,7,8,9

Musculo-skel.

{Superfic)

Intra-vascular

Othaer

(Spectfy)

Cardiac

Cardlac Adult

BMDC

Note 2,3,4,5,7,8,9

Cardiac Pedlatric

Note 2,3,4,5,7,8,9

Infravascular
(Cardlac)

BMDC

‘il Trars-aunphageal
A Ty Yoy

iniresnrdiae <t Y

Chther (Spacify)-

Peripheral
Vessel -

Pearipheral vassel

P

P

EMOC

Nots 2,3,4,5,7.8,9

Cther (Spacify)

N = new indication; P e previously cleared by KOB0760

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANGTHER PAGE {F NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE} -
Prascription Use (Par 21 CFR 801.109)

Note 1 For example; breast, testes, thymid, penis, prostata, ete.
Mots 2 Ensemble tissua harmonlc imaging:
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic Imaging
Note 6 For axample; abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SleClaar mult-view spatial compounding
Note @  Tissue Equalization Technology
Note 10 Intracandiac imaging
Mote 11 Dynamic TCE

————————— 4

(Division Stan-CHf)

Division of Reproductive, Abdominal and
Radiological Devices

510(k) Number

Ko w2 72¢




Siemens Medicel Solutions USA, Inc:
Ultrasound Division

510(k) Number (if known):

Device Name:

Intended Use:

ACUSON X300™ Diapnostic Ultrasound System
510{k) Submission

'

Diagnostic Ultrasound Indications for Use Farm

C7F2 Curved Array Mechanical I0/4D Transducer for use with;
ACUSON X300 Diagnostic Ultrasound Systems

Diagnostic imaging or fluid flow analysis of thé human body as fallows:

k-

Clinical Application Mode of Operation
Qther . N Cotar
Specific Color Amplitude " GCombined Other
{ Trackdl A B M PWD CwD Velocity y
Only) (Tracks$i& 3) Doppler Doppler Imaging (Specify) {Specify)
Oplithalmic Ophthalmiz .
Note
- Fetal P P P P P BMOC 234576911
2o | Aedomial PP P F ¢ BMOG | 'y, 4’;“;%9“.
- Intra-operative !
[Note )
Intra-operative
(Newra)
Laparoscopic
Fatal Pedatrc Plrl P P P BMOC | 4,590
Imaging SmalOrgan
& Qther [Nota 1}
Neonatal Cepha[i_c
Adult Caphalb;
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skal. Mote
(Corwent) i P P P BMDC 2.3,4,5.7.89,11
Musculn-skel.
{Superfic)
Intrawvascular
Cther
(Spechy)
. Note
Cardiac Adutt Pl P P P P BMDC 234578911
S I ) i . B AT | I
Camac Y Camtas Crdiatie i S T | SR W & - X TR AR MR
.o ntrpsrascitar \ 3 . T o A
' [Cardizg) . L A F
H -~ { Trans-ssophagsal
(Cardlac)
Intra-candizc
Other (Specify)
Paripheral | Perpharal vessel Pl P P P P BMDC AR o 11
34,5788,
Vessef Other (Spacify) '

N = new indication; P = previously cleared by KOBO76D

Note 1 For axarnple: hreast, testes, thyrid, penis, prostats, et.
Nota 2 Ensemble tissue harmonic imaging

Nots3 3D Imaging

Nots 4 B&W SlaScape panoramic imaging -
Nots 5 Power SiaScape panoramk: imaging
Note & For exampla: abdominat, vascular

Note 7 Centrast agant imaging

Nots 8 SleClaar mulfi-view spatial compaunding
Nota @ Tigsue Equallzation Technalogy

Note 10 Intracardiac imaging
Mote 11 Dynamic TCE

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

& of Davice Evaluation {ODE)

{Divisfon Sign-0ff)

rescription Use (Per 21 CFR 801.109)

