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Sponsor: Siemens Medical Solutions, Inc., DEC - 2009
Ultrasound Division
1230 Shorebird Way
Mountain View, California 94043

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

Submission Date: October 06, 2009

Device Name: ACUSON X300TM Diagnostic Ultrasound System

Common Name: Diagnostic Ultrasound System with Accessories

Classification:
Regulatory Class: II
Review Category: Tier 11
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FIR # 892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FIR # 892.1560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-iTX
Diagnostic Intravascular Catheter. FIR # 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 (K090276, 1K072676, K(071036 and K061946) and
the following:

*K061980, Siemens Acuson X500Th Ultrasound System
*K1081121, ACUSON X150 Ultrasound System
*K1090276, ACUSON X300 TM Diagnostic Ultrasound System, Premium Edition

B. Device Description:
The Acuson X300 has been designed to meet the following product safety standards:

* UL 60601-1, Safety Requirements for Medical Equipment
* lEC 60601-2-37 Diagnostic Ultrasound Safety Standards
* OSA C22.2 No. 601 -1, Safety Requirements for Medical Equipment
• AIUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment
* AIUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound
* 93/42IEEC Medical Devices Directive
* Safety and EMC Requirements for Medical Equipment

EN/lEC 60601-1
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Siemens Medical Solutions USA, Inc. ACUSON X 300 TM Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

* EN/IEC 60601-1-1
EN/lEC 60601-1-2

" EN/lEC 60601-1 -4
* EN/lEC 60601-1-6

•ENIIEC 60601-2-18
•EN/lEC 60601-2-25

* lEC 1157 Declaration of Acoustic Power
* ISO 10993-1 Bfacompatibility

C. Intended Use

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

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

E. Performance Daba
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 Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue

DEC - D9Document Control Room W-066-0609
Silver Spring, MD 20993-0002

Siemens Medical Solutions USA, Inc., Ultrasound Group
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 25 thStreet NW
BUFFALO MN 55313

Re: K093531
Trade/Device Name: ACUSON X300TM Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: II
Product Code: IYN, IYO, JTX, and DQO
Dated: November 13, 2009
Received: November 16, 2009

Dear Mr. Job:

We have reviewed your Section 5 10(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
Amnendibents, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the~general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the ACUSON X300TrM Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

P4-2 Phased Sector Array
CH5-2 Convex Array
VFLO -5 Linear Array

L9-5 Linear Array
EC9-4 Convex Array
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EV9-4 Convex Array
VFI13-5 Linear Array

P8-4 Phased Sector Array
BE9-4 Convex Array

CW2 Continuous Wave Do~pple
CW5-Continuous Wave Doppler

AcuNav SF Intracardiac
AcuNav 101F Intracardiac

V5Ms TEE
4V Ic Phased Sector Array
V17l3-5SP Linear Array

C8-5 Tightly Curved Array
8L3 Linear "Regel"
10V4 Phased Array

C7F72 Curved Array Mechanical 3D/4D
EV9F74 Curved Array Mechanical 3D/4D

LI 3F5 3D/4D Mechanical Wobbler Linear.
VF8-3 Linear Array
P5-i Phased Array
C6-2 Convex Array

SoundStar 101F
P9-4 Phased Array

P4-2 Litho Phased Sector Array
BP9-4 Convex Array

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 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 determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CER Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed.
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda. gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucml 1 5809.htm for
the Center for Devices and Radiological Health's (CDRIH's) Office of Compliance. Also, please
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note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR reguIation (21
CFR Part 803), please go to
http://www.fda. gov/Medica[Devices/Safetv/Reo~ortaProblem/default.htm for the CDRH' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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

Sincerely yours,

41Janine M. Morris
Acting Director, Division of Reproductive,

Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Siemens M edical Solutions USA, Inc. ACUSON X300Tm Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Indications for Use Statement

510(k) Number (if known):

Device Name: ACUSON X300TM" Diagnostic Ultrasound System

Indications For Use:

The Siemens Acuson X300 ultrasound imaging system is intended for the following applications:
General Radiology, Fetal, Abdominal, Intraoiperative, 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.

Prescription Use __X AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart-0) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Dijvision Sg-ut

an ailgclDvcsDivision of Reproductive, Abdominal,

510(k) Number_ pu p -
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Siemens Medical Soluations USA, Inc. ACUSON X300Th Diagnostic Ultrasound System
Ultrasound Diision 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation_____

Tnrackiifi Color Amplitude Ct' Combined Other
Onlyec) B M PW W Doppler Doppler imaging (Specify) (SpeciY)

Ophthalmic Ophthalmic
FestalO

P P P P P P BMDC Nt

Abdcrmiai PPSO Note
P P P p P P BMDC ~~~~~~~~~~~~~~~~~2.3.4.5.7,8.9.11

Inus-o~perative ot
(Note 6) P P P P P P SMDC Note57..91

Intraeopsuratve P P P P P P BMC Note
(Neuro) SMOGI 2,3,4,5.7,09,911
La panoroic Il

Petal Pediatric P MC Note
P P P P P P SMOG ~~~~~~~~~~~~~~~~~2,3,4,5,7,8,9,11

Imaging SmallOrgan Nt
& Othser (Note 1) P P P P P P SMOG 2,,ole .,91

Neonatal Cephalkc, P P P P P BMDG Note
________ ~~~~~~~~~~~~~~2,3.4.5.7.8.9.11

Mort Gephialtc P P P P P BIMOC Note
_________ _________ ~~2,3 .4 .5.78 89. 11

Tans-rectal P P P P P SMDG NOte
________ ~~~~~~~~~~~~~~~2,3.4.5.7.8,9.11

Tmas-vagins p P P P P BMDC No 2..,57891

Trans-urthral
Trans-.soph. PB MDC Note/

(nn-Card.) ______2,, ___78,,1

MusuoIose.

vent.) ~ P P P P pBAC Nt

IMura-vas-skeat P P P P P P SMOG Note
________________ _______ ~~~~~~~~~~~~~~~~~~~~~2,3,4,5,7,8.9.11
Other P P P P P P SMOG ~~~~~~~~~Note
Inba -vascular P P P P P P elvoc ~~~~~~~~~~~~~~~~~2.3.4 5,7,8,9,11

OCar icutP P P P P P BMOG Note
(Swrv) ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~2.3,4.5.7.8.9,11.1

Cardiac Cerdiac Pedlatrio P P P P, P P SMOG Note

Inus-vascular P MC Note
(Cardiac) P MG 234578911
Transs-esophageal P P P P P P SMOGD Note
(Cardiac) 23457891
Iu.4nfia-Cnli P P P P P P BMDC NOte

_________________ __________ ____________ ~~~~~~~~~~~~~2.34.45,7,8.,911
Other (Specify) P P P P P P SMOG Note

2,3,4,5,7,8,9,11

Peripheral Peripheral vessel P P p P P P SMOG Note
2.34,S7.8,9,11.12

Vesse Othr (Specify) P P P P P P BSMOG Note

N s now Indication; P = previously cleared by K090276
Note 1 For example: breast, teste, thyroid, penis, prostate, etc.
Note2 Ensemnble tissue harmonic Imaging
Note 3 3oInmging
Note4 BMW SieScap. "patnorm. Imaging
Note S Power SieScepe panoramic imaging
Note 6 For examople: abdonfinal, va~cslar
Note?7 ContrasteagentInmaging
NoteS8 SteClear mufti~vie spatial corponunding
Note 9 Tisse Equalization Tedmnotogy,
Note 0 intracerdiac Imaging
NotecI Dyiamlc TCE
Note 12 AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANIOTHER PAGE IF NEEDED)
Concurrence of CORH. Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801. 109)

Diviion f Rer~dCtiven Abdominal,

and ~dooi~ e~~ •Page 38 of 1531 510()Nme " /



Siemens Medical Solutions USA, Inc. ACUSON X300Th Diagnostic Ultrasound System
*. Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: P4-2 Phased Sector Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical ApplIcation Mode of operation

Other S"iiCD Cater Aplitude Color Combined Other
(Trackl (Tmcksll& 3) A DDplr Dplr Velocity (pcf) (p.y

Only) Spcfc A B M PD CD Dplr Dplr Imaging pef) (Sci)

Ophthalmic Ophthalmnic

Note
Fetal p p p p p BMDC 2,3.4.5,7,8,9.II

Note
Abedominal P P P P P P BMDC 2.3.5.6.7.8.9.I11

Inva-oeraertive
(Note 6)
Inta-operative
(Neural
I-sparoscopic

Fetal Note
Pedlaijic P P P P P P BMDC 2.3.4.5,7.8.9.11

Imaging S.Ill~rgn
A Other (Notel1)

Neonatal Cephallc P P P P P P BMOC Note
_______ ~~~~~~~~~~~~~~~2.3.4.5.7.8.9.11

Adull Cephalic P P P P p p BMOC Note
_________________ ________ ~~~~~~~~~~~~~~~~~~~~2,3.4.5.7.8.9.11

Trans-rectal
Trans-vaginal
Trions-turothtal
Trans-esoph.

Musculo-slml.

