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SECTION 12 JUN 2 2 2012
510(k) Summary

11.1. Sponsor: Siemens Medical Solutions USA, Inc.,
Ultrasound Division
685 East Middlefield Road
Mountain View, California 94043

11.2. Contact Person: Shelly Pearce
Title: Regulatory Affairs Specialist
Telephone: (650) 694 5988
Fax: (650) 694 5580

11.3. Submission Date: May 15, 2012

11.4. Device Name: ACUSON X300TM Diagnostic Ultrasound System
SONOVISTA X300 Diagnostic Ultrasound System
ACUSON X300' m Diagnostic Ultrasound System, premium edition
(K090276, K093531)

11.5. Common Name: Diagnostic Ultrasound System with Accessories

11.6. Classification:
Regulatory Class: 11
Review Category: Tier 11
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FR #892.1 550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FIR # 892.1560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FIR # 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 Diagnostic Ultrasound System is a multi-purpose diagnostic
ultrasound system with accessories and proprietary software, and is substantially equivalent to
the current product that is already cleared for USA distribution under the following 51 0(k)
PreMarket Notification number:

* K090276, K093531, ACUSON X300 Tm Diagnostic Ultrasound System, SONOVISTA
X300 Diagnostic Ultrasound System, ACUSON X300TM Diagnostic Ultrasound System,
premium edition

* K1 131 79, ACUSON SC2000'M Diagnostic Ultrasound System
* K101091, ZONARE zone Ultra Ultrasoud System
* K1 13690, GE LOGIQ i, LOGIO e, Vivid e
* K014206, GE LogiqBooK XP
* K101 757, Sonosite M-turbo

B. Device Description:

The Siemens ACUSON X300 Diagnostic Ultrasound System is a multi-purpose mobile, software
controlled, diagnostic ultrasound system with an on-screen display for thermal and mechanical
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indices related to potential bio-effect mechanisms. Its function is to acquire primary or secondary
harmonic ultrasound echo data and display it in B-Mode, M-Mode, Pulsed (PW) Doppler Mode,.
Continuous (OW) Doppler Mode, Color Doppler Mode, Amplitude Doppler Mode, a combination of
modes, or Harmonic Imaging and 3D Imaging, or Harmonic Imaging and 4D imaging on a Flat
Panel Display.

C. Intended Use

The Siemens Acuson X300. ultrasound imaging system is intended for the following applications:
General Radiology, Fetal, Abdominal, lntraoperative, 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 modifications to the Siemens ACUSON X300 Diagnostic Ultrasound System are verified and
validated according to the company's design control process.
F. A brief discussion of nonclinical tests submitted, referenced, or relied on in

the 510(k) for a determination of subst antiaI equivalence.

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

UL.60601-1, Safety Requirements for Medical Equipment

lEC 60601-2-37 Diagnostic Ultrasound Safety Standards

CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment

AIUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical Acoustic Output
Indices on Diagnostic Ultrasound Equipment

AIUM/NEMA UD-2, Acoustic Output Measure~ment Standard for Diagnostic Ultrasound

93/42/EEC Medical Devices Directive

Safety and EMC Requirements for Medical Equipment

EN/lEO 60601-1
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EN/lEO 60601-1-1

EN/lEC 60601-1 -2

lEG 1157 Declaration of Acoustic Power

ISO 10993-1 Biocompatibility

Cleared patient contact materials, electrical and mechanical safety are unchanged.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Siemens Medical Solutions USA, Inc. Ultrasound Group JN2221
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 2 5t1h Street NW
BUFFALO MN 55313

Re: K 121699
Trade/Device Name: ACUSON X300TrM Diagnostic Ultrasound System; SONOVISTA X 300

Diagnostic Ultrasound Systems; ACUSON X300TM Diagnostic Ultrasound

System, premium edition
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system

Regulatory Class: 11
Product Code: IYN, IYO, ITX, and DQO
Dated: June 7, 2012
Received: June 8, 2012

