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Sponsor: Siemens Medical Solutions, Inc.,
Ultrasound Division
1230 Shorebird Way
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,:B !9 2009
Contact Person: Shelly Pearce

Telephone: (650) 694-5988
Fax: (650) 694-5580

Submission Date: January 6, 2009

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

Common Name: Diagnostic Ultrasound System with Accessories

Classification:

Regulatory Class: II
Review Category: Tier II.
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-IYO
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, K071036 and K061946) and
the following:

* K050240, ACUSON CV70 Cardiovascular System
* K063085, ACUSON Sequoia Ultrasound System
* K071036, Acuson X300 Diagnostic Ultrasound System
* K080760, ACUSON X300TM 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
· IEC 60601-2-37 Diagnostic Ultrasound Safety Standards
· CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment
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· AIUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical
Acoustic Output Indices on Diagnostic Ultrasound Equipment

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

· EN/IEC 60601-1
· EN/lEC 60601-1-1
· EN/IEC 60601-1-2
· EN/lEC 60601-1-4
· EN/1EC 60601-1-6
· EN/IEC 60601-2-18
· EN/IEC 60601-2-25
IEC 1157 Declaration of Acoustic Power

· ISO 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 Public Health Service

'a'

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Siemens Medical Solutions USA, Inc., Ultrasound Group
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC

h ~~~~~~~~~~~~FEB ! 9 20091394 2 5th Street NW
BUFFALO MN 55313

Re: K090276
-. Trade/Device Name:.: Acuson X300 Diagnostic Ultrasound Systems.'"

Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
;Regulatory Class: II
Product Code: IYO, IYN, and ITX
Dated: February 3, 2009
Received: February 4, 2009

Dear Mr. Job:

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

and. p hibitions aga i. mni d da a . -,

This determination of substantial equivalence applies to the following transducers intended for
use with the Acuson X300 Diagnostic Ultrasound Systems, as described in your premarket
notification:

Transducer Model Number

P4-2 Phased Sector Array
CH5-2 Convex Array
VF10-5 Linear Array

L9-5 LinearArray
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
CW5 Continuous Wave
AcuNav 8F Intracardiac

AcuNav 1OF Intracardiac
V5Ms TEE

4Vlc Phased Sector Array
VF13-5SP Linear Array

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

G7F2 Curved Array Mechanical 3D/4D.
:V9F4 Carved Array Mechanical 3D/4D

LI 3F5 3D/4D Mechanical Wobbler Linear
VF8-3 Linear Array
P5-1 Phased Array
C6-2 Convex Array

SoundStar 1OF
P9-4 Phased 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 CFR Part 801); good manufacturing practice requirements as set
.rth in. : qualitysystems,(QS).regu!ation (21 -CFE2_-" -'- , - ~..- , th, ~:.cctrn',.

pioduc; radiati6n contr6PlproVisions (,S:ctions.53 1-542 pi" h C0-Ii)56.

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
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 Interet 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,

Janine M. Mors
Acting Director, Division of Reproductive,

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

Enclosure(s)
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Indications for Use Statement

510(k) Number (if known): (oo)7=

Device Name: Acuson X300 Diagnostic Ultrasound System

Indications For 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 meas'ement of.anatomical 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 Society for
Vascular Imaging".

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

(PLEASE DO NOT WRITE PElB OW 7S L.NE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off) ,
Division of Reproductive, Abdominal and
Radiologica! Devices
510(k) Number /< 0 'p.-7(
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Siemens Medical Solutions USA, Inc. ACUSON X300TM Diagnostic Ultrasound SystemUltrasound Division 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
Other Color(Track1 Specific Color Amplitude Color Combined Other(Trackl A B M ~PWD CWD VelocityOnly) (Tracksl i 3) Doppler Doppler (Specify) (Specify)

Ophthalmic Ophthalmic
Fetal

P P P P P P BMDC Note
Abdominal P P. P P P P BMDC Note

2,3,4,5,7,8,9,11
Intra-operalive
(Note 6) P P P P P P BMDC Note

P P P ~~~~~~~~~~~~~~Note
______ P P P BIVIDC 2,3,4,5,7,8,9,11

& Other (Note 6) P P P P P P BMDC 2,3,4,5,7,8,9,11

· Nntal e P ; p P P P BVDC Note..... (Neuro) ~ ' , , ~ .2.3,4,5,7,8.9,11- .. La~~~~~~~~~~~amscop~ ~ ~ ~ ~ ~ ~ ~ ~i'c

Adult~~~~~~~~~~~~~~~~~~~~~' .ep:li Note

Fetal Pediatric
P P P P P P BMDC Note

Trans-rectal P P P ~~~~~~~~~~~~~~~~~Note

___________ BMDC_____ 2,3,4,5,7,8,9,11Imag ing SmallOrgan 
Note& Other (Notel1) P P P P P P BMDC 2N3o4t5,7e8,9,11

Neonatal Cephaic P P P P P BMC Note

(non-Card.) ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ _____2.3,4,5,7,8,9,11

Adsult Ceplic P P P P P P BMDC Note

(Convent) ~ ~ ~ ~ ~ ~ ~ ~ ______ _____2,3,4,5,7,8,9,11

Trns-vginael. ~ P P P P BMDC Note
(Superfic) P P P P P P ~~~~~~BMDC 23457891_________ __________ ________ 2,3,4,5,7,8,9,11Otr-ehral

TS-esofh. P P P P P BMDC Note
CardiacAdulo-st P P P P P BMDC Note(ConIent) -- - - ________ ______ _ . 2,3,4,5,7,8,9,1 BM

Cardac CrdsculPsediari P P P P P PD BMDC Nate

I ugerlic) ________ __________ 2,3,4,5,7,8,9,11InTra-vascular 
Note

(Specify) P P P P P P BMDC
Cardiac(dult P P P P P P BMDCaNa7e

2,3,4,5,7,8,9,11C ac Cr (Spetri) P P P P P P BMDC ote

23457,8,9,11
Periphe~ra ns-ripheral vse

p P P P P P BMDC Note

(Cardiac) .~ I - 119A 12

Vessel Other (Specify) 
__________P ' . BMDC' Note57,,9i

P ~~~~BMDC Nt

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

-.~ ~~~~~ e PP _P _P _B M D C 2,3,4,5,7,8,9.11

N = new Indication; P = previously cleared by K080760
Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmnonice Imaging

*Note 3 3D Imaging
Note 4 B&W SieScape panoramic Imaging
Note 5 Power SieScape panoramic imagIng
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8 SleClear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardiac ImagingI *Note 1.1 Dynamic TCE
I Note 12 AH

EDPOTWIT EOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
of CDRH, Office of Device Evaluation (ODE)(D I o ig Prsription Use (Per 21 CFR 801.109)

DIion~ of Reproductive, Abdominal and

a ~~~~~~~seif y 1g

RadiologiCar Devices
510(k) Number 0~• 103
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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 ColorTrackl Specific A B PD CD Color Amplitude Veoct Combined Other(Tnlc) (Tracksl l& 3) AopBlMr DoCler eImagin (Specify) (Specify)

Ophthalmic Ophthalmic

NoteFetal P P P P p P BIMDC 2,3,4,5.7,8.9.11

Abdominal P P IP P P. BIVDC~ *. ot
-______ ~2,3,56,T,8,9,1

Ii~ra-operafiv
(Note 61
Intra-operative
(N eurol _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _

Laparoscopic
Fetal Note

Pediatric P P P P P P BIMDC 2,3.4,5.7,8,9,11
Imaging SmallOrgan
& Other (Note 1).