Musesiksskel.

lnba-vscular
Other

Cardiac Adult P P P Ps P P BMDC 2.N457.t91

Cric Cardiac Pedlahic P P P P P P NMCo34781

(Cardiac) _______ ____

Trare-s.peopsgeai
(CardIac)

Ofrser (Specify) _ ____

Peripheral Peripherail vessl P P P P P P BMDC 2 No457.t91
Vessel Other (Specify) _____ ____ _ _________

N = new Indication; P = previously cleared by K090276
Noe. 1 For example: breast, testes. thyroid, penis. prostate, etc.
Note 2 Ensemble tisse harnyonlc Imaging
Note 3 30 imaging
Note 4 88W SleScape panoramic Imaging
Note 5 Power SleScap. panoramic innaging
Note 6 For extample: abdominal. vascular
Note?7 Contrast agent imaging
Notes Sleclea, multi-viw spatual cempo'jndtng
NOte 9 Tissue Equullzatio Techviology
Note 10 lofrascadlac, Imaging
Note I1I Dynamic TCE

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

prescription Use (Per 21 CFR 801.1I09)

(Diviion gz- f

Division of Reproductive, Abdominal,
and Radiological Devcs PA5

Page 39 of 1531 510(k) Number12



Siemens Medical Solutions USA, Inc. ACUSON X300Th Diagostic Ultraound System
Ultrasound Division 510(k) Subniission

Diagnostic Ultrasound Indications for Use Form

5`10(k) Number (iflknown):

Device Name: CHS-2 Convex Airmy Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mod. of Operation

Other spcfcCD Clr Apiue Color te
(Trackl SpedfiblI&3 A a PWD DW oplor Dopplder velocity CombinedOte

Only) (TaklI&3Moper Dplr Imaging (Specify) (Specify)
optithateio Ophthiateic

Fetal P P P P p BMDC 2.3,4,5,7.8,9.11

Abdominal P P P P P ~~~~~~~~~~~~~~~~~~~~~Note
Abdominal P P p P p EMOC ~~~~~~~~~~~~~~~~~~~~~~2,3.4,5,7,8.9.11

intre-operatle
(Note 5)
lntra-perstkve
(N...)
La~paroscopic

Fatal Pediatric P P P P ~~~~~~~~~~~~~~~~~~~~~~NoteFetal Pediatric P P P P ~P BMDC 2.3.4,5.7,8,9,11
Imaging SmafiOrgan
& OUOr (NOtW 1)

Neonatat Cephalic

Mdutt Cephalic
Trans-recta
Trans-vaginal
Trnar-ureotbral
Trans-msph.

Musculo-skel. P P pP -Nt

Musajlo-sxel.

lntra-vasciuar
Other

CardiacAdult P p p P P BMDC 2 N45..,91

NOteCardiac Cardiac Pedcafrlc P P P P P aMOC 23,34.5.7.8.9.1l
Intra-vascutlar
(Cardiac)
Trans-eohageal

Other (Specify) _ ____

Peripheral Peuipheral vessl P P P P P BMOC 2 No4t7e.91
Vessel Other (Specify) _ ___

N z new indlkation; P = prevrously cleared by K090276

Note 1 Forexamrple: breast, testes, thyroid, penis, prostate, etc.
Noe? Ensemble tissue harmonic Imisgin,
Note 3 3D teagIng
Note 4 B&W Slascape panoramic IWaiser
Note 5 Powe SleScape parnramic Imaging
NoteS6 For example: abdominal, vaxoitar
Note? CJntkast agent Imaging
Note 8 SieClearnmull-Mw spatial compoundIng
Note 9 Tissue Equalization Technology
Note 10 Ininacandiac Imaging
Note 11 Dynamic TCE

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

Prescription Use (Per 21 CFR 801.109)

Division of Reproductive, Abdominal,
and Radiological Devcs It 5
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Sinemes, Medical Solutions USA, Inc. ACUSON X300" Diagnostic Ultrasound System
-ULtraound Division 510(k) Submeission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: VFi 0-5 Linear Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

clinical Application Mo~dofOperation
OtherCoo

(Tracki Spdc A B t WD CDM~l velocityOteOnly) (Trcsi&il3) Coor Am(Spd oor CmieofOy)e
Only) P11T CW1~~- FDo-pple ope Imaging Combcined (Specify)

Ophthalmic Ophthalmnic
Fe-w -n

BMDC ~~~2.3.4,5,7.8.9.11
Ab-dominal NtP P P P P ~~~~~~~~~BMDC 2.3,4.5.7,8,9,11
Intra-operativ
(Note 6)

lnta-opetst~ve
I(Neur)
L-apamacopic 

___
Fetal Pediatric NotePPBDC 23....891
Imaging SnaflOrgan 

Nt& Other (Note 1) P p p p p 2.34,57.NOW1

Neonatl Cepalic p P p p BMDC 2,N4o7.,e1
Adult Cephalc 23457891

Trana-vaginal

Trnan-esoph.
J non-Caro.j
Muscuto-akel.p P pp pBDCot(Convent.) 

________ 234578911
Muscukosel p Pp PBD S2A3AZ5A89.11(Supefti) 

BMcNt

Intra-vascular 23457891

Cardiac Cardiac -PedWatr Note 12
Inn-vascular
(Cardiac)
Tra,-esphageal
(Cardiac)

too~~~~~~~~~~~~~~~~~~~~~~~~~~Nt

Peihra eipea vsep p pp pBDC 2,3,4,5.7,8.9.1l,12
vessel Ote (SeIt)____
N = new Inication: P = prevouly cleared! by KO902I
Note I For example: brast testes, thyroid, penis, protate, etc.
Note 2 Ensemble tissue harmonic hTtagi
Note 3 30 Imnaging
Note 4 B&W SieScep~e pantorami raging
Note S Power SleSoape panoxramic hngirg
Note 6 For example: abdlominal, vascular
Note 7 Contrastagent imaging
Noted8 SicClear muW1-Miw spatial orPooundlng
Note 9 Tissue Equalbiationi Technology
Note 10 Intracardlac Imaging
Note I I Dynamic TCE
Note 12 AHP

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

Prescription Use (Per 21 CFR 801.109) (iii S Ol
D ivision of Reproductive, Abdominal,
and Radiological De, i ' 5
510(k) Number______ ______

Page 41 of 1531



Siemens Medica Solutions USA, Inc. ACUSON X300Th Diagnostic Ultrasound System,
-~Ulhrasound Division SI10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 1.9-5 Linear Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

Intended use: Diagnostic imaging or fluid flow analysis of th~e human body as follows:

Clinical Application Mode of Operation
Other Color(Tracki Specific DoplrDoplert eloit Corbisbred OtherOnly) (Track~sll1&3) A B M pMD DN oplor pjpltuer (Spccfy)I cwo ___poi_ _i Imaging Seiy Seiy

Ophthalmic OphthalmicI

Fetal P p p p p SMDC 2 .t.5..9l

Abdominal P P p p p BMDC 2345891
Ina-oiporative
(Note 6)
Inlra-*perativ
(Neuro)
1-aparoscopic

Fetal Pediaric P p p p P 8MDC 2.3.45.7t8, 9,11
Imaging Smaltorgan P MCNote& Othe (Note 1) P p pp pSO 2,3,4,5,1,8,9.11

Neonatal Cephaltc P p P MO 23,.t.7...
Adult Cephalic
Trans,,ectal
Trans-vaginal

Tran~s-esph. 
____

(non-Card.)
Muscuto-skel. pN pp EO(Convent.) ______________ aM2.3,4,5.7.8,9,I11
muzukswiose. P MCNote(Superfcl _____ _____2.3,4.5.7.8,9,11

ima-vascular
Other

CardleacdMull
Cardiac Cardiac Pediaftic Note 12

Intr-vascular 
_____

Tra na-esophageal

Inria-Cardsic
Other (Specify)

pe~~pherai Periphocel voel P P P P P BIADC ~~~~~~~~~~NotePeripheral Peripheral vessel P P P p p 8M~~~~~~~~~~~~~~~~~~ 2,3.4,5.7.8.9111
Vs-I One (Specify)- - ---

N = ne. Indication: P = previously cleared by K090276-

Note I Forexample: breast. testes, thyroid, penis, prostate. etc.
Note 2 Ensemble tissue, hannonlo Imaging
Note 3 30 imagIng
Note 4 B4W SleScpop panoramIc Imaging
Ntote Powe SteScepe panoramic Imaging
Note 8 For examnple: abdominal, vsua
Note 7 Contrast agent imaging
NoteS 8 SleClear multi-view spatIal compounding
Note 9 Tissue Equaltzatlon Technology
Note II) IntracardIac imaging
Note II Dyramic TCE
Note 12 AHIP

(PLEASE DO NOT WRITE BELOW THIS UNE-CONTINUE ON ANIOTHER PAGE IF NEEDED)
Concurrence of CORN, Offic of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Dvision OF Reproducuve. Abdominal,

Page 42 of 1531 5t0(k 7' Denbef=6 3$



-.- Siemens Meldical So~lutios USA, Inc. ACUJSON X300" Diagnostic Ultrasound System

Ultasotmnd Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if knoM,):

Device Name: EC9-4 Convex Array Transducer for use v.1hk
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical ApplictIOn Mode of Operation

(Thrck Specific A B M PWO MDO Color Anvpitt"u Clo Combined Other(T~~~cki A B Doppler Dopple, ~~~~~~~~~ Velocit (Seiy (Specify)Only) (TracksliS 3) Dper oplr Imaging (seiy

Ophthalmic Ophthalmic

Note
Feta P p p p P BMDC 2,3.4,5,78,9,11

Abdominal

ntnfa-opemwo~
(Note 8)
Intne-operatve,
(Neuro)

Laparoscopic

Fetal Pediatric
Imaging SinaiOrgan Nt& Offi., ~~~p p P P P BMDCNO

&te N. tote C1 h1c) BD o
Neonatal Cephalic P P P P P EMOC ~~~~~~~~~~~~~~~~~~2,3.4,5,7,8,9,l11

Moult Cephalic

Trans-racial P P P P P MD ~~~~~~~~~~~~~~~~~NoteTrans-kei~ P P PP p BN4I 2,3.4,5.7,8,9.11

Tranavagmal P P P p P BMDC 2,3.4,57.91
Trans-unathral
Trans-esoph-
(rnocard.)
Musculo~skel.