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 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 prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use with

the ACUSON X300Tm Diagnostic Ultrasound System, SONOVISTA X 300 Diagnostic Ultrasound -

Systems, and ACUSON X 300"m Diagnostic Ultrasound System, premium edition, as described in your

premarket notification:

Transducer Model Number

P4-2 Phased Sector Array BE 9-4 Convex Array

CI-15-2 Convex Array CW2 Continuous Wave Doppler

VFIO0-5 Linear Array CWS Continuous Wave Doppler

L9-5 Linear Array AcuNav 8F Intracardiac

EC9-4 Convex Array AcuNav I OF Intracardiac

EV9-4 Convex Array V5M5 TEE

VFI13-5 Linear Array 4V 1 c Phased Sector Array

P8-4 Phased Sector Array VF13-5SP Linear Array
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C8-5 Tightly Curved Array VF8-3 Linear Array

8L3 Linear "Regel" P35-1 Phased Array

I 0V4 Phased Array C6-2 Convex Array

C7F 2 Curved Array mechanical 3D/4D SoundStar I OF

EV9F4 Curved Array Mechanical 3D/4D P39-4 Phased Array

L I 3F5 3D/4D Mechanical Wobbler Linear

If your device is classified (see above) into either class 11 (Special Controls) or class IIl (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 2 1, Parts 800 to 895: In addition, FDA may publish further

announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance 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 80 1); good manufacturing practice requirements as set forth in the quality systems (QS)

regulation (21 CER 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 80 1), please go to

http://xNvww%.fda.gov/AbouitFDA/CentersOff'ices/CDRH/CDRHOffices/ucml I 5809.htm for the Center for

Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please note the regulation

entitled, "Misbranding by referenice to premarket notification" (2 1CFR Part 807.97). For questions

regarding the reporting of adverse events under the MDR regulation (21 CFR Part 803), please go to

bttp:/7Hwww.fda.gov/MedicalDevices/Safetv/RebortaProblem/defaulthtm 
for the CDRI-'s Office of

Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Joshua Nipper at

(301) 796-6524.

Sincerely Yours,

Janine M. Mori
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)
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SECTION 6
Indications for Use Forms

Indications for Use Statement

51 0(k) Number (if known):

Device Name: ACUSON X3OOTm Diagnostic Ultrasound System
SONOVISTA X300 Diagnostic Ultrasound System
ACUSON X 0ooTm Diagnostic Ultrasound System, premium edition

Indications For Use:

The Siemens Acuson X300 ultrasound imaging system is intended for the following applications:
General Radiology, Fetal, Abdominal, lntraoperative, 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
I ntima-Media Thickness Task Force, Endorsed by the Society for Vascular Imaging".

Prescription Use -_X___ AND/OR Over-The-Counter Use ___

(Part 21 CFR 80 Subpart D) (21 CFR 801 Subpart C)

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

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

Di'$isfon Sign-Off
Office of In Vitro Diagnostic Devices

51l0(ki3 q1
Page 1 of.....
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Diagnostic Ultrasound Indications for Use Form

510(k) Number (if knownr):

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

ClinicalApplication Mode of Operation____
Other SpcCcolor Clr Apitd obie te

Trci (Tracksl1& 3) A B~ ' M PWD CW Doppler Doppler Velocity (Specify) (Specify)
Only) _ _ I _ __

Ophthlmic Ophthalmic ________

Fetal P MC Note

p 1 ppD0 2,3,4,5.7.8.9,11
Abdominal M Nt

1 2.3.4.5.7.8,9.11
Intra-operative Note
(Note 6) P p p p p p BMDC 2.3.4.5,7.8,9,11

lntra-operative p p p p p p BD0 Note
(Neuro) __________ ______2.3,4.5,7A89.11

Laparoscopic
Fetal Pediatic Nt

P P P P P PBMOC 2.3,4,5,7.8,9,11
Imaging SmallOrgan Note
& Other (Note 1) p p p p p p SMDC 2,21,45.7,11,9,11