Neonatal Cephalic P P P P .P P BMVDC 2 Note7,,91

Adult Cephalic P P P P P P 2.3.45,7Note1
Trans-rectal
Trans-vaginal__ _ _ __ _ _ _ _ _ _ _ _

Trans-urethral
Trans-esoph.
(non-Card.)____
Musculo-skel.
(Convent)__ _ _ __ _ _ __ _ _ _ __ _ _ _ _

Muscub-skel.
(Superflc) _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intra-vascular
Other

(S -- --f-

Cardiac Adult P P P P P P BMDC Note
2,3.4,5,7,8,9,11Cardiac Crlc~c. . 8 Note

Trans-esophageal ~
(C~ardlac ___

(n raCardi ac)_ _ _ __ _ _ _ _ _ _ _ _ _ _ __ _ _ __ _ _ _ __ _ _ _ _ _

L ~Other (Specify)_______
Peripheral INotePerIpheral vessel P P P P P P BMDC 2.3.45,7,8911
Vessel Other (Specify) -

N = new Indication; P = previously cleared by K080760

Note 1 For example: breast, testes, thyroId, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D Imaging
Note 4 B&W SieScape panoramic Imaging
Note 5 Power SIeScape panoramIc Imaging
Note 6 For example: abdominal. vascular
Note 7 Contrast agent Imaging
Note 8 SleClear multI-vIew spatial compounding
Note 9 Tissue Equalization Technology
Note 10 IntracardIac Imaging
Note 11 Dynamic TCE

~~~~ W ~~~~~~~~THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
(D~~i~~1 Sign-Off) ~~~Concurrence of CDRK. Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number
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Prescription Use (Per 21 CFR 801.109)

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: CH5-2 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

Other Color( Track I Specific Color Amplitude Combined OtherOTherSpc ific& A B M PW D CW D Do per D p le o c ma ing t y _ _ _ _ __ _ _ _ _ _ _ _(Tracks II& 3) A B M PWD CWD Doppler Doppler locity (Specify) (Specify)Only) ~~~~~~~~~~~~~~~~~~~~~~Imaging
Ophthalmic Ophthalmic

Fetal P P P P P BMDC Note
Fetal PP P P P BMDC 2.3,4,517,8,9,11

..... . :. .. ", Abdominal . SMO-.C ' No.,
' ' BMDC '. 2,3,~~~~~~~24,5,7,8,9,11I

' ...... Intra-operative
(Note 6)
Intra-operative
(Neuro)
Laparoscopic

Fetal Pediatric P P P P P BMDC

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic
Adult Cephallc
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(nan-Card.)
Musculo-skel. Note
(Convent) P P P P P BMDC 2.3.4.5.7.8.9,11
Musculo-skel.
(Superfic)
Intra-vascular
Other

·NoteCardiac Adult P P P P P BMDC 3 ot 12,3,4,5,7,8,9,1
NoteCardiac Cardiac Pediatric P P P P P BMDC 2,3,4,5,7,8,9t11

. ,ra-vascular
"C ' -

'
- .... ;.----:"-

Trn~.easqphageaa

:P ertp he::l In tra -c a rd la c
Other (Specify)

Peripheral Peripheral vessel P P P P P BMDC 2,3,4,5,7,8,9,11
Vessel Other (Specify)
N = new Indication; P = previously cleared by K080760

Note 1 For example: breast, testes, thyrold, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic Imaging
Note 5 Power SleScape panoramic Imaging·
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SleClear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardlac imaging
Note 11. Dynamic TCE

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

Prescription Use (Per 21 CFR 801.109)

(Divisioh Slgn-Off)
Division of Reproductive, Abdominal and
Radiological Devices



Siemens Medical Solutions USA, Inc. ACUSON X300TM Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: VF10-5 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 Mode of Operation

Other Color(Tracki Specific A B PWD CWD Color Amplitude Velocity Combined Other
Only) (Tracks'llI& 3) M Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic Ophthalmic
Fetal Note

P P P P P BMDC 2,3,4,5,7,8,9,11
Abdominal

" ' t, · :~" ":' Pi' :P ' . p-F)':': . ... 'P. "' P:'BMc-'-..Note 'P P P p BMDC~~~~~~~~~~: 2,3,4.5,7,8,9,11
Intra-operative

(Note 6)

Intra-operative
(Neuro)
Laparoscopic

Fetal Pediatric Note
P P P P P BMDC 2.3·4,5,7,8,9.11

Imaging SmallOrgan Note
& Other (Note 1) P P P P P BMDC 2,3,4No5,78,9,11

Neonatal Cephalic Note
P P P P P _ BMDC 2,3,4,5,7,8,9,11

Adult Cephalic
Trans-rectal
Trans-vaginal I _

Trans-urethral
Trans-esoph.
(non-Card.)__ _ _ _ _ _ _ _ _ _

Musculo-skel. Note
(P P P P P BMDC 2,3,45,8,911
Musculo-skel. Note
(Superfic) P P PP P BMDC "5'l
;ntra-vascular
Other

Cardiac Adult
Cardiac Cardiac Pediatric Note 12

,vasr, , I__ __ _ _ ___r

";~ ~~ '{'" ' 4: -...- ' '_"_":'-
:~ ... ' ' -:. .;.. /Cardiac) - . ''_ ___' ___-

· .Intra-carliac .... '' - '" .. '... ': :~
Other (Specify)

Peripheral Peripheral vessel PP4 eP P P P P ~~~~~~~BMDC Nt
Vessel Other (Specify)
N = new Indication; P = previously cleared by K080760

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic imaging
Note 5 Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8 SleClear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardlac Imaging
Note 11 Dynamic TCE

Note 12 AHP
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

co n of CDRH, Office of Device Evaluation (ODE)
,Prscription Use (Per 21 CFR 801.109)

(Division ~g~.ff).....:.f
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number ___ -_6
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Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: L-9-5 Linear Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound SystemsIntended Use: Diagnostic imaging or fluid flow analysis of the human body.as follows:

Clinical Application Mode of Operation
Other F IColor(TrackIl Specific A I IW CW Color Amplitude Veoct Combined OtherOnl)racksl l& 3) PWDplCWDDoppler(Specify) (Specify)Only) ~ ~ A B oplr oplr Imaging

Ophthalmic OphthalmicI

Fetal P .2 _ _ P p BD Notep ______ ~~~~~~~~~~~~~~~~~2,3,4,5,.S1.Abdomirnz P PpPp DC Note
- - ~~~~. ~~~1~~~~ - ___________ ~~~~~~~~2,3,4,5,7,8,9,11

Intra-operative
(Note 6)
Intra-operative
(Neuro)
Laparoscopic

NoteFetal Pediatric P p p p p BIVDC 2,3,4,578911
Imaging SmallOrgan 

Note& Other (Note 1) p p p p p BMDC 23.34,5.7,8,9,11
P ~~~~~~~~~~~~~~~~~~NoteNeonatal Cephalic P p pp p BMVDC 23457891

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)____
Musculo-skel. - -Note

(Convent,) P p p p p BMDC 2,3,4.5,7,8,9,11Musculo-skel. - - -Nt
(Superfic) ~ MC 2,3,4,5,7.8,9,11
Intra-vascutar - - - _ _ _ _ _ _ _ _ _ _ _

Other
- - - - - -e -fvCardiac Adult

ICardiac Cardiac Pediatric _________ Note 12lntra-vacuarT

~qj 7 -77j 
T77

k~tra-Caac
Other (Specify) 

______I

Peripheral Peripheral vessel P p p P J ____ J_ ___ BMDC Not,578,,11_I__ 2-3-_ ___.9
Vessel IOther (Specify) II I__N = new indication; P = previously cleared by K(080760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harnmonic Imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramiac Imaging
Note 5 Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SteClear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardlac Imaging