Musculo-sluel.

lntravascul.r
Other

Cardiac Adull
cardiac Cardiac Pediatric

intra-vasniular

(Cardiac)

(Cdaardcl.

_ _ _ _ Other (Specify) _ _ _ _

Peripheral Peripheral vWesse
Vessot Other (Specify)

N = new Indlcation; P =prev~ously clearedt by K00276 - - -____

HotelI For xexmpie: breest, testes, Ityrold, penis, prostate, etc.
Note 2 Ensemnble tIssue harmonic Imaging
Note 3 3D imagling
Note 4 B&W SleScape panoramic imaging
NOteS Power SleScape panoramic Imaesing
Note a For example: abdominal, vascular
Note 7 Contrast agent Imaging
NoteS8 SieClear musitivew spatial coparpoundng
Noteg 9 Tants Equalization Techology
Note IC Intracardiac imaging
Note II DynamlcTCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Conomrrenca of CORN. 0111c, of Device Evaluation (ODE)

prescription Use (Per 21 CFR 801. 109)

-) (DikiilSign-Off)O0

Division of Reproductive, Abdominal,
and Radiological Deps) r I

5 10(k) Number. O- 5
Page 43 of 1531



Siemens Medical Solutions USA, Inc. ACUSON X300-' Diagnostic Ultrasound Systemp
Ultrasound Division51k)Sbii.

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: EV9-4 Convex Anay Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mod, of Operation

O *e Specific
Ol) (Trackal t& 3) A 8 M MPD MDO Color Amplitude. Combined Other~~~ M ~~~Doppler Doppler Velocitg (Specify) (Seiy

0 mOphthalmicOpuarc

Fast P P P P p BMDC ~~~~~~~~~~~~~~~~~~~~Note
Fetal P p p p p OMOC ~~~~~~~~~~~~~~~~~~~~~~~~~~2.3.4,5,7,18,9,11

Andomiea

(Neuro)
Laparoscopic

Fetal Pedialrct

Imaging StrellOrgatP Note& Other (Note I) P MC 2,3,4 .S,7.6.9l11

Neonatal Cephalic P MCNote

Tnras-rectal P p p P P BMADC NowJ 41

Trans-vaginal P p p p p SMDC Note
Trns-urethal
Tmans-eoh.
(non-Card.)

(Convent.)
musoulo-sivel.
(Sugerfcl

lnina-vescular
Other

Cardiac Adull
Cardiac Cardiac Pedlatric

Inta-va1scua

Trans-esophages!

(~.Cardiac)

Other (Specify)---

N =rtw indicton; P = previously cleared by K090276

Note I For exaple: breast, tastes. thyroid, penis, prostate. etc.
Note 2 Ensemnble tissue hannonic Imaging
Note 3 30 imaging
Note 4 B&W SleScape panoramnic Imaging
Note 5 Power SIeScape panoramic imaging
Notes For example: abdominal, vascular
Note 7 Conbrast agent Imaging
NOte B Sieaear multi-view spatial contpounding
Not. 9 Tissue Ecualisaton Tecnsology
Note to0 Infracanfiac imaging
Note I1I Dynamlc TCE

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

Prescription Use (Per 21 CFR 001. 109)

flivisioan of Reproductive, Abdominal,

Page 44 of 1531 ;;ZfDv~y35



Siemens Medical Solutions USA, nc ACUSON X300Th Diagnostic Utilimooud System
kUltrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: VP1 3-5 Linear Array Transducer for use with:ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Clinical Applicaton Mod, of Opfersun
OtherCrCor

(Tracki Specific ~~A `B MN Pwo T CWD M le eocityOte(rracksll& 3) D~~~~~~~opple Do~.ppler ,~1Only) ____ mage Seiy Seiy
Ophthalmic Ophthalmic

Fetal P P p p p SMOG 23,...891

Abdo~mina P p p p P SMOG 2,3,4.5.7.8.9.11

lflta-opeatfie
(Note 6)

7mall~~~~~~~~~~~~rgan P ~~~~~~~~~~~~Note
Imaging 2S3atI5t7 an Note
& Other (Note 1) p p P p p BD 2,3,4.5,7.8.9.l11

Neonatal Cephallc P p P P p BMDC Not45,.89I
Adult Cephalic23 4 891I
Trans-ectal
Trans-vaginal
Trans-urefirnal