Neonatal Cephalic p p p p p BD0 Note
_____________ ______ ________ ________2,.4,5.7.8.9,11

Mdull Cephalic p p p p p p DM00D Note
2,3,4,5.7.8,9,11

Trans-rectal p p p pD0 Note
P P P2,3.4,5.7,8,9,11

Trans-vaginalP P P BD Note
p p p pBMDC 2.3.4,.7,8.9,11

Trans-urethral
Trans-esoph. P p p p p BMD0 Note
(non-Card.) __________ ______2,3,4,5.7,8,9,l11

Musculo-skel. P p p p p p BMDC Note
(Convent.) 2,3,4,5,7.8,9.11
Musculo-skel, Note
(Supertc) P p p p p p ANDO 2,3,4.5,7.8.9.11
Intra -vascular p p p p p p BD0 Note

________2,3,4,5,7,8.9,11

Other P MC Note
_______(Specify) P M0 2.3,4,5,7,8.9.11

Cardiac Adult P P P P PPBD Note
p p p DM00 2,3,4.5.7,8.9,11

Cardiac Cardiac Pediatric P MC Note
p p p p p pDM00 2,3.4.5.7,8.9,11

lntra~vascular p p p p p p BD0 Note
(Cardiac) I_____1_ 2.3.4.5,7,8.9.11
Trans-esophagtial p p p p p p BD0 Note
(Cardiac) 2.3,4.5,7,8.9,11
Irita-Cardiac p MC Note

p p p p p pDM00 2,3.4,5,7.8,9,11
Other (Specify) P p p p p pD0 Note

_________ - , - - --- _____ 2,3.4,5,7,8,9.11

Prpel PeIa vessel p p p p p p BD0 Note
2,3,4,5.7,8.11

VesselP P PP _ _ SD Note,OtherSpeciy) p p p pDM00 2,3,4.5,7,8,91

N =new indication; P = previously cleared by K080760; K090276

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 2 Ensemble issue harmonic imaging
Note 3 3D imaging Note 4 B&W Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SicClear muli-view spatial compounding
NoteS9 Tissue Equalization Technology Note 10 Intracardiac imaging
Note 11 Dynamic TOE

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

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

Dviso S i f-fce of I n ViroDiag'!b Deitces

51(kj<l q Page 2of __
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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

Oilher 1Colorspecific mi w Cor Amph l Cobied Oite
(Trcki (Tracksll& 3) A B M PD CWD Doppoe Amplioude t Co(Spey OSpeiy
Only) piper______ Dope Im_____ aging __specify)_ (specify)____

Ophthalmic Ophthalmic ______

Fetal p p p p p P BMDC Note
1 2,3,4.57,8,.11

Abdoina P P p P P P MDCNote
Abdoina p p p p p p MDC 2,3.5,6.7,8,9,11

Introoperative
(Note 6) ________

I ntra-oiperative
(Neural
Laparoscopic - - __________

Fetal peiti MCNote
Pedit~i P P P P p p MDC 2,3,4,5,7,8,.9,11

Imaging SmallOrgan
& Other (Note 1)

Note

Adult Cephalic p p p p p p BtgDC 2,N4ote9l

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel.I

- (Convent.)- ________

Muscubo-skel.
(Superf)
nba-vascular

Other
____________(Specify) ________

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

ardiac C adaPeiti PBMCNote
Cardac edlaiicp p p p p MDC 2,3.4,5,7,8.9.11

Intrasular
(Cardiac)
Trans-esophageal I
(Cardiac)
Intra-cardiac
Oither (Specify - -- - ______

Peripheral erpe al esl p p MD Note

Vessel Other (Specify)- 1_____________________
N = new Indication; P = previously cleared by K080760

Note 1 For example: breast, testes. thyroid, penis, prostate. etc. Note 2 Ensemble fissue harmonic imaging
Note 3 3D imaging Note 4 B&W Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SieClear multi-view spat compounding
Note9 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 In Vitro Diagnostic Devices (OIVD)