INote I11 Dynamic TCE.
INote 12 AH-I

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUIE ON ANOTHER PAGE IF NEEDED)Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR A01 .109)

(Division t f-Off)
Division of Repiroducflve, Abdominal and
Radiological Devices
51O(k) Niimhpr



Siemens Medical Solutions USA, Inc. ACUSON X300 T M Diagnostic Ultrasound System
Ultrasound Division .} 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: EC9-4 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

Other, Color
(Track aSpcific A B PWD CWD Color Ampltde Velocity Combined Other
Only) (Tracksl A 3) M Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal P P P P P BMDC Note
.~? ._:. ., _:... ~~~~~~~~~~~~~2,3 .4,5,7,8,9 ,11

Abdm Ina:

Intra-operative
(Note 6)
Intra-operative
(Neuro)

Laparoscopic

Fetal Pediatric
Imaging SmallOrgan Note
& Other (Note 1) P P P P P BMDC 2,3,4,5,7,8,9,11

Neonatal Cephalic P P P P P BMDC Note
2,3,4,5,7,8,9,11

Adult Cephalic

Trans-rectal P P P P P BMDC Note
23,34t5,7,8,9,111

Trans-vaginal P P P P P BIIMDC Note
2,3,4,5,7,8,9.11

Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel.
(Convent)
Musculo-skel.
(Supertlc)
Intra-vascular
Other
-Specif-
Cardiac Adult

Cardiac Caidiac Pedlair'c___

Trans-esophageal . - ' =' ':-_ ' . . . . . . . . '
(Cardiac)
Inta-Cardiac
Other (Specify)

Peripheral Peripheral vessel
Vessel Other (Specify)
N = new Indication; P = previously cleared by K080760

Note I For example: breast. testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic Imaging
Note 5 Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SleClear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardiac imaging
Note 11 Dynamlc TCE

T'PEAE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
" ·i, _'/is//i ...... 7:.__tfL__':,__ -, . .. se. - ofCDRH, Office of Device Evaluation (ODE)
(DiviPrescription Use (Per 21 CFR 801.109)

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



Siemens Medical Solutions USA, Inc. ACUSON X300T M Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: EV9-4 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

Other Color
( Trackl Specific Color Amplitude lo Combined OtherTak (Tracks11& 3) A B M PWD CD ope ope eoiy Cmie te

Only) (TIacagini&g3) Doppler Doppler (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal P P ~ P P BMDC' Note
Fetal P P - P P; -M' 2,3,4,5.7,8.9,11

Abdominal

Intra-operative
(Note 6)
Intra-operative
(Neuro)
Laparoscopic

Fetal Pedlabtic

Imaging SmallOrgan Note
& Other (Note 1) P P P P P BMDC 2,3,4,5,7,8,9,11

Neonatal Cephalic P P P P P BMDC Note2,3,4,5,7,8,9,11
Adult Cephalic

NoteTrans-rectal I P P P P P BMtDC 2 7,911

Trans-vaginal P P P P P BMDC Note
2.3,4,5,7,8,9,11

Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel.
(Convent)
Musculo-skel.
(Superflc)
Intra-vascular
Other

Cardiac Adult
Cardiac Carac: Pediatric . .. . . . . - -

Trans-esophageal '
(Cardiac)
Intra-Cardlac
Other (Specify)

Peripheral Peripheral vessel '
Vessel Other (Specify)
N = new Indication; P = previously cleared by K080760

Note I For example: breast. testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic Imaging
Note 5 Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular

.Note 7 Contrast agent Imaging
Note 8 SleClear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardlac Imaging
Note 11 Dynamic TCE

1 Al l~// ~ -.4 ._ ~ (PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
/,V,4/!:..... - .u . .e of CDRH, Office of Device Evaluation (ODE)

(Divisiotl'Si~n-0ff) Prescription use (Per 21 CFR 801.109)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number



Siemens Medical Solutions USA, Inc. , ACUSON X300"M Diagnostic Ultrasound System
Ultrasound Division 5 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

VF13-5 Linear 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

Othr Specific Color Amplitude Color Combined Other
(Tracki cs1I& 3) Doppler Doppler Veloty (Specify) (Specify)
Only) (Trackal l& 3) A B M PWD CWD Dopple Dopp e Imaging

Ophthalmic Ophthalmic
Fetal P P P P P Note

Fetal P P P P P BMDC 2,3,4,5,7,8,9,11

Abdominal P P P P P BMDC Note

inra-aoeative

Intra-operative
(Neuro)
Laparoacopic

Fetal Pediatric P P P P P BMDC 2,N457,,91

*. ' BMDC it ~~~~~~~2,3,4,5,7,8,9,1.1,

Imaging SmallOrgan P MCNate
& Other (Note 1) ________BMD 2,3,4.5,7,8,9,11

Note
Neonatal Cephaflc P P P P P BMDC 23457891
Adult Cephalic _ _ _ _ _ _ _ _

Trana-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.) _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _

Musculo-skel. P P P P P BMDC Note57,,91
(Convent.) 2__ __ _ __ ___5___ __ _____ __ __ __

Musculo-skel. ~ MCNote(Superf·c) _____ _ _ BMDC 2,3,4,5,7,8,9.11
Intra-vascular
Other

CardIac Adult___ _____ ___ HtA
Cardiac Cardiac Pedlatuic______

Intra-vascular
(Cardiac)__ _ _ _ _ _ __ _ _ _ _ _ _ ___ _ _ _ __ _ _ _ _ _

Tmii,:.-nsophageal -

Fetal Peiai vesl P P P P Note
."~ ~ P P - BMDC 2,3,4.5.7,8,9,11.12
Vessel Other (SNpec) -
N = new Indication; P prevously cleared by D080760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harionIc ImagIng
Note 3 3olImaglng
Note 4 B&W SieScape panoramic Imaging
Note 5 Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note?7 Contrast agent imaging
Note 8 SieClear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardiac Imaging
Note 1 1 Dynamic TCE
Note 12 AH

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

PrsrpinUse (Per 21 CFR 801.109)

(DiviSi Sidn-0f
Division of ReproductLve, Abdominal and
Radiological Devices
51 0(k) Number P



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

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: P8-4 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 Specific Color Amplitude Cor Cmbined Other
Only (Tackl l 3) A B M PWD CWD Cor Amltd Velocity

(Trackl Doppler Doppler Veagcngy (Specify) (Specify)Only) ~~~~~~~~~~~~~~~~~~~~~~imaging
Ophthalmic · Ophthalmic

Fetal P P P P P P BMDC 2.3,4,5,7N8,9,11

Abdominal P I p ' P'p" Note'~ i ;':'. - - ;" - .- · __:. - " ' BD'' ,,,,/891

Intra-operative
(Note 6)
Intra-operative
(Neuro)

Laparoscopic

Fetal Pediatric P P P P P P BMDC 2,3N4o5,7,8,9,11

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalte P P P P P P BMDC 3 ote2,3,4,5,7,8,9,11
Adult Cephalic

Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel. Note(Convent) 238P P P' P P P BMDC9,11
Musculo-skel.
(Superfic)

Intra-vascular
Other

- -- -----(Specfy)

-= ~ ~ Cardiac Adult P P P P P P N o Ct e ,45,,.91

Note~~~~~Cardiac Au P P P BMDC 23457891
Cardiac Cardiac Pediatric P P P P P BMDC Note

.... ._2. 4 7 9,11. '