(non-Card.)
Mucuonvskel. P p p p p BMDC Note(Convert) ~~~~~~~~~~~~~~~~~~~~~~~~~~~~2,3.4.5.7.8.9,11Musculo-sklo ot

~~~ p P p BMDC ~~~~~~~~~~~~~~~ 2.3.4.5.7.&e,911

CardiacmAultNoe1
Cardlac Cardiac PellableNic 1

Intr-vascular
(Cardiac)
Trans-esophageal 

_ __
(Cardiac)
Inn-cardiac 

____

Other (Specify)

Peripheral Peilpheal veasel p p p pp BMDC 2 Note7...11
Vessel LF (Specify) I___I_
N = new Indication; P =Preowssty cleared by K090276

NOWe I For eamnple: breast, testes, thyriad. penis, prostate, etc.
Note 2 Ensemble Issuen hamncnlc Imaging
Note 3 3D lonaging
Not. 4 MaW SieScape Panoramic Imaging
Note S Powver SieScope panoramic Imaging.
NoteS6 For example: abdomnInal, vasclar
Note?7 Contrast agent Imaging
Not, 8 SleCleer multl-vlew spatIal compoundIng
Note 9 tisue Equalization Technology
Note 10 IntracardIac langir
Note 11 Droamic TCE
Note 12 M~P

(PLEASE 00 NOT WRITE BELOW THIS LINE.CONTINuE ON ANOTHER PAGE IF NEEDED)
concurrence of CORK. Office of Device Evaluation (ODE)

Preemaption Use (Per21 rFRS01.l10g)

Division g
Dlivison of Reprducive. Abdominal,

and Radiological Devic?$/S nPage 45 of 1531 510(k) Numnber <u-)5~



Siemnos Medical Solutions USA, Inc. ACUSON X300Th Disgssostic Ultrasound Systcem
Ultmound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

DeieName: P6-4 Phased Sector Array Transducer for use with:
Device ~~~~ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Oparation

(Track (Tera fcsl3 A B N WD O Color Asnplitode Color Co"nibed Other
(Tnic*1 SpecifclsM3 A M W Doppler Doppler Vdoy (Speoify) (Specify)

OphthalmIc Ophthalmic

Fetal P P P P P P EMOC ~~~~~~~~~~~~~~~~~~Note
Fetal p p p p p p BMOC ~~~~~~~~~~~~~~~~~~~~~~2,3,4,5.7.8.9,11

Note
Abdominal P P P P P p BMDC 2.3.5,8,7.8,9.1lI

lobea-operative
(Note 6)
lmnia~operatrve
(Neuro)
-L.,apaopic

Note
Fetal Pediatrtic p p P P p p BMDC 2.34,57,8,9H
Imaging SnmallOrgan
& Other (Note 1)

Neonatal Cepinsfc: P P p p p P SMOG ot
Adult Cephalic
Trans-rectal
-Trans-vaginal

Trans-orethral
Trans-esoph.
(non-Card.)
Musculo-skel. Note
(Convent.) p p p, p p P BMDC 2.3.4.5,7.6.9.11
Musculo-skel.
(Superfic)I
Inta-vascular
Other

Cardiac Adult p p p p p p BMDC Nowe

Cardiac Cardiac Pediatric p p p p p p BMDC Notel~l

Intrs-vanscolar
(Cardiac)
Trans-esophageal

Intr-arda
IOther (Specify) _______

peripheral Peripheral vsel. P P P P P P BMDC 2 Note*
vessel Ot er(S e If I I__ _ _ _ _ _ _ __ _ _ _ _ _

N = new indication: P = previously cleared by K(090276

Now i For.exaple: breast, testes, thyroid. penis. prostate. etc.
Note 2 Enserable tisse horanno nciicrngh~
Note 3 3flInaging
Note 4 B&W SleScape panoramic imaging
Note 5 Power SleScape panoramic lmaghig
Nole 6 For example: abdomn~al, vascular
Note 7 Contrast agent lmagftng
NoteS8 SicClear multi-view speltal compounding
Note 9 TIssue Equalization Technology
Note 10 IntracardIac, Imaging
NotcIh Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
concurrence of CORK, Office of Device Evaluatior, (ODE)

Pr-escription Us. (Per 21 CFR 801. 109)

(Division Vg-of

Division of Reproductive, Abdominal,adRadiological De 5



Siemens Medical Solutions USA, Inc. ACUSON X300Th Diagnostic Ultraoud System
Ultrasound Divison 510() Submoission~

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: BE9-4 Convex Array Transducer for use willh
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of OperatIon

Other Seii A B WD CD etr Apid Color Cobre te
(TrackI Speifck &3 Monpter Doppler velocityOte

only) ~~~~~ImagIng (Speory) (Speedfy)
Ophthalmic Ophthalmic - - - - - ----

Fetal p p p P P EMOC Note 2.3.4.5.7.8.9

Aindominal

(Note 6)

Intra-operative
(Neuro)

Lapanroscopic

Fetal Pediatric

Imaging SmaetOrgan p p p P p BMDC NOte 2.3,4.5.7.8.9
& Other (Note 1)

Neonatal Caphalic P P P P p BMDC Note 2.3,4.5,7.8.9
Adult Cephintol
Tran-rectal P p p P BMDC Not 2.3.4,5.7.8.9
Trans-vagbnal P PI P p p BMDC INote 2.3.4,5.7,8,9

Tmn.osoph.
(nonCard.)
Musculo-skel.
(Convent.)

(Superric)

Other

CafdilacAduA
Cardiac Cardiac PedWIfti

lntrs-vascular
(Cardiac)
Trans-eophageal
(Cardlac)
Intra-cardiac

Peihrl Other,(Specify)

N new Indication; P = previously cleared by K090276 - - ----

Note 1 For eacmple: brast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tisare harmonic Imaging
Note 3 3D Imaging
Note 4 B&W SieScpape panoramic Imaging
Note S Power SleScape panoramic imagIng
Note 6 For example: abtdomninal, vascular
Note 7 Contrast agent imaging
NOte 8 SteClear multi-view spatial compounding
Note s Timse Equalztion~ Technology
Note 10 Inracardiac; Imaging
Note 1 1 Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Conourrence of CORN. Office of Device Evaluation (ODE)

Prescription, Use (Per 21 CFR 801. 109)

M(D7iviio Sig n- f)
Division of Reproductive, Abdominal,
and Radiological Degv o~nc

Page 47 of 1531 51()Nme



Siemens Medical Solutions USA, Inc. ACUSON X300Th Diagnostic UlItasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(ik) Number (if known):

Device Name: CW2 Continuous Wave Doppler Transducer for use with:ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

ClInical Application Mod. of Operation

Other seiico, Ap Cdolo
(T~~ck1 ffmcksl 19 3) A a M MD CwD Woe ~~~Combined Other

Only) Tacal3)Doppler Doppler Velagitg (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal P

Abdominal P

intna-operative
(Note 6)
Intro-operative
(Neuro)
Laparmoscepic,

Fetal Pediatric P
Imtaging SmallOrgan
ItOther (Note 1)

Neonatal Ceph~altc P
Mdult Cephalic P
Trans-rectal
Trans-vaginal
Trans-,,rethral
Transa-esoph.
(non-Card.)
Musculo-skel.

Musailo-skel.

_nn-a,,scular

(Cardiac)dl

(Cardiac)

_______ ~Other (Specify) _ _ _ _ _

Peripheael Pepipheral vessel J____
Vesse Other (Specfy) J _ _ _ _ _ _ _ _ _ _ _ _ _ _

IN = new Indicaio; P = previousty dlarned by K(090270

Note I For example: breast testes. thyroid, penis, prostate. etc.
Note 2 Ensemble tissue harmonic mr~~lg,
Note 3 3D Insaghig
Note 4 B&W SiaScabpe pnormice Imaging
NoteS5 Pow~er SieScape panoramic Imaging
NoteS6 For exaple: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SbClear multi-view spatal wompounding
Note 9 Tisse Equalization Technology
Note 10 Irnfracardiac imaging
Note 1 1 DynamncTCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
concturrence of CDRK. Office of Device Evabuatlo., (ODE)

Prescriptiort Use (Per 21 CFR 801. 109)

((D ivisio Siza of
Division of Reproductive, Abdominal,
and Radiological D es py

510(k) Number
Page 48 of 1531



Siemecns Medical Solutions USA. Inc. ACUSON X300" 4
Diagnostic Utma..ound System

22 Ultansound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name ~~~CWS Continuous Wave Doppler Transducer for use will,
Device Name: ~ACUSON X3OO Diagnostic Ultrasound Systems

Intended Use: Diagnostic imagling or fluid flow analysis of the human body as follows:

Clinical Appl~cationt Mode of Operation

Other SpcfcCD clr Apiue ColorOte
(Tracki Spcksific A B M PVD WD DCoplor Doppluer Velocity CombinedOte

Only) MTakl&3 oplr Dplr Imaging (Specify) (Specify)
Ophthalmic Ophthalmic

Fetal P

Abdominal P

lmnf-operstie e
(Note 6)P

Inba-opertive

Loparoncopic
Fetal Pedantui P

Imaging Snmlt0rgan
A Other (Note 1)

Neonatal Cepha ic, P
Adult Cephalic P
Trans-rectal
Trans-vaginal

-Trans-uiretreat

(non-Cart)
* I ~~~~~Musculo-seke. ____

(Convent.)

(Supefflc)
Int-vascular
Oilier

Cardlac Mdutt P
Cardiac Cardiac Pediaftr P

nbae-vascular

Trane-esophage~a
(cardiac)
Infa-Canflac
Other (Specify) _ _ __ _ _ _ _ _

peripheral Peripheral vessl P
Vessel Other(SIpecify) _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = news ficdkain; P = previously cleared by K090278

Note 1 For example: brest tessues, thyroid. penis, prostat. etc.
Not 2 Ensemble tissue hanrmonic Imaging
Note3 3Dkr"UVn
Note 4 BMW SieScape panoramic innaging
Note 5 Powner SleScapne panorameic Imnaging
NoteS6 For esarnife: abdominal, vaswula
Note 7 Conrsast agent imaging
NoeS SicClear multi-view spatial compounding
Note 9 Tistie Equaltzatlon, Technology
Note8 10 Intuacardiac maging
Note 1 1 Dynamic TOE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
concurrence of CORN. Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) zm is

(Division lign-'Ot
Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number_ erog 5
Page 49 of 1531



Siemens Medical Solutions USA, Inc. ACUJSON X3001V Diapsostic Ultrasound System
tiltysound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: AcuNav IF Intracardiac Transducer for use with:
ACUSON X3O0 Diagnostic Ultrasound Systems

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

ClInIcal Application Mode of Operation

Other Seii W opr DPl, vlct(Tracki Spckific3 A B M MD CD Color Arplittde oo Combined Othier
Only) (Takl&3 ope ope eoItayn (Specify) (Specify)

Ophthalmtc Ophthalmic - - - -

Fetal

Abdomin~al

Inbe-npenstive
(Note 5)
Intra-openafive

Laparescepic

Fetal Pediantric p p p p p p 3MOC 2.,7o9101
Imaging Si8naOrgan
&s Other (Note I)

Neonatal Cephalic

MAdI Cephalic
Tranis-hectal
Trnes-vaginal
Trans-ureetral
Trans-esoph.

Munscuo-pslael.
(Conven.)

(Superfc _ _ __ _ __ _ __ _ __ _ _

Intra-vascular P P P p P p SMOG ot
Othier

Cardlac Adult P p p p P p BMOG 2378..01

Cams=a CardIac Pediatric; p p p p p p NoC 22 A9
1

p p P P P P BMDC ~~~~~~~~~~~~~~Noteelectvaaja ~ MC 2.3.78.910.11
(Cardiac)

Intns-cardiac P P P p p P NMG t,.8.,O1

Ohr(Speciffy)- - ---

Peripheral Pertipheral vesse
LVessel Oither (Specify)
N=a new Inidcation; P = previously cleared by K090276

Note I For exmple: breast, testes, thyroid, penis. prostate. etc.
Note 2 Ensemble tissue harmonic imtagihs
Note 3 3D rmagkng
Note 4 SaW SieScape, panotmeric Imaging
Note 5 Povar Slesoept, pamenora imacnglng
Note 8 For example: abdominalvsua
Note 7 Contrast agent wmaging
Note S SicClear multi-view spatial compoundIng
Note 9 Tissue EqualIzatIon Technology
Note 10 Intracardiac Imaging
Note I 1 Dynamic TCE

(PLEASE DO NOT WR[TE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDE
concurrence of CDRH. Office of Device Evaluation (ODE)

Presoimio, Use (Per 21 CFRaoi. 1 o9)

and Radiological D er9s 2 <

Page 50 of 1531 510(k) Nu mfber __ __ __ __ __



Siemens Medical solutions USA, Inc. ACUSON X30O'~ Diagnostic Ultrasound System

Ultrasound Division *5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if know~n):

Device Name: AcuNav I OF intracardia c Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mod, of Operation

Other Cl(TrackI Specific vlc ~ Cm e teOnly) (Traeckll& 3) A n WO CD Colpor Amplitude Go.
Ooppler Doppler Imaging (Spec fy) (Specify)

Ophthalmic Ophthahlmc-

Fetal

Abomnal

thnra-pperasie
(Note 6)

(Neuro)
Laparoscopic

NoteFetal Pediatric P P p p P p BD 2.3.7.8.9.10l1
Imaging SmnallOrgan
& Other (Note 1)

Neonatal Cephsalc

-Adult Cephalil
Trans-recald

* Tr~~~'Fans-esoph,

* ~~~~Mnsculo-SItel.
(Convent.)
Muscutlo-sioel.
(Superfi)
lont-a-vasoular P P P P P P BMOC Note

Cdac Cardiac Pediatr P P P p -P p BMOC Note
2.3.7.8.9,l0O11

nba-vascular ~~~~~~~~~~~~~~~~~~~~~~~Note~~,9ardiac~~~~~~bI ~~~ P P p pp 8MDC 2~A2 t.