Division Sign-Off - Office/of In \WoDan~i eie

51 Ok) 1 q 9Page 3of -_
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Diagnostic Ultrasound Indications for Use Form

51 0(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 soecifAmp ude Color Cm o te
(Tracki (Trcl 1& 3) A B M PWD CWD DoAppiud Cobie Veocty

Spcific Doppler ropage nge(Secify (specify)
Only) I M Imaging (Specify

Ophthalmic Ophthalmic I I_______

FetalP P P PBMDCNote
Fetal ~ p P pBMDC 2.3,4.5.7,8,9.11
AbdoinalP P P P MDCNote

Abdomnal p pp pSO 2.3.4,5,7,8,9,11

Intra-operative
(Note 6)
nbai-operative

(Neural
Laparoscopic

Fetal Pedc P PJ P p p BMDC Note
2,3.4,5.7,8.911

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic _____

Adult Cephalic
Trans-rectal _______

Trans-vaginal _____

Trans-urethral
Trans-esoph.
(non-Card.) _____________ _____

Musclo-sel.Note
(Cnve) - p p . P P V BMDC 2.3.4.5.7.8.9.11

Musculo-skel.
(Superfic)
Inta-vascular
Other

______ Specily)II

Cardiac Adult P p p P P B3MDC 2345789

Cardiac Cardiac Pediatric p p ppp BMDC Not4e7,.91

Intr-vascular
(Cardiac)
Trans-esophageal
(Cardiac)
lntra~cardbac
Other (Specify) ________

Peripheral Peripheral vessel P P Ppp BMADC 2,457,91

Vessel Ote(peiy ___________ ___________

N z newv 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 Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note?7 Contrast agent imaging Note 8 SieClear multi-view spatial compounding
NoteS9 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 oflIn Vitro Diagnostic Devices (OIVD)

5ivsiti Sin-ff- Ofierof n ito DagbsicDevices

510k) Ik2qAPage 4 of _
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Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: VF1O-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 Specific A 5 M PColor Amplitude Color Combined Other
(Tracki (Trackslt1& 3) WDM CWD Doppler Doppler Velocity (Specify) (Specify)
Only) Imaging______________

Ophthalmic Ophthalmic

Fetal Note
P P P P p BMDC 2,3.4.5,7,8.9.11

Abdominal Note
p p P P P AMOC 2,1.4,7,11.9,11

Inrta-operative
(Note 6)

Intra-operative
(Neutral
LaparoscopicI

Fetal Pediatric P CNOte
PI pSO 2,4.578,.11

Imaging SnmallOrgan Note
& Other (Note 1) p p p p P BMOC 2,3,4,5,7,8,9.11

Neonatal Cephalic P P p p P BMoC Note
________2,3.4.5,7,8.9,11

Adult Cephatic
Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph.
(non-Card.) _____________ _____

Musculo-skel. p MCNote

(Convent.) p MC 2,3,4,5,7,8,9.ll
Musculo-skel. P MCNote
(Superfic) p P P P BD 2,3,4,5,7,8.9.11
Inme-vascular

Other
____________ (Specify) ________

Cardiac Adult

Cardiac Cardiac pediatric
Intravascular
(Cardiac) ________

Trans-esophageal
(Cardiac)
Intra-cardiac
Other (Specify)

Peripheral peripheral vessel BMD 2.34.57.89,

Vessel Other (Specify) ____ _________________

IN = new indication: P = previously cleared by K<080760

Note I For example: breast, testes, thyroid. penis, prostate, etc. Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging Note 4 B&W SeScape panoramic imaging

Note 5 Powr Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SicClear multi-view spatial compounding
Note9 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 In Vitro, Diagnostic Devices (OIVD)

ivson Sign-Off - Office of In iitro Nli otic Devices

SlO0k)Yi ~ t0 (q9 Page 5 of _
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Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: L9.5 Linear Artry 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
OterspciicClo Apltue Color Combined Other

trk Spacific 3 A B M PW CWD C.oplr Ample u eocti(Se
OTanlyrc)ll ) ope OPe Imaging (Seify) (Specify)