Intr-cardiac

Ofthr (Specify)

Peripheral Peripheral vessel P P P P BMDC 2,3P4,5,7P8 9e11

Vessel j Other (Specify)

N = new Indication; P = previously cleared by K080760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic imaging
Note 5 Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8 SleClear mulli-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardiac imaging
Note 11 Dynamic TCE

!: (PLEAS E DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED):7 I 'J )J-/.""_ .Concurrence of CDRH, Office of Device Evaluation (ODE)

(DivisionS~n-~ff)AI /~ J~VMIA~Prsesrption Use (Per 21 CFR 801.109)(Division s ~n-dffi";"
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number I r,6



Siemens Medical Solutions USA, Inc. ACUSON X300Th Diagnostic Ultrasound System
Ultrasound Division SI10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

BE 9-4 Convex Array Transducer for use with:Device Name: ACU SON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Other IColor
(Tracki Specific A B M PWD CW Color Amplitude Velocity Combined OtherOl) (Tracksl I& 3) IDoppler Doppler Iaig (Specify) (Specify)

Ophthalmic Ophthalmic -- - ----

Fetal P P P P P BMVDC Note 2,3.4,5,7,8,9

Abdominal I

Intra-operative
(Note 6)
Intra-operative
(Neuro)__ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Laparoscopic ____

Fetal Pediatric

Imaging SmallOrgan P PPPBMC Nt2,.5789& Other (Note 1) _______ MDNte23,,57,,

Neonatal Cephalic P P P P p BMDC Note 2,3,4,5,7,8,9
Adult Cephalkc_ _ _ _ _ _ _ __ _ _ _ _ _ _ _

Trans-rectal P P P P P _____ BMDC Note 2,3,4.5,7,8.9
Trans-vaginal P P P P P _____ BMDC Note 2,3,4,5,7,8.9
Trans-urethral
Trans-esoph.
(non-Card.) ________

Musculo-skel.
Convent) _ _ _ _ _ __ _ _ _ _ _

Musculo-skel.
(Superfic)
Intra-vascular
Other

- -SafL- - - -
Cardiac Adult

Cardiac Cardiac Pediatric
tntra-vascular

IOther (Specffy)_ _ _ __

_____ P__ __ _ pher-al_ __ _ ____ss_ __ __

r Peri-phrl- OtPriher a vS e sslc__ _ _ ___fy__ _ _11 _ _ _ __ _ _ _

IN = new Indication; P = previously cleared by K(080760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic imaging
Note 5 Power SieScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SleClear multi-view spatial compounding
Note 9 Tissue Equastzation Technology
Note 10 Intracardiac Imaging
Note II Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
ricrrece f CRHOffice of Device Evaluation (ODE)

rsrponUe(Per 21 CFR 801.109)

(DivisiA S n-Off
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number I0- -



Siemens Medical Solutions USA, Inc. ACUSON X300Th1 Diagnostic Ultrasound System

Ultrasound Division S510(k),Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

CW2 Continuous Wave Doppler 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 Made of Operation
Other Color(Takl Specific A B M WD CD Color Ampi tude Veoiy Combined OtherOnly) (Tracksl I& 3) A M PD Cb Dappler Doppler Imagcing (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal P

Abdominal P

(Note 6)
Intra-operative
(Neurm)
LaparoscopIc

Fetal Pediatric P
Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic P
Adult Cephalic P
Trans-rectal
Trans-vaginal ____

Trans-urethral
Trans-esoph.
(non-Card.)______
Musculo-skel.
(Convent) __ _ _ _ _ _ _ _

Musculo-skel.
(Superfic)__ 

_ _ _ _ _ _ _ _ _ _
fintra-vascular
Other
(Specify)- - - - - --

Cardiac Adult P
Cardiac Cardiac Pediatric P

Intra-vascular
(Cardiac)__ 

_ _ _ _ _ _ _ _ _ _ _ _

Trans-esophageal
(Cardiac) 1 < 7 L

.r. ~~~~~Otlhir (Gpeclfv) .

Peripherali Perlpt-ral vunel __I___

Vessel Other (Specify) I_ _ _ _ __ _ _ _ _ _ _ _ _ _

N = new Indication: P = previously cleared by K<080760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D imaging
Note 4 B&W SleScape panoramic Imaging
Note 5 Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imagIng
Note 8 SleClear multiview spatial compounding
Note 9 Tissue Equalization Technology.
Note 10 Intracardiac Imaging
Note II Dynamic TCE

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

Prescription Use (Per 21 CFR 801.109)

(Di vision S n
Division Of RePrOdJucfVe, Abdomninal and
Radiological Devices
510(k) NUMber 01?



Siemens Medical Solutions USA, Inc. ACUSON X30OTm Diagnostic Ultrasound System
Ultrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

CW5 Continuous Wave Doppler 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

(Trak Specific A B M PWD CWD Color Amplitude Veofy Combined Other
Ol) (Tracksl I& 3) Doppler Doppler Iaig (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal P

Abdominal P

lrntra-0perative -

Intra-operative
(Neuro) _ _ _ _ _

Laparoscopic
Fetal Pediatric P

Imaging SmallOrgan
& Other (Notel1)

Neonatal Cephalic ID
Adult Cephallc P I
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)__ 

_ _ _ _ _ _ _ _ _
Musculo-skel.
(Conven ) ____

Musculo-sket.
(Superflc)__ 

_ _ _ __ _ _ _ _

Intra-vascular
Other
(specify)- - - - - ----

Cardiac Adult PID ___

Cardiac Cardiac Pediatric P ____ _________

Intra-vascular
(Cardiac)___ ___

*Trans-esophageal
(Cardiac)- -- -

uufer (pecFiY) -
,PeripheIa Peripheral vesse ........... J ________

Vesel Otar(Sn) JN = new Indication; P = prevIously cleared by 1K080760

Note 1 For example: breast, testes, thyrold, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic imaging
Note 5 Power SleScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8 SleClear multi-view spatial compounding
Note 9 Tilssue Equalization Technology
Note 10 Intracardiac Imaging
Note 1 1 Dynamic TCE

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

Prescription Use (Per 21 CFR 801.109)

(ivision i)
Division of ReProductive, Abdominal and
Radiological Devices
510(k) Number ~ 4q ,



Siemens Medical Solutions USA, Inc. ACUSON X300Tm Diagnostic Ultrasound System
Ultrasound Division 45 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: ~~AcuNav 8F Intracardiac Transducer for use with:Device Name: ~ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imnaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation.

Other SpcfcClr Apiue Color(Tackl ( TrapckslAc3 A B M PWD CWD Coplor Amppltuer Velocit Combined OtherOnlcky)I&3)Iopperiopper(Specify) 
(Specify)

Ophthalmic Ophthalmic

Fetal

Abdominal --
___ ____

Intra-opeiative
(Note 6)
Intra-operafive
(Neuro)
Laparoscoplc

Fetal Pediatric p P P p P P BMDC Note
2,3.7,8,9,10.11Imaging SmallOrgan ~& Other (Note 1)

Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.--
(non-Card.)- - - - - _ _ _ _ _ _ _ _ _
Musculo-skel.
(Convent)- - - _ _ _ _ _ _ _ _ _

* . ~~~~~Musculo-skel.
(Superfic)

NoteIntra-vascular P p p p P P BMDC 23,37,8.9,10,11
Other