Division of Reproductive, Abdominat and

Radiological Devices

510(k) Number . Ko 92 7¢



Siemens Medical Solutions USA, Inc.
Ultrasound Division

510(k} Mumber (if known):

Device Name:

intended Use:

Diagnostic Ultrasound Indications for Use Form

ACUSON X300™ Diagnostic Ultrasound System
510(k) Submission

EV9F4 Curved Armray Mechanical 30/4D Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Applicatian )

Mcde of Operation

Other
{ Track?
Only)

Specific
(Tracks1i& 3}

A B M

CWD

Color
Doppler

Amplituda
Daoppler

Calar
Valpcity
Imaging

Combined
(Specify)

Other
(Spectiy)

Ophthalmic

{Ophthalmic

Fetat

BMDC

Note

- 234578811

Abdaminal

(Nawia G}

Intm-operative -

intra-cpermtive
(Meuro}

Laparoscopic

Fetai

Padiatric

Imaging
& Cther

SmallOrgan
(Note 1)

BMDC

Nota
234578911

Neonatal Caphalle

BMOC

Nota
2,3.45.783 11

Adult Cephalic

Trans-rectal

BMDC

Nota
2,3.45789.11

Trans-vaginal

BMDC

Mot
2,345,789 11

Trans-urethral

Trans-esoph.
[non-Card.)

Musculo-skak,
[Convent.)

Musculo-skal.
(Superfic)

Infra-vascutar

Other
{Specify)

Cardlac Adult

Cardiac

Cardlac Padiatric

S L - f—

Ny (Cardlac)

-} Trans-ycophagnal.
- {Camliac) -

Intra-vascular

Infra-carias

Olrer (Speciy)

Parlpharal

Peripheral vessel

Vessel

Other (Specify)

" N = new Indication; P = praviously cleared by KG80760

Note 1 For axample: braast, testes, thyrold, penls, prostate, etc.
Note 2 Ensembla tissue hammenic imaging
Nom3 3D imaging

HNote 4 B&W SieScape panoramk imaging
Note 5 Power SlaScape panoramic imaging
Note & For example: abdominal, vascular

Note 7 Contrast agant imaging ’

Note 8 SieClaar multiviaw spatial compounding
Note 8 Tissue Equafization Technalogy

Note 10 Intracardlac Imaging

Nate 11

Oynamiz TCE

( (DWision Sign-Bi)

{PL

Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number

Co W 24

E DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANQTHER PAGE IF NEEDED)
Concurranca of CDRH, Office of Davice Evaluation (ODE)
Praseription Use (Par 21 CFR 801.108)



By N

Siemens Medical Solutions USA, Inc. - ACUSON X300™ Diagnostic Ultrasound Systemn
Ultrasound Division '}u‘. $10{k} Submission

Diagnostic Ultrasbulnd Indications for Use Form

510(k) Number (if known):

L13F5 3D/4D Mechanical Wobbler Linear Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fiuid fiow analysis of the human bady as follows:

Device Name:

Clinkal Application Mode of Operation

Other ‘ . o . Color .
( Tracks Specific A B M PWD CWD Color Amplituda Velosity Combined Other

Only) {Trackstl& 3} . ) ’ Doppler Dopplar imaging (Specify) {Specify)

Qgphthaimic Ophthalmic _
Fetal PP P P P BMDC Note 2,3.4,5,7,8,9
Abdaminal P.| P P P p BMOC Note 2,3.4,5.7,8.9

Intra-operative ] L .
(Note §) .. ' L e B
Intra-opgrasive ’ )
[Neuro)

Laparoscapic

Fetal Pedtatric P P P P P BMDC Note 2,34,5,78,9

Imaging SmaliCrgan : ’
& Other (Nota 1) P P P P P BMDC Note 2,34,57.8.9

Neonatal Cephalic P P P P B BMDC Not 2345789 | F
Adult Cephalic ' '
Trans-rectai

Trans-vaginal
Trans-urethral

Trans-escph.
{non-Card.)