(Cardiac)
Innr-cardiac p p p P P P BMDC Note

Oer(specify)
Periphrera Peripheral vessl
Vessel Ote(Sefy
N = new, fldrsdcf; P = previously cleared by K090276

Note I Forexcample: breast testes, thyroid, penms. pronstae. etc-
Ntot 2 Enseble tissue hennonic lmamghs
Ntow 3 3D smagIng
Note 4 B&W SieScape panoramic imsaging
Note S Powaer SieSape panoramic Imaging
NOte 6 For excample: abdominal, vasculr
Note 7 Contrast agent imaging
Noew SieClear mufltve spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intrcardiac imnagn
NOte 1 Dynarnic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Cooosrrenc of COR]H, Office of Device Evaluation (ODE)

Presciption Use (Pet 21 CFR 8o1.tIN)

(Divi on ig-Off)
Division of Reproductive, Abdominal,

Page 1 of1531and Radiological DePage 51 of 1531 510(k) Number.________



Siemcns Medical Solutions USA, Inc. ACUJSON X300-' Diagnostic Ultrasound System

Ultrasound Division 51I0(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 1151VSs TEE Transducer for uspe with:
Device Name: ~ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Modte of Opernatioun

Other Citnk eooi
(Tractl Spcfc A B N PWD CWD Color Ameplhide Combined Other
Only) (Tracksl I& 3) Doppler Doppler Wocgln (Specify) (Specify)

Ophihlahic Ophthalmnic _____

Feitl

Albdoinhial

Intr&-operafive
(Not.e6)
Initrat-operative

La paroscopic
Fetal Pediatric

Imaging * SmailOrgan
& Other (NOte 1)

Neonatal Caphafic,

Adutt Cephalic,
Trans-rectal
Trans-vaghial
Trans-urethral _ __

Traons-esoph.
(non-ard.)

- musioulo-akeal.

Musculk-skel.

ntra-vascular
Other

Condlac Adt - P P P P P P GMDC Note2Z3.7,8,9,1l
Cardlec, Cardlae Pediatrtc p p P P P p EMDC Not. 2317,8,9,1I

lo'ra-vascular

Trans-esophagenal P p p PPBDC ol..7.,t
(CardIac) PPPBD oe237891

Intr-cardiac
Other (Specily

Peripheral Peripheral vessel _____________

Vessel Oiler (Spedify) ___ __________

N = ne Indintb,:; P = previonealy cleared! by K0902T6

Note I For eaple: breast, testes. thyroid, peanis. pronstat..ec
Note 2 Ensemble tsiste harmonic knaging
NOt. 3 3D knaging
Note 4 B&W SieScape, panoramic Imaging
NoteS5 Power SieScope panoaramc imagkng
NoteS6 For example: ab~dontial. vascular
Note 7 conteast agent imaging
NoteS8 SleClear, multi-viw spatial ~mpouring
Note 9 Tissue Equalization Technsology
Note 10 Intransprdffac Imaging
Note I11 Dynamic TCE

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

Prescrption Use (Per 21 CFR 801.109)

Division of Reproductive, Abdominal,
and Radiological Devic vay.

510(k) Number /'-jJ/-U-' 2 3/

Page 52 of 1531



Siemens Medfical Solutions USA, Inc. ACUSON X300Th Diaginostic Ulmtrsound system
Uftrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Uis. Form

51 0(k) Number (if known):

Device Name: 4Vlc Phased Sector Asray Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Othrak Specific A B M MWD CW color Amnplitude Coc;
Onacly (Tracksil& 3) Doppe Doppler Velct Combined Other

Ophthalmic Ophthalmic - - - - - -Imgn (pei) (Sciy
Fetal p p P p p P SMOG Note1 ~~~~~~~~~~~~~~~~~~2.3.4.5.7,8.9.11

Adominal P P P. p p2.3.5,6.7. 8,9.11

(Note 6)
Ufira-operatlve

-(Neurol
-Laarwoscepic

Fetal NotePediatricp p P P P P SMOG 2,3.5,6.7.8.9.11

Imaging SmsllOrgan
& Other (Note 1)

Neonatal Cephati. P P P P P P BMDC Note

Aduit Cephalk, P P P P P P BMDC N789w
-Trans-1vcala
-Tranavg~ine

Trans-eeoph.
(non-Card.)
Musculo-akel. _____
(Convent.8)
musculo-skte. _____

-(Superfial
Inf1ra-wtscular

C~~ndlac Adult P P P P P P BMDC ~~~~~~~~~~~~~Note
CaCacartppdiappcMC .22e~Bl

Crac Cardiac Pediatric P P p' P P P SMDC 2 No5t7e.91

(Cardiac)

lntra-ttdjlac

IVessel Other (Specify)- - - ---

N - new Midca~o Pa Prwevay cleared byK0-90275=

Note I For example: breast, testes, thyroid. pents. prostate, etc
Note 2 Ensemble dss~ue harmonic Imaging
Note 3 3D Imaging
Note 4 DMW SieScape panoramfic wrisgkng
Notes5 Power SicScope panonanmIc ksaglng
Note 6 For ex~ample: abdominal, vasculr
Note 7 Contrast agent Imaging
Note 8 SicClear multi-view spatial cnnptounding
Note S Tasnue Equalization Technology
Note 10 Intracardlac, imaging
Note II Dynamric TCE
Note 12 MPJ

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON AMOTHER PAGE IF NEEDED)
Cooomrertca of CORK-. Office of Device Evaluation (ODE)

(Divisiof iri ff

Division of Reproductive, Abdominal,
and Radiological Devicesp'aQ./2

Page 53 of 1531 510(k) Number \U 3..d..J



Siemehs Medical Solutions USA. Inc. ACUSON X300Th Diagnostic Ultrasoisasd System
Ultrasound Dwivisio 5 10(k) Submission

prescription Use (Per 21 CER 801,109)

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: VFI 3-5SP Linear Array Transducer for use with:ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

clinical Application Mode of Dporation
Other Color

(Tracki Specific AV W WD Clr mspiue Velocity(SeiyOnly) (frmcikll& 3) D W opler Doppluer C bnod Othr
______________M op Dopler Imaging (Speedfy) (Seiy

ophthalmic Ophthalmic

Feta

Abdominal

Innoperative Nt(Note 8) PP P P p BMDC 2 N34..78,1

Intre-operative P P `P P Note(Neuro) PM " 2.3.4.5,7.8,9.11
Laparoscoplc

NoteFea PedfiatricP P p P .P p BMVDC 23A.45,1.8.9.11
Imaging Snna9Orgn P oPNot.It Other (Note 1) ___DC_2,34,5.7.8,9.I1

Neonatal Celphsali P P P P, p BMDC 2,N45te,91

Trensa-rectal
Trans-vaginal
Trans-urethral
Trare-esoph.

Muscalo-sate. Nt(Convent.) p p p p p BMDC NoaA79I
Musculo-skl NoteP

Inbra-veactdar
Other

Cardiac Mdullt____ Note 12
Carditac Cardiac Peodiatric

Intra-oarslakr
(Cardiac)

Ta-esophageasl
(Cardiac)

irtba-ca~~~~~~~~dlac~I
______ Other (Specity)= 4 _

Peripheral Peilsrlese p pI P p p BMDC Note,791.1
Vesseli te Seiy
N a new indication; P = previously cleared by (090278

Note 1 For example: breast, testes, thyroid, penis, prostate. etc.
Note 2 Ensemrble lissue harmonic Imagingt
Note 3 3D kimaging
Note 4 84W SieScape panoramic knaging
NoteS Poner SieScape panoramic knaging
Note 6 -For example: absdomntal, vascular
Note 7 Contrast agent Imaging
Note 8 SicClear multi-view spatial comnpounding
Note 9 Thatue Equalization Technology
Note 50 intracardiac Imaging
Note I11 Dynamic TCE
Note 12 AHP

Division of Reproductive, Abdominal,
and Radiological Device y, ;

Page 54 of 1531 510() Nmbe53



Siemens Medical Solutions USA, Inc. ACUJSON X300Th Diagnsostic Ultrasound System
Ultrasound Division 510(k) Submission

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON MJOTHER PAGE IF NEEDED)
Concumrence of CORK. Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 80 1109)

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name ~~~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 follows:

Clinical Application Mode of Operation

(thrck Specific AColor A~mplitdent Veloityiadote(racksIl& 3) B D ~Doppler Doppler Combindly OtheriyOnly) IT A F 7m _w _w__FImaging (So) (peiy
Ophthalmic Ophthalmic

Fetal P P p P P BMDC Note 2.3.4517,8.9
Abdominal p P p p p BMDC Note 2.3,4.5.7,8,9

lnftra-pertatk
(Note 6)

nma-opercflve
(Neuro)

Laparoscopic
Fetal Pediatric P p p P p BMDC Noew 2,3,4.5,1,8,9

imaging Smalftfrgsn P P p P P BMDC Note 2.3.4,5.7.8,9&Other (Noew I)

Neonatal Caphaic, P P p p P SNIOC Note 2.3.4.5.7,8,9
Adult Cepthallc P p P P P BMDC Note 2.3.4.5.7,8.9
Trans~rctl

Trans-vaginal
Trmn-urethral
Trans-esoph,
(non-Card.)
Muscuto-skel. P pPpBMC Nt2.45789
(Conent.) P P sPBD O ..... ,
fvlusculo-akel. p p P p P EMDC NOte 2.3.4,5.7,8.9
(Supe'rfi)
nbra-vascular
Other,___

Cardiac Adult IP P p P p BMDC NOte 23,34.5.7,8,9
Cardiac Cardiac padiatic P P P P p OMDC Note 2.3.4.5,7,8,9

Instra-vasoulalr
(Cardfac)
Trans-esophageal
fCavtac)
Intr-cardiac
Otmer (Specify) - - - --

Peripheral Periphera vessel P p -P P PMMD Note 2,3.4.5,7,8,9
Vssel Other (Specify)

N = new Irsfication: P = previously cleared by K090276

Note I For example: bresast, testes. thyroid, penis, protate. etc.
Note 2 Ensemnble tissue harmonic Imaging
NOWe3 SoDInaging
Note 4 B4W Siecaiupe panoramic imaging
NOWeS Powe Sieficape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8 SieClear nmu1ti-view spatial compoumnding
Note 9 Tissue Equalization Technology
Note 10 Intaada maging
Note 11 Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS UNE.CONTiNUE ON ANOThER PAGE IF NEEDED)
Concurrence of CORKl Office of Device Evekiatico (ODE)