Ophthalmic Ophthalmic ______ _____

FetalP P P PBMOCNote
Feta P p p MOG 2,3,4.5,7,8.9.11
Abdoina P P P PP B~IQCNote

Abdoina p p p MOG 2.3,4,5.7.8.9,11

Intra-operaive
(Note 6)

Intra-operative -

(Neuro)
Laparoscopic - - -I_____

Fetal Pediatric p p Pp BMDC Note51.91

Imaging SmallOrgan P P p SMVOG Note
& Other (Note 1) p p p2.3,4.5.7,8.9.11

* NeonataleCphalic p p p p p BMDC Not4e7,.91

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel. P MCNote
(Convent.) p MC 2,3.4,5,7,8,9.11
Musculo-skel. P PBVD Note
(Superki) I MC 2.3.4.5.7.8.9.11

Other
___________(Specify) ___________ _______

Cardiac Adult
Cardiac Cardiac Pediatic

Ira-vascular
(Cardiac)
Trans-esophageal
(Cardiac)

Intra-Cardaic ____

___________-Other (Specify) _____ ________

peripheral Peripheral vessel P p p SM O 2.3..57 .8.9.11

Vessel Other (Specify) ___ ___ ____ ___ __________

N znew 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 Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SicClear mnulti-view spatial compounding
NoteS9 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 In Vitro Diagnostic Devices (OIVD)

Division Sign-Off - Offce ofnVtoDansi Devices

510k)qqPage 6 of _
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Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: ECS-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 Apication Mode of Operation

Other SpcfcM pOCob Apltude Colo Combined Other
(rkl (T ak Specifi A B M WD OWO Doplr Dopp Velocity (Sey(pci)
Only) (Traer Cripl) Imaging (Specify)_ (Specify)___

Ophthalmic Ophthalmic
Note

Fetal p p p p p BMDC 2,3.4.5,7,8.911

Abdominal

Intra-operative
(Note 6) ____

Intra-operative

Laparoscopic

Fetal Pediatric
Imaging SmallOrgan P P p p p BMDC Note
& Other (Note 1) ____ _______________ 2.3,4,5.7.8.9,11

Neonatal Cephalic P P p p p BMDC 2 No457,t91

Adult Cephalic-
Tran-recal p PP P MDCNote

Tran-recal p pp p MDC 2,3,4,5,7,8.9,11

Trans-vaginal P p PP P BMDC 2,o4.57,89.11
Trans-urethral I__________
Trans-esoph. -

(non-Card.) I_____
Musculo-skel.
(Convent.)
Musculo-skel.
Su erfic)____ ___ ____ _____ _______

Intravasular ____ _____ ________

Other
__________ Specify)

Cardiac Adult _____ ______ _________

Cardiac Cardiac Pediatic _____________________ _______

Intra-vascutar
(Cardiac) _________

Trans-esophageal
(Cardiac)

Intra-Cardiaoc _____________ ____ ______

Ottr (Sp'ecy

Peripheral Peripheral vessel __________

Vessel Other (Specify) i_________

N = new inidication; P = previously cleared by K080760

Note 1 For example: breast, testes, thyrold. penis, prostate, etc. Note 2 Ensemble issue harmonic imaging
Note 3 3D imaging Note 4 B4W SicScope panoramic imaging
Nowe5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SicClear multi-view spatial compounding
Note 9 Tissue Equalization Technology Note 10 Intracardiac imaging
Note 11 Dynamic TOE

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

Concurrepce of CDRH, Office of In Vitro Diagnostic .Devices (OIVD)

sionsiign-rf -Uc fl o Diat iic evics

510(k V~~Z 2 Page 7 of -_
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*Siemens Medical Solutions USA, Inc. ACUSON X300 Tm Diagnostic Ultrasound System

Ultrasound Division Special 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

trk Specific A B M PWD CO color Amplitude .~co Combined Other
OTrack (Traoksl I& 3) WO Doppler Dopple Velocity Spc~(peiy