Musculo-skal.
{Corwent) P P P P I P BMDC Note 2,34,5,78,9

?‘é‘m“r’gs"“ Pl P P N P ' BMDC | Note 2345789
Intra-~vascutar
Other
{Specify} .
Cardiac Adult
Cardiag Candiac Padiatric

Intra-vascular ]
{Cardiac} . o s
Trans-asophagsat . B
{Cardlac)
o -1 intEcariEe 0 AN T I . . oo b B
1., B Other (Speziiy) SOT N ] i Cp e P . _
Paripharal Paripheral ve§sel 1 ‘P. AT O Pt S BMDC: - | Ne 2345789 |-

Vassal Other {Spacify) | - .
N = new indication; P = previously clearad by K0807 ED :

Nota 1 For exarnple; breast, testas, thyrold, penis, prostate, atc.
Nots 2 Ensembla issue hamaonie imaging -
Naote 3 3D Imaging .

Note 4 BEW SleScaps pangramic Imaglng

Note 5 Power SleScapa panoramic imaging
Nate 6 Faor example: abdomiral, vascufar

Nate 7 Conirast agent imaging

Motz 8 SleClear multi-view spatial compounding
Note 8  Tissue Equalization Technology

Note 10 Infracardiac imaging

Note i1 Oynamic TCE .

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Loncurrence of CORH, Office of Davice Evaluation (ODE)

/ ji % Prescription Use (Per 21 CFR 801.109)

(Diwsmn e

Divigion of Reprocluctlve Abdominal and
Radiological Davices _
510(k) Number ... Ko W%




Siemens Medical Solutions USA, Inc. ACUSON X300™ Diagnostic Ultrasound System
Ultrasouad Division A 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k} Number {if known):
) o VF8-3 Linear Array Transducer for u'se with: )
Device Name: ACUSON X300 Diagnostic Ultrasound Systems
Intended tUse: ’ Diagnostic imaging ar fluid flow analysis of the human bady as follows:
Clinleal Application Mode of Oparation - .
Other . . : . Color
Specific Color Amplituede " Combined Other
Track1 A B M PWD CWD Velo ; y
{ Onlc;-) (Tracks11& 3) Duplpler Dopplar I3 gr;:; {Specify) (Specify)
Ophthalmic Ophthalmic )
Nota
Fatal Plp| P P |, P BMDC 2.3.4,5.7.89.11
. . ] Note
| | Avdominal P| P P P P BMDC 234578911
ST S } Intm-opentive’ i o . o
. ; A : Moto8) - - [ e
Intrz-opearative
[Neurm)
) Laparoscopic
- ; Nete
Fetal Pediatric PlPr} F _ P P BMDG 2,3,45.789.11
} -imaging SmallOrgan Note
& Other (Note 1) N P P P BMDC 23,45.7.89.11
. Note
MNegnatal Cephalic P P P P P BMDC 23457891
Adult Cephalic
Trans-rectal
Trang-vaginal
Trans-uratiral
Trans-esoph.
(non-Card.}
Musculo-skeil. ] ) Note
(Convant } i P P P BMDC 234578911
Musculo-skel, . Note
(Superfic PI1PL P ¢ P BMOC | 23457891
Intra-vascular
Qther
(Spacify)
| Cardiac Adult - ‘ . Mote
Cardiac Candiac Pedlatdc
Intra~vascular
{Cardiac)
o . | Trans-escphagsal . i . g )
.- Lk U ffCardieey - IS SRR B e o . N
‘ __!_m:a-'atmﬂhc,, oL o o L R ) s
- Oihar {Speciiyy - e o T ) Co. " .
" ; . B Nota
| Pariphearal Peripheral vassal P P P P P BMDC 23,457 ,88.15.12
Vassel Other (Specify)
N = new indication; P = praviously cleared by K080760
Note!  For example: braast, testes, thyroid, penis, prostats, efc.
‘Nota 2 Ensembile tissua hamonic imaging
Note 3 3D Imaging
Mota 4 BE&W SleScape panaramic knaging
Mota 5 Power SieScape panoramic imaging
Nota 6 For example: abdominal, vascutar
Nota 7 Contrast agent imaging
Nots 8 SiaClear multi-view spatial compaunding
Note 8  Tissue Equalization Technalogy
Nots 10 Intracardiac imaging
:| Nota 11 Dynamic TCE
Hote 12 __AHP
o %”1/1/ EASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
{ R ——— 7 i Litveqrzare of CORH, Office of Device Evaluation (CDE)
.. (Division Sign-ff) Praseription Use (Per 21 CFR 801,108)