- ~~~~(Specify)- - - --

Cardiac Adult P p p p p p BMDC Note
Cardiac Cardiac Pediatric P p p p ppBD Note

lntra-vnecular - -- - _______ - - 2~~~~~~~~~~~~~~~~~~~~~,3,7,8.19,(L0A{Car rc I. I l Note,.
Trans-esophageal

Intra-cardlac P p p p P pI BMOC N,,78.,1,1
Other (SpecIfy)I I_____ Nt

Peripheral Peripheral vessel - - -t - t____ _________Vessel Other (Specify) j jj
N = new indication; P = previously cleared by K080760 -

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D imaging
Note 4 B&W SleScape panoramic Imaging
Note S Power SleScape panoramic ImagIng
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SieClear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardlac Imaging
Note 1 1 Dynamic TCE

I~v1(PL~*SE D NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

0-acitio Ue (er21CFR 801.109)*

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number -5 -?



Siemens Medical Solutions USA, Inc. ACUSON X300Th Diagnostic Ultrasound System

Ultrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

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

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

Clinical Application Mode of Operation

Other Coo mpiue obne te(race Specific A B M PWD ICWD Cor Apiue Veloci om edOteOnlyM (Traqksll& 3) Doppler Doppler Iaig (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal

Abdominal

Intr-operatv
-(Note 6)

Intra-operative
(Neuro)
Laparoscopic

Fetal Pediatric P P P p p p BMVDC 2,Note101
Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic
Adult Cephalic
Trans-rectal-
Trans-vaginal____
Trans-urethral
Trans-esoph.
(non-Card.)__ _ _ _ _ _ _ _

Musculo-skel.
(Convent.) _ _ _ __ _ _ _ _ _ _ _ _ _

Musculo-skel.
(Superllc)__ _ _ _ _ _ _ ___ _ _ _ _ _ _ _

NoteIntra-vascular P P P P PD p BMOC 2,3,7,8,9,10,11
Other
(Specify)- - - - - --

Adult ~~~~~~~~~~~~~~~~~~~~~~~~~NoteCardiac Au P P P P p p BMDC 2,3,7,8,9,10,11

Cardiac Cardiac Pediatric P P P P P P BMDC 2 Not8.,1.1
Intra-vascular . MCNote

Intra-cardlac - P P P P P P BMDC

Other (Specify) _ _ _ _ _ _ _

Peripheral Peripheralvesl_ _ _ __ _ _ _ _ __ _ _ _ _ _ _ _ _

N =.new Indication; P = prevIously cleared by K080760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tIssue harmonic imaging
Note 3 30 Imaging
Note 4 B&W SIeScape panoramic Imaging
Note 5 Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8 Sle~iear multi-view spatial compounding
Note 9 TIssue Equalization Technology
Note 10 Intracardiac Imaging
Nate 1 1 Dynamic TCE

II ~ ~ (LES O WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
!:Z/1~ Cnurec fCROffice of Device Evaluation (ODE)

(Division Sign-Off) A.Ue(Pr2 FR8119

Division of Reproductive, Abdominal and
Radiological Devices
51 0(k) Number



Siemens Medical Solutions USA, Inc. ACUSON X300TM Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: V5Ms TEE 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 Color( Track1 Specific A B PWD CWD color Amplitude Vecy Combined Other
Only) (TraclkslI& 3) M Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal

Abdominal
· : ~ l. ~~--' -'-.-: .- -.--.

"Intrz-operative -
(Note6)
Intra-operative
(Neuro)
Laparoscopic

Fetal Pediatric

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic
I Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urathral
Trans-esoph.
(non-Card.) . .
Musculo-skel.
(Convent)
Musculo-skel.
(Superflc)__ _ _ _ __ _ _ _ _

intra-vascular
Other
mlpe if
Cardiac Adult P P P P P P BMDC Note 2,3,7,8,9,11

Cardiac Cardiac Pediatic P P P P P P BMDC Note 2,3,7,8,9.11
Inira-vascuiar
(Cardiac)

Trans-esophageal P P P P P P BMDC Note 2,3,7,8,9,11,

Peripheral .Peripheral vessel . ______ =TI
Vessel Other (Specify)
N = new Indication; P = previously cleared by K080760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic Imaging
Note 5 Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8. SleClear multi-view spatial compoundIng
Note 9 TIssue Equalization 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, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division ,
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number ?•1 qp2"4



Siemens Medical Solutions USA, Inc. ACUSON X300Th Diagnostic Ultrasound System

Ultrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Formn

51 0(k) Number (if known):

Device Name: 4Vlc 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 Color(Trackl Specific A B M PD CD Color Amnplitude Combined Other
Only) (Tracksll& 3) ~~~~~~~~~~~~Doppler Doppler lang (Specify) (Specify)

Ophthalmic Ophthalmic

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

Abdominal P P P P P P BMDC Note 2,3,5,6,7,8,9

nt sr-~perative
(Note 6):-

Initra-operative
(Neuro) _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _

Laparoscopic
Fetal

Pediatric P P P P p P BIVDC Note 2,3,4,5,7,8,9
Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic. P PD P P P P BmDC Note 2.3,4,5,7,8,9
Adult Cephalic; __ P P P P p P BMDC Note 2.3,4,5,7,8,9
Trans-rectal
Trans-veginal
Trans-urethral
Trans-esoph.
(non-Card.)__ __ _ __ _ _ _

Musculo-skel.
(Convent.)__ _ _ _ __ _ _ _ _ __ _ _ _ __ _ _ _ _

Musculo-sket.
(Superfic)__ _ _ _ __ _ _ _ _

Intra-vascular
Other
(Specify)- - - - - ---

Cardiac Adult P P P P P P _____ BMDC Note 2,3,4,5,7,8,9
Cardiac Cardiac Pedlattic P P P P P P _____ BMDC Note 2,3,4,5,7,8,9

Intra-vascular
(C ardiac)__ _ _ _ _ _ __ _ _ __ _ _ _ __ _ ___ _ _ _ _ _

Trans-esophageal
- f_ __ _

Prphea Peripheral vessel j P ~P P P P P JB____ MDC Note 2.3,4,5,7,8,9
Vessel Other (Specify' - ____ ____
N = new indicallon; P = previously cleared by K080760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic Imaging
Note 5 Power SieScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note?7 Contrast agent imaging
Note 8 SieClear multi-view, spatial compoundIng
Note 9 TIssue Equalization 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, Office of Device Evaluation (ODE)

~~(Division ~~~~~ ~ ~ Prescri~~ption Use (Per 21 CFR 801.1 09)

Division of Reproductive, Abdominal and.
Radiological Devices
510(k) Number '



Siemens Medical Solutions USA, Inc. -ACUSON X300'14 Diagnostic Ultrasound System

Ultrasound Division 5 10(k) Submission

Diagnostic Ultraso und Indications for Use Formi

510(k) Number (if known):

VF13-5SP Linear 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

Other SpcfcClr Apiue Color Cmie te(Trackilpcii A B M PWD CWD Clr Aptde Velocit Combcined OtheriyOnly) (Tracks 1t& 3) Doppler Doppler Imaging (Sciy(pef)

Ophthalmic Ophthalmic

Fetal

Abdominal

Intra-operativtrp p , pBD Note
(Noie 6) 2345,,,9¶
Intra-operative P, I MCNote(Neumo) p MC 2,3,4,5,7,8,9.11
Laparoscopic ____

Fetal Pediatric ID P P P P BMDC ~~~~~~~~~~~~~~~~~NoteFetal Pediatric p p p p p BMDC ~~~~~~~~~~~~~~~~~~~~~~~2,3.4,5,7,8,9.11
Imaging SmallOrgan ID p p p p BMDC Note& Other (Note 1) *2.3,4.5,7,8,9.11

Note
Neonatal Cephalic P p p p p SMOC ~~~~~~~~~~~~~~~~~2,3,4,5,7,8,9.11

Adult Cephalic
Trans-rectal
Trans-vagInal _____

Trans-urethral
Trans-soph.