Prescription Use (Per 21 CFR 801,109)

Divisiono
(Division of Reproductive, Abdominal,
and Radiological Devj

Page 55 of 1531 510(k) Number/\ 9 5



Siemens Medical Solutions USA, Inc. ACUSON XJOO"' Diagnostic Ulttrasound SystemUlJtrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Farm

51 0(k) Number (if known)

Device Name: 8L.3 ULiear 'RegeI" Transducer for use with:ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow, analysis of the human body as follows

Clncl plcation Mode of Operation

Other ~~SpecificOtr(TTrtcsl&l3) A B M pMo CWD Color Amplitude Coalor CmieyteDoppler Dopplr Imaging (Sp.,y (pciy

0fkOph thalmic -O-h- - -a-- -

Fetal P p p P p BMDC Note 2.3.4.5.7.8.9
Abdominal P P P P P BMDC Note 2.3.4,5.7.8.9
tftr-peratnive
(Note 6)

Intra-oer~eaive
(Neuro)

Laparoscpic
Fetal PeartriasP P p p P SMOC Note 2.3,4,5.7.8.9
Imaging SmallOrgan P p p P p BLOc Note 2.3,4.5.7,8.9& other (Note 1)I

Neonatal Cephalic P IP P P P BMDC Note 2.3.4.5.7.8,9
Adult Cephalic
Trans-recta]

(Convent.) ~ ~ ' p P P P BMDC Note 2,3.4.5.7.8.9

Other
So
Cardiac Adult 

Note 12
Cardiac CadaPeitc 

_ __

Inta-vascular

Inssa-crfijac
Other (Specify)-

Peripheral Peripheral vessel P p p P p EO Note
Vesse Other (Specify) 

23457891
N n new Indication; P = Previously celered by Kc090276-
NoteI Forexmple: breast, testues. thyroid, Penis, prostate. etc.
Note 2 Ensemblel tissue hamioric Imaging
Now 3 30Obnaging
Note 4 BMW SioScape panoramic imaging
Notes5 Powe SleScaiP, panoramic imaging
Note 6 For exmpfle: abdominal. vascular
Note 7 Conrsast agent imaging
Note B SteClear mulli-view spatial compotmeing
NoteD 9 Tissue Equalization Techsnology
Note 10 Intracardlac imaging
Note Ii OwDyamic TCE
Notej2 AHPj

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

Prescription Use (Per 21 CFR 801.109)

Division of Reproductive, Abdomninal,
and Radioiogicai Devi~e

Page 56 of 1531 510(k) Number t/



' Siemens Medical Solutions USA, hinc. ACUSON X300Th Diagnostic Ultrsound System
Ultrasound Division 510G(k) Submnission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name. 10V4 Phased Array Transducer for use with:ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow, analysis of the human body as follow~s:

Clinical Application Mode of operation

Othrck Specifc A B Is MDo CWD color Amplitude oo Combined Other
Onacly (Tracksl I& 3) Doppler Doppler Imagcingty i) (~ei

Ophthalmic Ophthalmic

Fatal P P P P P P BMOC Note 2.3.4.5.7.8.9
Ab~domina P P P p P p BMDC Note 2.3.4.5.7,8,9

ftntrapenaftve
(Note 8)

Int-a-peralnee
(Neuro)I

LaparoseopicI

Fetal Pediatric P p p P P P BMOC Note 2.3.4.5,7,8,9
Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic P p p P p p BMV1C Note 2,3,4,5,7,8,9
Adult Cphalic
Trans-rectal
Trans-va ginal
Trarns-urethisad
-Trnts-wesoph.

(non-Card.)
Iu moala.) P p p P p P OMOC Note 2.3.4.5.7,8.9

musculo-skel.

lntra-vascsjlar
Other

__________ (Specify)- - - - ---

Caritac Adult p p P P P P BMOC Note 2,3,4,5,7,8,9
Cardiac Cardiac Pediatric P P P p P P BMOC NOte 2.3,4,5,72,89

Inta-vansextlar

(Crciacl

Intr-card ac
Other (Specily)---

Peripheral Periphrala vessel P P P P PP BMDC Note 2.3,4.5.7,8.9
Vessel Other (Specify) E ii4 =
N = new, Indicallon; P =previously cleared by K090270

Note 1 For example: breast, tesstes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D Imaging
Note 4 85W SleScape panoramic Imaging
Note 5 Power SieScape panoramic mnaglng
NoteS6 For ea~ample: atdomi~nal, vasclar
Note 7 Contrast agent imaging
Note 8 SeClear multi-view spatial carpounding
NoteS9 Tisesue Eqnatization Technology
Note 10 Intracardiac imaging
Notell DynarmcTCfl

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

Prescription Use (Per 21 CFR 801. 109)

Division of Reproductive, Abdominal,
and Radiological D v

510(R) Number____ 3______3 __
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Siemnr~s Medical Solutions USA, Inc. ACUSON XJ3O"' Diagnostic Ultarasoud System
Ultrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: C7F2 Curved Mray Mechanical 3D/4D Transducer for use with:ACUSON X300 Diagnostic Ultrasound Systems
Intended Uas: Diagnostic imaging or fluid flow analysis of th~e human body as follows:

Clinical Application Mode of Operation

Other Specific yelocity(Tracki fTrakll& 3) A 5 PWD GWD Coior Ampliude COO ombsined Other
Only) IMDoppler Doppler Imaging (pcyI (Specify)

Ophthalmic OphthalmicI

Fetal P P P P P BMDC ~~~~~~~~~~~~~~~~~~~NoteFetal P P P p p BMOC ~~~~~~~~~~~~~~~~~~~~~~~2,3,4,5,7.8.9,11
X~~~dominal P P P P P ~~~~~~~~~~~~~~~~~Note

Abdominal P P P p P BMDC ~~~~~~~~~~~~~~~~~~~2.3.4.5,7.8,9,11I
Intra-operatve
(Note 6)

(Neuno)

Laparoscopic

Fetal Pediatric P P P p p BD Note

ImagIng SmallOrgan
& Other (Note 1)

Neonatal Cophalic

Mdull Cephalic
Tarns-rectal
Trans-vaginal
Trans-urethnal
Trans-esoph.

Musculo-aket, ~~~~~~~~~~~~~~~~~~~~~~~Note(Convent.) ~~~p p P P P SMOG 2.3.4,5,7,8,9,l1
Musculo-skel.
(Superfic)
Intravascular

Other

Cardiac Adult P P P P P SMOG 2 No4te8.,1

Cardiac Cardlec~~~~~~~~~edletxic p p P p P SMOG ~~~~~~~~~~ 2.3.4.5.7.8,9.11
Intra-ascmiar
(Cardiac)

lntra-cadlac
Outer (Specify)

Peripheral Peripheral vessel P P P p P SOGD 2.3,4,517,08.9,
Vessel Other (Specify) ______ ______ __________

N = new indlcation: P = previously cleared by K090276

Note I For example: breast, testes, thyroid, penis, prsate, etc.
Note 2 Ensemble tissue hannonic Imagln
Note 3 3D imaging
Note 4 B&W SieScape panoramic tnagfng
Note 5 Pover SleScape paorcarrox imaging
Note 6 For example: abdominal, vascular
Note 7 Contest agent Imaging
Note 8 SteClear multi-view spatial compounding
Note 9 Tissu Equalibalicn Tedinology
Note 10 Intracardlac imaging
Note I I Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAG;E IF NEEDED)
Concurrence of CORH. Office of Device Evaluation (ODE)

Prescription Uise (Per 21 CFR 801. 109)

Division of Rep roductive, bo ia
and Radiological DeviC Abdo inal

510(k) Number=NUIJU /
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Siemens Medical Solutions USA, Inc. ACUSON X300Th Diagnostic Ultrasound System
Ultaoun~d Divisio -51 0(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name ~~~EV91`4 curved Arry Mechanic~al 30/40 Transducer for use with:
Device Name: ~ACUSON X300 Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fulud flow analysis of the human body as follows:

clinical Application Monde of Operation

Other Bpor -D Color krnpliude Color ComindO~ter

Only) Spoc A NI~magtsg (Specify) (specify)

Ophtitalmic Opl-th.almlc ________

Fe~~~~l P P P P P BMDC ~~~~~~~~~~~~~~~~Note
Fetal P P P P P DM00 ~~~~~~~~~~~~~~~~~~~~~~~~~23.4.5,7,83,9311

Abdominal

ints-openotiv
(Note 6)

(Neuro)

Laparoacopic,

Fetal P.,dlatic

Imaging SmallOrgan P P BMDC Nose5..89.
Oft, (Note 1)~~~~~~~~~~~~~~~~~~~~~~~~~Nt

Neonatal Cephatic p p p p p BMDC H.e4..in,.s

Adult Cephaslic

Trans-rectal P p p p p NM0 .34,.,8,1

Trans-vaglnal p p p p p BMDC 2.3,4.5.7.8,9.11
Trans-jreluval
Tran-s~esph.

(Cnve-ant.)