I maging (specify) (specify)

Ophthalmic Ophthalmic I . -

Feta p p MOC 2.3,4,5,78,9,l11

Abdominal

Intra-operative
(Note 6) ______ ______

lntr~oiperative
(Neuro)
Laparoscopic,, I______ ________

Fetal Pedilatric

Imaghnr SmailOmgan 2,3.45.7No ,1
Imaging (Note 1) p p p P p,3.4,D7,Note 1

Note
Neonatal Cephaic p p p p p BMDC 2.3,4.5.7,81.9.11

Adult Cephalic _________

Trans-rectal. p p p p p SMOG 2..457t.9e

Trans-vaginal P P pp p BMDC N..457,.91

Trans-urethral
Tria-esoph.
(non-Card.)
Musculo-skel.
(Convent)
Muscub-skel.
(Superfic)
rItra-vascular

Other

Cardiac Adult ___ ____ _________ _____

Cardiac Cardiac Pediatric ____ ___________

Intro-vascular
(Cardiac)
Trs-esophageal
(Cardiac)
intra-Cardiac ______ _________

Other (Specify)
peripheral Peripheral vessel
Vessel Otter (Specify) ___ ________ __________

N = new indication: P = previously cleared by K080760

Note 1 For example: breast. testes. thyroid, perils, Prostate. etc. Note 2 Ensemble issue harmonic imaging
Note 3 3D imaging Note 4 B&W Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 Sielear multi-view spatial compounding
Note 9 Tissue Equalization Technology Note 10 Intracardiac imaging
Note 11 Dynamic TOE

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

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

Diiot'gin!<' -OieofIn Vtro Diagnostic Devices

510(ki .&LC PageS8 of _

Section 6 Indications for Use Forms Page. 6.8 of 6.29



Siemens Medical Solutions USA, Inc. ACUSON X300T m Diagnostic Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

DeviceName:VF13-5 Linear Array Transducer for use with:
DeviceName:ACUSON X(300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation
SpcfcIColor Amplitude Color Combined Other

Other Spcii Dopl Dop magn ( ) (Specify)(Tracki (Tracksli1& 3) Aope Bope M (SWDfy CWDpVeoct)
Only) maging____ -[-

Ophthalmic Ophthalmic
Note

Fetal p p p P p BMDC 2,3.4.5,7.8.9,l11

AbdoinalP PP P MOCNote
Abomna P p pppO 2,21,4.5.7.8,911

Intras-operafie
(Note 6)
lntra~operadve
(Neural
La pa roscop ic

Feta Peiatrc P P P P MDCNote
Feta Peiat~c p p p P MOG 2.3,4,5.7,8.911

Imaging SmallOrgan p p p p p MOG Note
& Other (Note 1) P2,3,4.5,7.8,9,11

Neonatal Cephalic p p p pp BMDC 2,N4o7te91

Adut Cephalic 
23457891

Trans-rectal
Trans-vaginal - - ____

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

Musculo-skel. P MCNote
(Convent) P p p P BMD 2,3,4,5,7,8,9.11
MuscubD-skel. ~ MCNote
(SuPerfc) F 1 P P PP PBMD 2,3.4,5.7,11.9.11
nta-vascular

Other
___________(Specify) _______

Cardiac Adult
Cardiac Cardiac Pediatric

Inta-vascujlar
(Cardiac)
Trans-esophageal
(Cardiac)
Intra-cardiac
Other (Specify) _________

Note
Peripheral Peripheral vessel P P Ppp 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, thymid, penis, prostate. etc. Note 2 Ensemble lissue harmonic imaging
Note 3 3D imaginrg Note 4 B&W Siocape panoramic imaging
NoteS5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging NoteS8 SicClear multiview spatial compounding
Note9 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 In Vitro Diagnostic Devices (OIVD)

ivfionSig-Of -OffW o InvitoDiagnostic Devices

510(k K .Li ub.. 9  PageS9 of _
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Siemens Medicai Solutions USA, Inc. ACUSON X300' m Diagnostic Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