* (non-Card.)
Musculo-skel. Note I I BD(Convent) P MC 2,3,4,5,7,8,9.11
Muacuto-skel. pPBD Ntot
(Su erflc P,________ BMDC___2.3.4,.5 7,78, 9. 1
lntra-vascular
Other

- ~~~~(Specify)
CardIac Adult ____ ____Note 12.

Cardiac Cardiac Pediatric

(CardIac) - - - _ _ _ _ _ _ _ _ _ _ -

t Trans-esophageal

1 11 ~~~~~~~~~~~~~~~~~~Note
Peripheral PerIpheral vessel IP P P P P B MDC 2,3.4,5,7,8,9~,11 U
Vessel Other (Specify) _ _j_ _ --

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = new Indication; P = previously cleared by K080760 -____________________

Note 1 Far example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic Imaging
Note 5 Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8 SieClear muWd-vlew spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardiac imaging
Note I11 Dynamic TCE
Note 12 AHP

7r (PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
TI~~klA-,. 1' '-a~~f CDRH, Office of Device Evaluation (ODE).

(DivigOn Igign-Off) £ Prescription Use (Per 21 CFRB801.109)

Division of Reproductive, Abdominal and
.Radiological Devices
51 0(k) Number i &



Siemens Medical Solutions USA, Inc. ACUSON X30011 Diagnostic Ultrasound System
Ultrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

bevice 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
Other Color Ap ue1 Clr Cmie te(Trackil Specific A B M PWO CWD Dopler Doppluer Velocity (Spbieiy (SpeirOnly) (Tracksll& 3) Dplr oper Iaging _Speciy___Secify

Ophthalmic Ophthalmic - -

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

I ntra-operative,
:tNofe 6).-

Intra-ciperative
(Neuro)

Laparoscopic
Fetal Pediatric p p p p p BMDC Note 2,3,4,5,7,8,9
Imaging SmallOrganp p ppp DC Nt2,45789
& Other (Note 1) BMC Nt234,789

Neonatal Cephalic P p p pD p BMDC Note 2.3,4,5,7,8,9
Adult Cephalkc P p p p p BMDC Note 2,3,4,5,7,8,9
Trans-rectel
Trans-vaginal____
Trans-urethral
Trana-esoph.
(non-Card.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Musculo-skel. p p p p p BMDC Note 2.3.4.5,7,8,9(Convent)__ _ _ _ __ _ _ _ _ _ _ _ _
Musculo-skel.
(Superfic) p p p p p BMDC Note 2,3,4,5,7,8,9
Intra-vascular
Other

Cardiac Adult P p p p p ____ BMVDC Note 2,3,4,5,7,8,9
Cardiac Cardiac Pediatric P P p p p ____ BMDC Note 2,3,4,5,7,8.9

Intra-vascutar
(Cardiac) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-esophageal --

In~a-cardlac
Other (Specify) i

Peripheral Peripheral vessel [ P j ~ P ____ j p pB MOC tNote 2,3,4.5.7,.89
vessel Other (Specify) __ __ jjI ____ __ ___ I____I
N = new indication; P = previously cleared by K080760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D Imaging
Note 4 B&W SieScape panoramic Imaging
Note S Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SleClear multi-vlew spatial compounding
Note 9 Tissue Equalization Technblogy
Note 10 Intracardiac Imaging
Note 1 1 Dynamic TCE

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

* (Division Si~~~~~) " 4A A~~~ 2 Prescription Use (Per 21 CFR 801.109)

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



Siemens Medical Solutions USA, Inc. ACUSON X300ThA Diagnostic Ultrasound System
Ultrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Formn

510(k) Number (if known):

Device Name: ~~81-3 Linear 'Regel' 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
Oth~er Color(rack Specific A ~ PD CD Color Amplitude Vec~ Combined Other(T CM (Tracksl I& 3) A B PD CD Doppler Doppler Veoiy (Specify) (Specify)Only) __ _ _ _ _ _ _ _Imaging 

_ _ _ _ _ _ _ _

Ophthalmic Ophthalmic
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
:lrft.r~-aperativr.
:(N ot . _ _ _ _ _ _ _ _ _ _

Intra-operative
(Neuro)

Laparoscopic
Fetal Pediatric P P P P P BMDC Note 2,3,4,5,7,8,9
Imaging SmallOrganP P PPPBMC Nt234,789& Other (Note 1) P P PPPBD Nt ,,,,,,

Neonatal Cephalic P P P P P BMDC Note 2,3,4,5.7,8,9
Adult Cephallc
Trans-rectalII
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)_____

MuCuo-sken . P P P P P BMDC Note 2.3,4.5.7,8,9

MSusfcul-k) P P P P P BMDC Note 2,3,4,5,7,8,9

lntra-vascular
Other
(Specify)- - -- --

Cardiac Adult Ntl
Cardiac Cardiac Pediatric

Intra-vascular
(Cardiac) _ _ _ _ _ _ _

Trans-sophageal

IPerdp~heral jPerIpheral vessel P P P ____ BMDC Note57,,91
Vessel [Other (Specify) I_ I ___ ________

N = new indication; P = previously cleared by K08076i0
Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic imaging
Note 5 Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8 SleClear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardiac Imaging
Note II Dynamic TCE
Noe 2 AH

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

Prescription Use (Per 21 CFR 801 .1 09)

(Division Sig Of
Division of ReProductive, Abdominal and
Radiological Devices
510(k) Number IC07~-



Siemens Medical Solutions USA, Inc. ACUSON X30OTh4 Diagnostic Ultrasound SystemUltrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use. Form

510(k) Number (if known):

10V4 Phased 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 Color Ampi tude Veloit Combined OtherOna y) (Tracksl A 3) A B M PWD CWD Doppler Doppler Veoiy (Specify) (Specify)______Icy)____Imaging

Ophthalmic Ophthalmic -
_____

Fetal P p P p P p BMDC -Note 2,3.4.5,7,8,9
Abdominal -P P . P P P p BMDC Note 2.3.4,5,7,8,9
Iflira-operativie I - -- - - - __(Note 6)

Intra-operative
(Neuro)

Laparoscopic
Fetal Pediatric P P P P P P BMDC Note 2,3,4,5,7,8,9
Imaging SmallOrgan
& Other (Notel1)

Neonatal Cephalic P P P P P P BMDC Note 2,3.4,5,7,8,9
Adult Cephalte
Trans-rectal
Trans-aginal
Trans-urethral
Trans-esoph.
(non-Card.)_____ ____

Muscuto-skel. P P p P P P BMDC Note 2,3,4,5,7,8,9(Convent)__ _ _ _ _ _ _

Musculo-skeL.
(Superfic)__ _ _ _ _ _ _ _ _

Intra-vascular
Other

- - -- - - -e- -Cardiac Adult P P P P P P BMDC Note 2,3,4,5,7,8,9Cardiac Cardiac PedIatric P pi P P P P ____ BMDC Note 2,3,4,5,7,8,9
Intra-vasculair
(Cardiac)__ _ _ _ _ _ _

. ir ----------

Other (SpecIfy)
Peihea Prph1 -ese -B-N--IDaPer~~pheral Peripheral vessel P ~ + ~p P P P ____ BDC Note 2,3,4,5,7,8,9Vessel Other (SpecIfy)- 

_________

N = new Indicatin; P = previously cleared by K080760

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

Note 3 3D Imaging
Note 4 B&W SieScape panoramic Imaging
Note 5 Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SleCleir multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardiac imaging
Note I11 Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAG E IF NEEDED)
Concrrece o CDH. Office of Device Evaluation (ODE)

PrsrpinUse (Per 21 CFR 801.109)

(Division Sn
Division of ReProductive, Abdominal and
Radiological Devices
510(k) Number 0 Ko 7-



Siemens Medical Solutions USA, Inc. ACUSON X300"m Diagnostic Ultrasound System
Ultrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

C7F2 Curved Array Mechanical 3D14D 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

Trackl Specific Color Amplitude Cor Combined Other
Only) (Tracks II& 3) A B M PWD CWD. Doppler Doppler Velocity (Specify) (Specify)

________________ IIm aging _ _ _ _ _ _ _ _ _

Ophthalmic OphthalmicI

Note
Abdomniial .P PF.P F BMDC Nt

-- - - - - - ~~~~~~~~~~~~~~~~~~~~~2,3,4,5,7,8,9,11