Mu.sct-kel.
(Superfic)
Inba-vascsilar

Cardiac Adult
cardiac. -Cardac Pedlatric

Innr-vascular
-(Cardiac
Too .s~esophsgeal
(MCardlac) _ _ _ _

Inma-cardlac
_________ Ofter (Specify)

Peripheral Periphenal vessel
Vessel Ouhter (Specify) _ ___

N = new indication; P = previously cleared by K(090276

Nowe 1 For example: breast, testes, thyroid, penis, p..rostae. etc.
Note 2 Ensembla tissue harmonic Imaging
Note 3 30 ImagIng
Note 4 B&W SleScape panoramic imaging
Note. PoFwer SleScape panoramic imaging
NoteS6 For er pame: abdorrdnal, Vascular
Note 7 Confrast agent ruastling
Note 8 Stealear rmiU-$ew. spatial com~poundiing
Note 9 Tissue Equalizatin Technology
Noew 10 Intracaidlac Timaging
Note 1 i DynamricTCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
concurrence of CDRH. Office of Devfice Evaluatlon (ODE)

prescription Use (Per 21 CFR 801.109)

(Division An0T
Division of Reproductive, Abdominal,
and Radiological Devices1 g

510(k) Number__________
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Siemens Medical Solutions USA, Inc. ACUSON X300Th Diagnostic Ulnrsound System
Ultrsoud Division 51 0(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: ~~LI 3SF 3D/4D Mechanical Wobbler Linear Transducer for use with:Device Name: ~ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Clinical Applicaton Mode of Operation

Other sp.r W W oo mlte Color Combined Other(Trackil pcii A B M olo mltde VlctOnly) (TracksllI& 3) Dopple Doppler Velaginy (Specify) (Specify)

Ophthalmic Ophthalmic
Fetal p p p p p BMDC Note 2.3.4,5.7,8,9
Abdominal P P p p P EMDC Note 2.3.4.5.7,8,9

lntre-oipartw
(Note 5)

Intra-coprative
(Neuro)

Laparoacoplo
Fetal Podiatric P P p p P BMDC Note 2,3.4,5.7,8.9
imagtng smatlorganP P pppBDC Nt2.4,7.9
& Other (Note 1) BM Nt23457,9

Neonatal Cephaslfic P P P P p BMDC Note 2,3,4.5.7.8,9
Adult Ceplhatic
Transrctal
Trans-vginal

Trna.~esoph.
(non-Card.)

(Convent.) ~~~p p p p p SMOC Note 2,3,4,5.7.8.9
Muscuto-skel. P P p p P BMDC Note 2.3.4.5.7.8,9
(Superfic)
lnl-vasular
other

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal

Intro-cardiac

Pe .Ipea Peihrlesl P Ppp P MDM0 Note 2.3,4,5.7,8.9

N neve Indcation; P = previously dleared by 1(09oQ78

MotelI Fef exampe: braeast testes. thyroid. pents, prostate.et
Note 2 Ensemble tissue harmonic frllnagt
Note 3 30 imsaging
Note 4 B&W SleScape panoramic Imaging
Notes5 Power SleScape panoraic Imaging
Note 8 For examnple: abdominal. vascular
Note 7 Contrast agent Imaging
Note S SieClear mt-ewspatial srnmpounding
Note 9 Tissue EqualizatIon Totnotogy
Note 10 Intracardiac, Imaging
Note 11 DynamIc TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUJE ON AN'OTHER PAGE IF NEEDED)
Cocurrence of CDRN, Office of Device Evaluation (ODE)

Prescriptiom, Use (Per 2l CFR 831,1i09)

(Divisio 4 ?~fK-f
Division of Reproductive, Abdominal,
and Radiological Devices,

510(k) Number 6
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Siemens Medical Solutions USA, Inc. ACUSON X300Th Diagnostic Ultrasound System
Ultrasound Divkisin 5 10(k) Submrisson

Diagnostic Ultrasound Indications for Use Form

510(k) Number (iflunown):

Device Name: VFB-3 Linear Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

(TraW fmcks I3) A B M MPD CWD Color Am~plltude Clr Combsn~edOtr
(Trcl) If cMl&3 Doppler Doppler Imaging (Speofy) (Speedfy)

F~~~tal P p p p P 13MDC ~~~~~~~~~~~~~~~~~NoteFetal P P P P P PMDC ~~~~~~~~~~~~~~~~~~~~~~~2,3.4 .5,7 .8 9 11

Abdolinal P P P P P BMVDC; Not.4S7891

Innraopaefatva
(Note 6)

Intro-perative
(Neuro)

Lapa..ocopic

Fetal Pediatric P P p P P ~~~~~~~~~~~~~~~~~~~~Note
Fetal Pediatric P P P P P ~~~~~ ~~~~~~~~~~~~~~~~~BMDC 2.3,4,5,7.8.9,11

Imaging SmallOrgan P MDC 2,3,4,5.7,8.9,l1
& Other (Note 1) P P PPpBN

Necratal CeplbIC P P P P P BMCNote
________ __________ ~ ~ ~ ~ ~~~~BDC 2,3,4.5.7.8.9.11

Adult Cephallc
Trans-,ectal
Trans-vaginalII
Trans-urethralI
Trana-osoph.

(Co~e~t.) P P P P Ps BMDC 235791

Muscuo-sel. P P P P P BMDC 2345891

Cardiac, Adult .Note 12
Cardiac Cardiac Pediatric

Intovas.cular

Tres-esophiageal

lrntra-wadlac
Other (Spealty) _______

Peripheral Peripheral vessell PP P P P BMDC 23478911

N = nev, indicatteg P = previously leamd by 1007

Note 1 For example: breast, testes. Uiyrvid penis, prostate. etc.
Note 2 Ensemble tissue harnnaic trnaglng
Note 3 3D Imaging
Note 4 B4W SleScape, panoramic imaging
NoteS5 Power SleScpap panioramic Imaging
Note 6 For..eample: abdominal, vascilar
Note?7 Conitiast agent imagIng
NoteS8 Sieclear multt-view spatial cornpesndIs
Note 9 Tissue Equalization Tedviology
Note 10 Intracard~ac tnmaging
Note 1 1 Dynamic TCE
Notel12 MJP

(PLEASE DO NoT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescrinption Use (Per 21 CFR 801.109)

DviinSg _ _ __f_ _ _

Division of Reproductive, Abdominal,
andRadoloical Devices

Page 61 of 1531 510(k) Number- A4 3 3



Sitm.n. Medical Solutions USA, Inc. ACUSON X300Th Diagnostic Ultrasound SystemUltrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if knownt):

Device Name: P5-i Phased Array Transducer for use wilth:ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fulud flow analysis of the human body as follows:

Clinict Application Modle of Operation

Other.oii Color(Treack Seii A B M PWD CWD Color Amplitude veoiy Combined OtherOnly) (Tracksll& 3) Doppler Doppler Velcit (Specifr) (Speciy)
Ophtia nlc Ophthalmic - -

Fetal P P P P P P BMDC ~~~~~~~~~~~~~~~~~~Note
Fe~t mal p p p P P p BM OC N345 891

Abdominal P P p p P P BlA~~~~~~~~~~~~~~~~~~~e~ 2,3,45,57,8,9.I11
Ina-operative
(Note 6)

(Neuro)

LoparmecopIc

Fetal Pediatric P P p p P p BMDC NjeS,.8.A
Imaging SiaiOrgn
& Other (Note I

Necoatal Cephaelie p p p p pp BMDC Note
Aduft Cephalic P p P p p p BMDC Note

Trans-rectal
Trans-vginal
TWrans-rellrl_____
Tran-esph.
(non-Card.)
Muscuo-skel. 

______
(Convent.)

lntravasaular

Cautflac Adult p p p P P p BMDC N.34o,8e1
Cardiac CardiacPediiatric p p P p p p BMDC Nw

Into-vascular
(Cardiac)
Trans-esophageal
(Candisc)
Intr-eardiac,
Other (Specily)

Peripheral Periptheral vessel P P p p P P BMOCN.3...89
Vessel Othor (Spedly) 

BD 2345T8II
N = new widicafion; P = previusl cleared by K090276

Note I Forexample: breast, testes , throd, pnis, prostate, ec.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D imaging
NOte 4 B&W Si.Scape panoramic imaging
Notes5 Power SteScape panoramic imaging
Note 6 For example: abdominal. vasWir
Note 7 Contrast agent imaging
NoteS8 SieClear multi-view spatial ornrpoundfing
Notes9 Tssure Equaltratlon Technology
Note 10 Intracardiac imaging
Note II Dynamic TCE

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

Prescription Use (Per 21 CFR 801.109)

Divsio ofRerodctieAbdominal,

Page 62 of 1531 50k ubr 7 •i.5



Siemens Medical Solutions USA, Inc. ACUSON X300Th Diagnostic Ultraound System
Ultraoud Division, 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510G(k) Number (if kntown):

Device Name: C6-2 Convex Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Othrck Specific A B M PD WD Color Amplitude Vdodlor Combined Other
Only)l (Trackl I& 3) A B M PD CD Doppler Dope Imagcing (Specify) (SPecifY)

Ophthalmic ophthalmic

Fetal p p p p P BMOC Note
_______ _________ ~~~~~~~~~~~~~2,3,4,5.7,8,9,11

Abdominal P p P P P BMDC ~~~~~~~~~~~~~~~~~~NoteAtdominal p p P P P SMOG ~~~~~~~~~~~~~~~~~~~~~2.3,4.5.7.8.9,I1
Intra-operabve
(Note 6)

(Neuro)I I I I

Lpa~roacopic I I

Fetal Pediatic p p p P p BMOCGot
Imaging Sinai0rgan
& Other (Note 1)

Neonatal Cephalle

Adult Cephanc
Toras-rectal
Trans-vagbsal
Tnrns-orethal
Trans-esoph.
(non-Gard.)
Musculo-akel.P P PpPS~ Note(Convent.) p MG 2.3,4.5.7.8.9.11
Muscu~lo-wl.