DeviceName:P8-4 Phased Sector Array Transducer for use with:
DeviceName: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 speifi C[rColor te
(Traci (Tmksll&3) A PWD WD Clr Amplitude veow Combined Ole

Only)i Iail1 ) A W Dopp Doppler Velging (specify) (specify)

Ophthalmic Ophthalmic _______

FetalNote

Abdominal P P P I MCNt

p P pBD 2.3.5,6.7,8,9.11

Intra-operative
(Note 6)

Intra-operative
(Neuro)
Laparoscopic

Feta Peiatic P P P 1 P MDCNote
Feta Pedatri p p p p p MDC 2.3.4.5,7,8.9,11

Imaging SmallOrgan
&Other (Note 1) _______

NeonatalCephalic ps p p p p p BMDC 2..4o7.te1

Adult Cephalic ___ ____

Trans-rectal ___ _______

Trans-vaginal
Trans-urethral _________

Trans-esoph.
rnon-Card.)

Musculo-skel. P MCNote

(Convent) p MC 2.3,4.5,7.8.9.11
Musculo-skel.
(Superfic)

Intro-vascular
Other - - - _ _ __ _ _ _

___________(specify) _______

I Note

Cardiac Cardiac Pediatric P P p p p p SMOG 2,3.4,5,7,8,9,11

lrnn-vastular
(Cardiac)
Trans-esophageal
(Cardiac)
Intro-cardiac

Ote Specify) _______

r~erpheal ph.- 77..71 P P P P P P MDCNote
Periherl priphralvesel P 1  p p MOG 2,3,4,5,7.8,9,11

Vessel FOthr (Specify) d_____ I_________ ___________

N = new indication; P = previciusy cleared by <080760

Nobe I For example: breast, testes. thyroid, penis, prostata. etc. Note 2 Ensemble tissue harmonic imaging

Note 3 3D imaging Note 4 B&W Siecape panoramic imaging
Note 5 Power SieScape panoramic imaging Note 6 For example: abdominal, vascular

Note 7 Contrast agent imaging Note 8 SieCleor multi-view spatial compounding

Note 9 Tissue Equalization Technology Note 10 Inbacardiac; Imaging
Note 11 Dynamic TCE

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

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

0ivision Sign-off - ice of in Vitro Diagnostic Devices

51l0(k jl& L 29 Page 10 of _
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Siemens Medical Solutions USA, Inc. ACUSON .X30TM Diagnostic Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: BE 9-4 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 specific, A ,, PD W Color Amplitude Color Comb ned Other
(Tracki VTel&3'~CW ocity (pcy Seiy
Only) (TracksI 3) ~ -' - Doppler Doppler Imaging (Specify) (Specify

Ophthalmic Ophthalnmic - - -

Fetal P P p p p AMDC Note 2,3,4.5,7,8,9

Abdominal

Inta-oiperative
(Note 6) _________

Intra-operative
(Neuro
Laparoscopic

Fetal Pediatric

Imaging SmallOrgan p p PPpBD oe2345..
& Other (Notel1) I I MC Nt2,.5789

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

Adult Cephalic

Trans-rectal P P P P p AMDC 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)
Muscul-skel.
(Superfir)
nban-vasc:ular

Other
_____________ (Specify)

Cardiac Adult _ _

Cardiac Cardiac Pediatric
lntra-vasicular
(Cardiac)
Trans-esophageal

Intra-cardilac
Other (specify)

Peripheral perheral vsse

Vessel Othe (Sis y

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 Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SicClear 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 In Vitro Diagnostic Devices (OIVD)

D fiion SignfJ~foWLfInVtoofgns C L Devices

51I0(k) V_ 9)sg Page .11 of_
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Siemens Medical Solutions USA, Inc. ACUSON X300' m  Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) 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 Mode of Operation

Other spcfi Apltd Color Cm Oilier
(Tracki (Tmacksll1& 3) A B M PW CV Coor tud Cobned

Ony*SpcfcDoppler Doppler Velocity (Specify) -(Specify)