lntra-operative
(Note 6)

Intra-operative
(Neuro) _ _ _ _ _ _ _ _

Laparoscoplc

Fetal Pediatric P P P P P BMDC ~~~~~~~~~~~~~~~~~~Note
Fetal Pediatile P P P p P BMDC ~~~~~~~~~~~~~~~~~~2,3,4,5,1,8,9,11-

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic

Adult Cephalic ____ _____

Trans-rectal
Trans-vaginal____ _ _____

Trans-urethral
Trans-esoph.
(non-Card.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Musculo-skel. Note
(Convent) P P p P p BMDC 2,3,4,5,7,8,9,11
Musculo-skel.
(Superflci _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

mInra-vascular
Other
(Specify)- - - - ---

Cardiac Adult P P P P P BMDC ~~~~~~~~~~~~~~NoteCardiac Mutt p p P P - P BMDC ~~~~~~~~~~~~~~~~~~2,3,4,5.7,8,9,11
Cardiac C, I ic 17r~dlatrtcv (i pR~r Note,

Trans-esophga
(Cardiac)__ _ _ __ _ _ _ __ _ ___ _ _ _ _ _

Intra-cadidac
Other (Specify)_ _ _ _ _

Penipheral . Peripheral vessel P p p p p BMDC 2,.457,,91
Vessel Other (Speclfy) . -- -- ____________
N = new indIcation; P = previously cleared by K080760

Note 1 For example: breast, testes, thyroid, penis, prostate, ear..
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic Imaging.
Note 5 Power SleScape panoramic Imaging
*Note 6 For example: abdominal, vascular
Note 7 Contrast agent imagIng
Note 8 SleClear multI-Iew spatial compounding
Note 9 tissue Equalization Technology
Note 10 Intracardiac Imaging
Note 1I Dynamic TCE

j(PI. (PEASE 00 NOT WRITE BELOW THIS LINE-CONTINUIE ON ANOTHER PAGE IF NEEDED)
Concurrence of MadH Office of Device Evaluation (ODE)

(Diis Z'nSi n-Qff) -PrescrIption Use (Per 21 CFR 801.109)

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



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

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

EV9F4 Curved Array Mechanical 3D/4D 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
Other ColorOteOther Specific AMC Color Amplitude Combined Other

( TrakSpcifi A B M PWD CWD Velocity(TracklOnly) (tracksl i& 3) Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic Ophthalmic
NoteFetal P P P P P BMDC 2,3,4,57,8,91

Abdominal

Intra-operatbve .-
(Ncoia 6;____ __

intra-eperative
(Neuro)

Lapamscopic

Fetal Pediatric

Imaging SmallOrgan Note
& Other (Note 1) 2,3,4,5,7,8,9,11

NoteNeonatal Cephalic P P P P P BMDC 24792,3,4.5,7,8,9,11
Adult Cephalic

NoteTrans-rectal P P P P P BMDC 2, 812,3,4,5,7,8,9,11
NoteTrans-vaginal P P P P P BMDC 2,3,4.5,7,8,9,11

Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel.
(Convent)
Musculo-skel.
(Superfic)
Intravascular
Other
(Specify)
Cardiac Adult

Cardiac Cardiac Pediaftc ' ' .
Intra-vascular
(Cardiac) . , __._...
Trmis-.ac.phqgnal. f' .

Itnra-canilac _ _ _,_ _ _ _

· .. '. . , ~~ Other (Specify)

Peripheral Peripheral vessel
Vessel IOther(Specify)
N = new Indication; P = previously cleared by K080760

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8 SteClear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardiac imaging
Note 11 Dynamic TCE

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

A l-, /71100% ~ ~~~~~prescription Use (Per 21 CFR 801. 109)

,(Division Sign P

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



Siemens Medical Solutions USA, Inc. ACUSON X300"M Diagnostic Ultrasound System
Ultrasound Division .. : 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: L13F5 3D/4D Mechanical Wobbler Linear 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 Color
( Tracki Specific Color Amplitude Combined Other

(Tracks1 l& 3) A B M PWD CWD Doppler Doppler Velocty (Specify) (Specify)Only) Dopple Dopp er Imaging

Ophthalmic Ophthalmic

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

Intra-operative
(Note6) _-_, .. ' ... .

lntra-oparative
(Neuro)

Lapamscopic

Fetal Pediatric P P P P P BMDC Note 2,3,4,5,7,8,9

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic P P P P P BMDC Note 2,3,4,5,7,8.9
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel. P P P P P BMDC Note 2,3,4,5,7,8,9
(Convent)
Musculo-skel.
(Superfic) P P P P P BMDC Note 2,3,4,5,7,8,9

Intra-vascular
Other

__________ (Specify)- - - -----

Cardiac Adult
Cardiac Cardiac Pediatric -

Intra-vascular
(Cardiac) " , . . . .
Trans-esophageal
(Cardiac)
Intmi-cardL.ar.. .
Other [Spc;¢l~ '. '' : ' i_';

-.,~· · ,': 'Feiphera, Pedp, h eo 5 ve'ssel" P N,9 .;2
Vessel r (S~iecif y ) ~" " B
N = new Indication; P = previously cleared by K080760

Note 1 For example: breast, testes, thyrold, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SleClear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardlac Imaging
Note 11 Dynamic TCE

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

(Division S /gn-Of~ , .~Prescrlption Use (Per 21 CFR801.109)

( (Division Sign.f/,
DiviSion of Reproductive, Abdominal and
Radiological Devices
5101(k) Number .



Siemens Medical Solutions USA, Inc. ACUSON X300TM Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

VF8-3 Linear 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

Other Specific Color Amplitude Color Combined OtherOthe l Sec)i A B M PWD CWD Doper Dplero main t y _______Onraclkl (Tracksll& 3) Doppler Doppler y (Specify) (Specify)Only) ~~~~~~~~~~~~~~~~~~~~~~Imaging
Ophthalmic Ophthalmic

NoteFetal P P P P P BMDC 2,3,4,5,7,8,9,11

Abdominal P P P P P BMDC 3 ote
(~~~~~~~~~~~~~~~~~~~~~~~~~~~~NoteS

-- ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~2,3,4.5,7 8,9 11

Intra-operative
(Neum)

Laparoscopic

Fetal Pediatric P P. P P P BMDC Note2,3,4,5,7,8,9,11
Imaging SmallOrgan Note& Other (Note 1) P P P P P BMDC 2,3,4,5,7,8,9,11

NoteNeonatal Cephalic P P P P P BMDC 24792,3,4,5,7,8,9,11
Adult Cephalic;
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel. Note(Convent) P P P P P BMDC 2,3,4,5,7,8,9,11
Muscuio-skeL. P p p p p BMDC Note
(Superfic) 234578911
Intra-vascular
Other

Cardiac Adult Note 12
Cardiac Cardiac Pediatric

Intra-vascular
(Cardiac)
Trans-esphageal.

''~~~ - --. ,' ,v
__________ laf(Specif ) 1_ _ _ _

__________ O~~~~~~tiai - - - - j - , - t -~~~~~~~~Note
Peripheral Peripheral vessel P P P BMDC 2,31,4,5,7',1,9,11.1-2
Vessel Other (Specify)
N = new Indication; P = previously cleared by K080760

Note.1 For example: breast testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D Imaging
Note 4 B&W SleScape panoramic Imaging
Note 5 Power SIeScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8 SleClear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardiac Imaging
NoteI 1 Dynamic TCE
Note 12 AHP

· ' ~~~~~ASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
· r- ..... J3'a~~~~~Q wm~ of CDRH, Office of Device EvalUation (ODE)K (Division Sign- if) Prescription Use (Per 21 CFR 801.109)

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number ____ _____7_ _



Siemens Medical Solutions USA, Inc. ACUSON X300"h Diagnostic Ultrasound System
Ultrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: ~~P5-1 Phased 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

(Trackl Specific A 8 M PWD CWD Clr Amplitude Clr Combined Other
Ol) (Tracksl l& 3) Doppler Doppler Veocft (specify) (Specify)

Ophthalmic Ophthalmic ________

Note
Fetal P P P P P p BMDC 23457891