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number ___kogo22¢




Siemens Medical Solutions USA, Inc.

Ultrasound Division

510{k) Number (if known):

Diagnestic Ultrasound Indications for Use Form

ACUSON X300™ Pagnostic Ultrasound System
510(k) Submission

P5-1 Phased Aray Transducer for use with:

Device Name: AGUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: ]
Clinical Applicatian Moderof Operation
Other . . Color - .
Specific Color Amplitude . Cambined Other
1 WD : Vi y ’
( g:!;l; {Tracks1l& 3)-7 A B M PWO C Doppler Dopplar Irr?:;r’g (Specify) {Specify)
Ophthalmic Qphthalmic
. Nota
Fetal P P P P P P BMBC 234578941
Abdomiral v P P ] -] P P BMDC ‘2§3',4 r;cﬁ 011
Intra-operative T : - - . .
Note g} ~~ - “
Intra-operative
[Neum}
Laparoseople
N ) Nota
Fetal Pediatric P P P P P P BMDC 2,3,45,7.8.9,11
Imaging SmallOrgan
& Other {Mote 1)
Note It
Necnatal Cephalic P P P P P P BMDC 23457801
' Adult Gephalic PlP P p P P BMDC | 54 N4y
Trans-rectal
Trans-vaginal
Trans-ursthral
Trans-esoph.
(non-Card.}
Musculo-skal,
{Convenit.}
Musculg-skal,
(Superfic) -
Intrawvascular
Other
{Specify}
" Nota
Candlac Adult GO I P P P BMDC 234578511
Cardiac Cardiac Pedlatri: pip|. P P P P BMDC T
R S T S i T T -
] = T - S ) - : _,
” s, -} Tansustpiages | s : i = = o
{Cardiar) - ]
Intra-candiac
Cther (Speclfy)
Peripheral | Peripheral vessel PP P 3 P P BMDC 23 42%‘3 .11
Vessal OtherfSpecty) | | | -

N = naw indlcation; P = praviously cleared by K080T60

Concurrence of CORH, Office of Devike Evaluation {ODE)

510(k) Number KO YA

ription Usa (Per 21 GFR 801.108)

Nots 1 For axample: breast, testes, thyrokd, penis, prostate, etc.
Nate 2 Ensembla issua harmonis fmaging '
Note 3 30 imaging -
Note 4 B&W SieScapa panoramic imaging
Note § Power SieScapa panoramic Imaging
Nata 6 For example: abdominal, vascular
Nota 7 Contrast agent imaging
Nota 8 SleClaar multi-view spatial compounding
Note 9 Tissue Equalization Technology
Nota 10 Infracardiac imaging
Note 11 Dynamic TCE
- Jr
(Division Sigi-0ff) - v
Division of Reproductive, Abdomninal and
Radiological Devices

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



Siemens Medical Solutions USsa, Ine., ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division : v 510(k) Submission

Diagnostic Ultrasound Im_iications for Use Form

510(x) Number (if known):

C6-2 Convex Array Transducer for use with:

Device Name: ACUSON X300 Dlagnostic Ultrasound Systems
Intended Use: Diagnestic imaging or fluid flow analysis of the human body as follows:
Clinical Application Made of Operation
Other Color
Specific Color Ampiituds ; Comblined Other
Teackl A B M PWD WD Valo . -
( Only) (Tracksl& 3) ¢ Doppler Doppler u:a ;irrg (Spacify) {Specify)
Ophthalmilc Qphthalmic .
Fetal - Ple| P P P BMDC L
Aodomba) i il F i BMDC | 55 4?% 9,11
. R Intra-operative e " B . n -
i ’ Nt g : : ' R R
Intra-operative
(Neuro)
Laparoscopic
. . Nota
Fataf Pediatric P P P P P ~ BMDC 234578511
Imaging Small3rgan
& Other (Note 1)
Neonatal Cephalic X
Adull Caphalic 3
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-asoph.
{non-Card.) )
Musculo-skal. . *  Note
{Convent) i L P P BMbC 234578911
Musculo-skal
{Suparfic}
Intra-vascular
Other
(Specify)
: : Note
Cardiac Adutt P P P P P BMDC 23.457.8911
Cardiac CardiacPediatic " | [ P | P |- P P | e BMOC | pa R
Intra-vascular
P _ ” - - “: o T
: ' B
.\ p e H s - i
Qther (Spaclfy) )
- Note
Peripheral Perfpharal veasel Pl P P P P BMDC 23.4,5.7.89,11
Vesasal Crther (Speclify) :
N = new indication; P = praviously cleared by KOBO760

Note 1 For axample: breast, tastas, thyroid, panls, prostate, stc.
Note 2 Ensamble tissus hamonic Imaging

Note 3 30 imaging

Nots 4 B&W SieScape panoramic imaging

Netg 5 Power SieScape panoramic imaging
Nota 6 For example: abdominal, vascular

Noate 7 Contrast agent Imaging

Note 8 SleClaar muiti-view spatial ccmpuundlng
Nots & Tissue Equalization Technology

Nota 10 intracardlac imaging

Nota 11 . Dynamic TCE

. (PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrenoe of CDRH, Office of Davice Evaluation {ODE) .
” Prascription Use (Per 21 CFR 801.109)
147 S
(Division Sigh-0f) -

Dwusaon of Reproductive, Abdominal and
Radiological Devices
510(k) Number #0722z




Siemens Medical Solutions UJSA, Inc.

[Ntrasound Division

510¢k) Number {if known):

Device Name;

Intended Use:

) ACUSON X300™ Diagnostic Ultrasound System
: 510(k) Submission

H
Diagnostic Ultrasound Indications fer Use Form

SoundStar 10F Transducer for use with:
ACUSON X300 Dlagnostic Ultrasound Systems

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

Clinical Application

.Mode of Qperation

Gther
{ Track1
Onty)

Specific
(Tracks$l& 3)

A B M

PWD

cwD

Color
Doppler

Amplitude
Doppler

Colar
Velocity
Imaging

Cambined
(Specfy)

Other
(Spexify)

Qphthalmic

Ophthalmic

Fatal

Imaging
& Dither

Fetal

Abdominal

Intra-operative
(Note 6}

Intra-operative -
‘{Naurz)

Laparoscoplc

Padiatric

SmattCrgan
{Nota 1}

Neonatal Caphalic

Adult Cephafic

Trans-rectal

Trans-vaginal

Trans-yrethral

Trang-esoph.

(nen-Card.)

Musculo-sieel.
(Caonvent )

Musculo-skel,
[Superfic)

Intra-vascutar

BMDC'

MNuta

Othar
{Specify}

23,78,9,10,11

Cardiac Aduit

BMDC

Naote
2,3,7.8,910,11

Cardiac Pediatric

BMDC

23,789.10,11

Note

7 (Cardlac)

Intra-vascular

BMDC

Note

Trans-esnnhagaal

Eardlac}“

[ Intrécardiac L

2,3,7,8,9,10,11

" BMDE

QOther (Spacify)

oot Note - s F
2378910, i

'Peripheral
Vassel

Peripheral vessel

Other (Spacify)

N = naw Indieation; P = previously cleared by KOB0760;