Inlro-vscjlar
Other _______ __

Cardin MO P P P P P ~~~~~~~~~~~~~~~~~~~NoteCardiac Adult P p p p P BMDC ~~~~~~~~~~~~~~~2.3,4.5.7.8.9.11V
CardIac Cardiac Pesitaric p p p P p BMADC 2,3,4.5,7,8.9,11

(.rceardlac)

Other (Spooffy)

PerIpheral Perlpheral veasel p p P P P SMDG 2 Now57..9l
Vessel Other (Spedify)
N =nwIndication: P = previously dlwead by K09027

Note I For example: bre. ast ese, thyroid, penis, prostate. etc.
Note 2 Ensemble tissue harmonic biiaghng
Note 3 3D Imaging
Note 4 BAWf SieScaipe panoramic imaging
NoteS Power SieScape panoramic Imaging
Note 6 For example: abdommnl, vascular
Note 7 Contrast agent imaging
Note a SteClear multi-vIew spatial compoundtng
Note 9 Tissue Equalization Technology
Note 10 Intracardiac Imaging
Note 1 1 Dynamic TCE

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

Prescription Use (Per 21 CFRSOI1.1 09)

(Division Og~f
Division of Reproductive, Abdominal,
and Radiological Devices
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Siemen Medical Solutions USA, Inc. ACUSON X300Th Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: SoundStar lOP Transducer for use willh:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical A~ptication Mode of Operation

Other Speafic Ctr Dplr Velocity (pei) Sc)
Only) ffmcl l& 3) Dpple, Q~P' Imaging (pcf) (~cy

Ophthalmic Ophthalmic - - - - ----

Abdomninal

tntra-operstivo
(Note 6)

Intra-op raftie
(Neuro)
Lapa,.pospi

Fetal Pediatric

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephaic
Mdull Cephaluc
Trasrcta~l
Trans-vaginal
Trans-uretaa
Trans-soph.
(non-Card.)

* ~~~Musculo-kel.
(Superfle)

- lntre-vasctiar ~~~P P P P P P BMDC NO..89ID1
Other

NoteCardiac Adult p p P P - P P BMOC 237.9101

Cardiac CardileePediatric p p P P P P BMDC No.te.,1.1

Intr-vascular P P P P P P BMDC N..,..ote I(CaMWic) 237891i
Trana-esophsageai
(Cardiac)

lr,~~~~Iac P P P P P P BINIDC ~~~~~~~~~~~~~NoteInfra-cardlac p p P P P P BlA~~~~~~~~~~~~~~~~~e ~ 2,37.8,910,11
Oter (Specify)

Peripheral Peripheral vesse
Ve~sel Other (Speclfy) _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _

N =new hdiolcon: P * prmvwsly cleared by K0O2T;0

Note 1 For esaple: brast, testes, thyroid, penis. proalate, etc.
Note 2 Ensemble Utisse hamnonle imaging
Note 3 3D ima~gIng
Note 4 B&W Siscope panoratwc imagiog
NoteS5 Powe SicScpe panoramic kriaging
Note 6 For example: abdominal, vascular
NOte 7 Contrast agent imagmng
Note e SicClear multi-Vew spatial wiopcondlng
Note § Tissue Equalization Technology
Note 10 Intracardiac Imaging
Note 11 DynamlcTCE

(PLEASE DO NOT WRITE BELOW THI-S LINE-CONTINUE ON ANIOTHER PAGE IF NEEDED)
Concurrence of CORN, Office of Devices Evakaiaon (ODE)

Prescrption Use (Per 21 CFR 80 1.109)

(Divisii

Division of RCprductive, Abdomnl
and Radiological Deviiaj

Page 64 of 153151%N br_______



Siesmcus Medical Solutions USA, Inc. ACUSON X300Th Diagnostic Ulfrasourd System
Ultrasound Divisio 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: P9-4 Phased Array Transducer for use with:ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
Other Spcfccowo

(Tracki Spcfc A F w CD color Amplitude VelocitytheOnly) (Tracksl l& 3) B N Doppler Doppler Comind Ohe- - -~~~~ I - - naging (5 peiy (Specify)OPh.nibirs: OphthairmicI

Fetal P p P P p P EMOC 2.3.4..91

Abdominal P p P p p p BMDC 23, ot,.891

Intri-operaWlv
(Note 6)

Intra-operntlve P p p P P BMJDC Note(Neuro) 2.3.4.5.7,8,9,11
Lapiasospic

Fenn Pedlaft P P P BMDC ~~~~~~~~~~~~~~~~~~~~~NoteFetal Pediatric P p P P p P SMOC ~~~~~~~~~~~~~~~~~~~~~2,3,4.5,7.B.9,1l
Imaging SmallOrgan
& Omter (Note 1)

Neonatal Cephelic P I' p p p p BMDC Note

Mdult Cephelic 
_____

Trans-rectal 
____

Tram-~vaginal

Trens-esoph. 
____

Muactulo-akel. 
_ __

(Convent.)
Muaculoskol.

Intra-voscular
Otner

Cardiac Adult

Gaol~~~ac Canflac Psflaoic P P P P P P BMDC ~~~~~~~~~~NoteC ar iaC r di a Pedoin a tr i p M C 2 .3 .4 .5,7 .8 .9 .1 1

(Cta~rdiac)

Other NoteP(Cardlac Neonstl BMDC 2.3.458 1

N = new indication; P = previously ceared byK027

Note 1 For example: breast, testes$, thyroid. penis, prostate, etc.
Note 2 Ensemble tissue harmonic im~aging
Note 3 30 imaging
Note 4 B&W SioScape panoramic Imagin
Note 5 power SleScape panoramic Imaging
Note 6 For example: abdominal. vasular
Note 7 Contrast agent Imaging
Note 8 SteClear nudtl-vlew spatnal conpotunding
Note 9 lissue Equalization Technology
Note 10 intracardiac Imaging
Nose ii1 Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrnce of CORH. Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801. 109)

Division of Reproductive, Abdominal,
and Radiological DevicQs 2

510(k) Number N 3 3
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Siemens Medical Solutions USA, Inc. ACUJSON X300"h Diagnostic Ultrasound System
fltrasos~nd Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Formi

510(k) Number (if known):

DeieName: P4-2 Litho Phased Sector Array Transducer for use with:
Device ~~~~ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Other Specific CD clr Apiue Color Combined Otlier
(Trackl C.kslIt& 3) A B M PWD Dw opplr Dopltud velocity (Specify) (Specify)Only) oplr Dper Imaging _______

Ophlthelmic Ophibalmd~ic

Fetel

Abdominal N N N N N N1C 3 t,,.a..
lotra-olperatlve
(Note 6)

Intra-operattve
(Neuro)

Leparoscoplc

Fetal Pediatuic

Imaging SmaHOrgan
&t Othes (Note I)

Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urothral
Trana-esoph.
(non-Cord.)
Muscuo-skot

Musucs~oskel.

lnlra-vasailar
Other

CardIac Adult
Cardiac Cardiac Puledib

InfrL-vsxar

Trans-esophalgeal
(Cardlac)
Intera-cardilac
Other

Peripheral Peripheral vessel
Vesl Other (SpecIfy) _ ___

N = net indication; P = previously leered by FDA

NOte I For examnple: breast, tastes, thyroid, penis. prostate, set.
Note 2 Ensemble tsue. harmonic imaging
Note 3 3D imaging
Note 4 B&W SleScapeo panoaic imaging
Note 5 Power SieScape panoramIc imaging
NoteS6 For example: abdomrnlal. vascular
Note 7 Contrast agent ImagIng
Note 0 SbeClear multi-evie spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardlac, imaging
Note II Dynamic TCE

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

Prescuiption Use (Per 21 CFR g0t. 109)
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Siemens Medical Solutions USA, Ic= ACUSON X300"- Diagnostic Ultrasound System
',Ultrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: BP9-4 Convex Array Transducer for use with:
ACUSON X(300 Diagnostic Ultrasound Systems

Intended Use: Diagnostic Imaging or fluid flow analysis of the human body as follows:

Clinical Application Mod. of Operation

Only) Spacifcsl&3 W CWD COlor Amiptitude Color Combined OMer
(Trakl STracklI&fc 8M Doppler Doppler (Spcif) (pecfy

Ophthalmic Ophthalmic

Fetal

Abdo~minal

Inta.-ope relive
(Note 6)
Inta-coperativ
(Neuro)
Laparoscopic

Fetal Pediatric

Imaging SmatpOrgan N MCNote
SOther (Hotel1) 2.3.4.5,7,8,9,11

Neonatal Cephalic

Adutt Cephalic
Note

Trans-recta IN N N N N BMDC 2.3.4.5.7,8.9.11
Trans-vaginal
Thras-urethral
Trons-asoph.
nonm-Card.

Musculo-skel.
(Convent.)
MuaculSo-sak.l
(Supers- __

intr-vasclar

Otcheriiv

Cardiac Mdull
Cardiac Cardlac PediatrIc

Intra-vasouLar
(Cardlac)
Trmss-arsophageal
(Cardiac)
in"r-cardLac
Other (Specify)-

Penipheral Peripheral vesse
vessel Other (Specify) _____

N = new indication: P = previously cleared by K(090276

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Enseamble tissue harmni braging
Note 3 3D Imaging
Note 4 85W SieScape panoramic rImaging
Note 5 Power SiaScape panoramic imaging
Note 6 For example: abdominal. vascular
Note I Contrast agent imaging
Note 8 SicClear multi-view spatial cormouhnding
Note 9 Tissue Equalization Technology
Note 10 Intrcardiac imaging
Note I I Dynamic TCE

(Divisi rn Sigg-Off)
Division of Reproductive, Abdominal,
and Radiological Devicep,~6

510(k) Number- 7h155
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