Note
Abdomninal '.P p. p P P P BMDC ~ ,3,4,5,7,8,9,11

Int-a-operative - . .

(Note 6) ___

Intra-operative
(Neuro)__ _ _ __ _ ___ _ _ _ _

Laparoscopic
Note

Petal Pediatric P P p *p P p *BMDC 2,3,4,5,7,8,9,11
Imaging SmallOrgan
& Other (Note 1) _ _ ____

Note
Neonatal Cephalic P P P P P P BMDC 23457891

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

Trans-retalt
Trans-vaginal ______

Trans-urethral_____
Trans-esoph.

Musculo-skel.
(Convent) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Muscuto-skel.
(Superfic) _ _ _ __ _ _ _ _ _ _ _

Intra-vascular
Other

___________ (Specify)_ _ _ _ _ _ _ _

Cardiac Adult P P P P P P BMDC Not457,,91

NoteCardiac Cardiac Pediatrir P P P P P P BMDC ~ .57891

T'arisiupageal
(Cardiac)__ _ _ _ _ _ _ _ _ ___ _ _ _ _ _ _ _ _ _ _ _ _ _ I
Intra-cardlac_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
Other (SpecIfy) -

Peripheral Peripheral vessel P P P P P P BMD Note57.,91

IIVessel Other (Speetfy) __

N ~-new Indication; P = previously cleared by K080760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D Imaging
Note 4 B&W SieScape panoramic Imaging
Note 5 Power SieScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SleClear multi-view spallal compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardiac imaging
Note 1 1 Dynamic TCE.

E DONOTWRIE BLOWTHIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Cocrec fCDRH-, Offie of Device Evaluation (ODE)

(Division Sig-iription Use (Per 21 CFR 801.109)

Divsio ofReroductive, Abdominal and
Radiological Devices
510(k) Number -_ kO 12,i



Siemens Medical Solutions USA, Inc. ACUSON X300Th' Diagnostic Ultrasound System
Ultrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Formn

51 0(k) Number (if known):

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:
lif

Clinical Application Mode of Operation

Other Color
(Tracki Specific A B M PWD CWD Color Amplitude Velocity Combined Other

Only) (Tracksl l& 3) Doppler Doppler Imgn Speiy S-Y

Ophthalmic Ophthalmic ______________

NoteFetal P P P P P BMDC 2,3,4.5,7,8.9,11

NoteAbdominal P PD P P P BMDC 23457891

* . ~~~~~Intra peative
(Nc't3 ) ___

Intra-operative
(Neuro)

Laparoscopic

Fetal Pediatric ID P P P P BMDC ~~~~~~~~~~~~~~~~~Note
Fetal Pediatric P P P P P BMOC ~~~~~~~~~~~~~~~~~~~~~~2,3,4,5,7,8,9,11

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic

Adult Cephalic_____

Trans-rectal
Trans-vaginal _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-urethral
Trans-esoph.
(non-Card.)______
Musculo-skel. ~ MCNote
(Convent,) __________ BMDC___ 2,3,4,5,7,8,9,11
Musculo-sket.
(Superfic)__ _ _ __ _ _ __ _ _ _ _ _ _ _ _

Intra-vascular
Other

___________ (Specify)- - - ---

Cardiac Adult P BMIDC ~~~~~~~~~~~~~~~~~Note
Cardiac Adult ~P P P PIDBD 2.3,4,5,7.8,9.11

Note'
Cardiac Cardiac Pedlatrl& P P P P BMDC. 2,3,4.5.7,8,9,11

Intra-vascular

Tms-psoprhageal.

'inira-cardiac _______ 7

_____ ~~Other (Specify) - -- _ _ _
Peripheral Perlphersi vessel P P P pP BMDC 2345891

N = new IndIcation; P = previously cleared by K080760 - ,Nt

Note 1 For example: breast, testes, thyroid, penis, prostate. etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D Imaging
Note 4 B&W SieScape panoramic Imaging
Note 5 Power SleScape panoramic imaging
Note 6 For example: abdomInal, vascular
Note 7 Contrast agent imaging
Note 8 SleCiear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardlac Imaging
Note 1 1 Dynamic TCE

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

Prescription Use (Per 21 CFR 801.109)

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



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

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: SoundStar IOF Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Other Specific Color Amplitude Combined Other
(Trackl (Tracksll& 3) Doppler Doppler locty (Specify) (Specify)
Only)_______ ________________ Imaging

Ophthalmic Ophthalmic

Fetal

Abdominal

Intra-operative
(Note 6)

Intramoperative
'(Neuro)

Laparoscopic

Fetal Pediatric

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.) ·
Musculo-skel.
(Convent)
Musculo-skel.
(Superfic)

NoteIntra-vascutar P P P P P P BMIDC 2,3.7,8,9,10,11
Other
(Specify)

NoteCardiac Adult P P P P P P BMDC 2,3,7,8,9,10,11

Cardiac Cardiac Pediatric P P P P P P BMDC NoteI ~~~~~~~~~~~~~~~~~~~~~~~~~2,3,7,8,9,10,11
Intra-vascular Note
(Cardiac) P3P8P P P P BMDC 2,378,9,10,11

." . nordiac a .dIc.

. . BMDC.. 2,3:749,10,1~.B'2131,t8j9110,11,-.,., .
Other (Specify)

Peripheral Peripheral vessel
Vessel Other (Specify)
N = new Indication; P = previously cleared by K080760;

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic Imaging
Note 5 Power SleScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8 SleClear multi-view spatial compounding
Note 9 Tissue Equalization 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, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number 0 252,



Siemens Medical Solutions USA, Inc. ACUSON X300Th1 Diagnostic Ultrasound System
Ultrasound Division 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 Specific Color Ampritude Color Combined Other
(Trackl (TaklI& 3) A B M PWD CWD Dplr oper Velocity Seiy(scf)

Only) (TaklDplr Dplr Imaging (Sefy(pei)

Ophthalmic Ophthalmic ______________

Fetal N ~~N N N N N BMDC Note
Petal N ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~2,3,4,5.7,8,9,11

Note
Abdominal N N N N N N BMDC 2,35,6,7,8,9 11

* Intra-operative

Intra-uperative N N NNNNt
(Neurm) BMC 2.3.4,5,7.89.911

Laparoscopic_____

Note
Fetal Pediatric N N N N N N BMDC 2,3,4,5,7,8,9,11

Imaging SmallOrgan NNotNNNBMC 23 e,,.891
& Other (Note 1) N N N N N_____ BMDC 23,4,5,,8,9_1

Neonatal Cephalic N N N N N N BMDC 2 No45te,91
Note

Adult Cephalic N N N N N N BMDC 2,3,4,5,7,8,9,11
Trans-rectal ____

Trans-vaginal _ _ _ __ _ _ _ _ _ _ _ _

Trans-urethral__ _ _ _ _ _ __ _ _ _

Trans-esoph.
(non-Card.) _ _ _ _ __ _ _ _ _ _ _ _

Musculo-skel.
(Convent.)
Musculo-skel.
(Supertlc)__ _ __ _ _ _ __ _ _ _ __ _ _ _ _ _

Intra-vascular__ _ _ _ _ _ _ _ _

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

Cardiac Adult N N N N N N BMDC 2 Note7,,91

Cardiac Cardiac Pediatric N N N N N N BMIDC Note
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ________ _ _ _ _ _ _ _ _ _ ~2.3,4,5,7,8,9,11

Intra-vascular

intra-cardiac-

__________ (Cardiac Neonatal) N -N N N N IN BMDC 2,3,4,5,7,8,9,11
Other f 1 ~~~~~~~~~~~~~~~~~~~~Not

Peripheral Peripheral vessel N N N N N N BMDC 23457891
Vessel Other (Specif)jI 1_________
N = new Indication; P = previously cleared by FDA

Note 1 For example: breast, testes, thyroId, panis, prostate, etc.
Note 2 Ensemble tissue hafrmonic imaging
Note 3 3D Imaging
Note 4. B&W SieScape panoramic Imaging
Note S Power SleScape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging
Note 8 SieClear multi-view spatial compounding
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)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prsrpin Use (Per 21 CFR 801. 109)

(Division -0)
Division of ReProductive, Abdominal and
Radiological Devices
510(k) Number ___!(0-oz;LK