Note 1

For exampls: breast, testas, thymid, panis, prostata, ato.
Nats 2 Ensembla tissue harmonic imaging
Note 3 30 imagng
Naote 4 B&W SiaScape panoramic imaging
Note § Power SleScape pancramic imaging
Note 6 For axample: abdominal, vascular
Note 7 Centrast agent imaging
Note 8 SiaClear multiview spatial compounding
Note 9 Tissue Equakzation Technology
Note 10 Intracardiac imaging
Note 1t Dynamic TCE
(PLEASE DD NOTWRITE BELOW THIS LlNE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrance of CORH, Office of Davica Evaluation (ODE)
/Mm% Prescription Use (Per 21 CFR 801.109)
(Division SignéDrf) ”

Division of Reproductive, Abdominal and
Radiological Devices

310(k) Number

Yogo22¢




Siemens Medical Solutions USA, Inc. . ACUSON X300™ Diagnostic Ultrasound System

Ultrasound Division t 510(k) Submission
Diagnostic Uitrasound Indications for Use Form

510(k) Number (if known):

Pg-4 Phased Array Transducer for use with:

Device Name: -, ACUSON X200 Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human bedy as follows:
Clinical Application Mode of Operation i
Qther . Color .
Specific Caolor Amplitude Combined QOther
Track1 A B M |- PWD CWD Vel .
( 0’;3) (Tracks11& 3) Dopplar |  Doppler l"fag?:‘g’ (Specly) | - (Specify)
Ophthatmic Ophthalmic
) Note
Fetal ) N N MN N N N BMDC 2.3.4.57.89,11
: : Note
Abdominat N N N N N N BMDC 235678841
) Intra-operative . : . o ‘
(NateB; E .
Intra-cperative T . ) o . S Neter
(Neura) N N N N N. BMOC 234578011
Laparoscopic ' .
o : Note
_Fetal Pediatric N N N _ N N N BMDC 234578911
Imaging SmallCrgan . Nota
& Other {Nota 1) NN N N N N . BMDC 23,457,891
Naote
Neanatal Cephatic N N N N N N ] BMDC 234578911 1
Note ¥
Adult Caphalic N N N N N N BMDC 23,45.7.88.11
Trans-mectal
Trans-vaginal
Trans-urethral
Trana-asaoph.
{non-Card.)
Musculo-shel.
{Convent.}
Musculo-gkal,
(Superfic)
Intra-vascular
Other
(Specify} .
Cardiac Adult AR N N N BMDC Nate
23,45788.11
- “Nota
Cardiac Cardiac Pedlatric N N N N N N ) BMDC 294578811
R ‘ = Intravascular ) : ’ - : -
re o g{Cardar LA IR A & A it -
cow R mo oo v B Trhzosophegeal o f 0 G I SR N R
. © N {Cambagy o . BT i A T ! A
" intricadiac N R N +
Othar ’ . : MNaota
{Cardiac Neonatal) N|N| N N N N BMDC 2.3.45,7,89,11
' . Nota
Paripharal Paripheral vasaal N N N N N . M , BMDC 23457891
Vessel Other {Specify) .

N = new Indication; P = pravicusty clearsd by FDA

MNota 1 For example: breast, testas, thyreid, panis, prostate, eafs.
Nota 2 Ensembla tissue hanmonic imaging ’
Nota 3 30D imaging ’

Note 4.  BEW SieScape panommic imaging

‘Mote § Powar SiaScape panoramic [maging

Note B For example: abdaminal, vascular

Nota 7 Contrast agent imaging '

Note 8 SleClear mult-view spatial compounding

Note & Tigsue Equalization Technology

Nota 10  Intracardiac Imaging -

Nots 11 Dynamic TCE

B . (PLEASE DO NOT WRITE BELOW THIS LINE-CONTINLE ON ANOTHER PAGE IF NEEDED)
S % P

(Division Sfgn-D S | ‘

Division of Reproductive, Abdominal and

Radiological Devices

510(k) Number ___ K bgr22¢