Ophthalmic Ophthalmic ______ ________

Fetal P

Abdominal P

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

Fetal Pediatic P

Imaging SmallOrgan
&Other (Note 1)

Neonatal Cephalic P

Adult Cephalic P
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(nor-Card.)
Musculo-skel.
(Convent.)
Musculo-skel.
(Superllc)
ntn-vascular

Other
___________ (Specify)

Cardiac Adult p
Cardiac Cardiac Pediatric P

lintra-vascular

Trans-esophageal
(Cardiac) ______________ _____ ____

fintra-cardiac
Other (Speiy)___ _ ___

Peaphal PertiIlvse ____
Vessel Other (Specify) ______________ 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 30 imaging Note 4 B&W Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 Sietear multi-view spatial compounding
NoteS9 Tissue Equalization Technology Note 10 Intracardiac imaging
Note 11 Dynamic TOE

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

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

Division Sign-Off /Offid? n Vit5 ianostic Devices

Sl(k)KID)&q9 Page 12 of _
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Siemens Medical Solutions USA, Inc. ACUSON X300' m Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

DeviceNameCWS Continuous Wave Doppler Transducer for use with:
DeviceName:ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

trk Specific Cor Amplitude Combined Other
(rci (Tracksl l& 3) A B M WD CW Doppler Veoct (Specify) (Specify)

Ophthalmic Ophthalmic _____________________

Fetal P

Abdominal P

intra-operalive [
(Note 6)I _____

lintra-operative
Neural____________________
Laparoscopic

Fecal Pediatric -[P ____

Imaging SmallOrgan
&Other (Note 1)

Neonatal Cephalic P _____ _______

Adult Celphalic P
Trans-etal
Trans-vaginal
Trans-urethral

Trans-esoph.
(non-Card.) ___________

Musculo-skel.

(Superic) - I_____
Intra-vascular

Other

Cardiac Adult P _____

Cardiac Cardiac Pediatric ___ P __________ _______

lintta-vastular
(Cardiac) -____

Trans-esophageal

Intrs-Cardiac
Other (Specify) - -- - _ ___ --

Peripheral Peripheral vessel j___ P __________

Vessel hr (Spcify) ____ _____ ____ ____ ________

N = new indication; P = preioicusly cleared by K080760

NoeM 1 For example: breast, testes, Thyroid, penis, prostate. etc. Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging Note 4 B&W Siecape panoramic imaging
NoteS5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note?7 Contrast agent imaging Note 8 SicClear 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 In Vitro Diagnostic Devices (OIVD)

-Onisiin ign-V ffie ofn io DglsticDvices

51 O(k)S3I 29 .. Page 13 of _
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Siemens Medical Solutions USA, Inc. ACUSON X300 Tm Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (iftknown):

DeviceNameAcuNav SF intracardiac, Transducer for use with:
Devie Nae: - ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

trk sTrecsiic AC WD OD olor Amipitrude Clr Combined Other
trk Tak1&3 A B W D Doppler Doppler Veaoing (specify) (specify)

Only) Imaging____ ______________ __________

Ophthalmic Ophthalmic _____ ______

Fetal

Abdominal

Intra-operative
(Note 6) _________

Intra-operative
(Neuro)
Laparoscopic 

Nt
Fetal Pediatric P P1 p p p p BMDO Note8,1,1

Imaging SmallOrgan
& Other (Note 1) _______

Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Transosph
(non-Card.)

Muscula-skel.
(Superllc)

Note
Intra-vascular P p p p p p BMDC 2,3,7,8,9,10.11
Other

____________ (specify) ________

Cardac Ault P P P P MDCNote
CadacurP p MO 2,317,8,9.10.11

Cardiac Cardiac Pediatic pp p P P p BMDO 2,,o8..1e1

Int-a-vastcular P BACNote
(Cardiac) ~ MO 2.3,7,8,9,10.11
Trans-esophageal
(Cardiac) II

Intr-cadiacP p P P P MDCNote
Intr-cadiacP P P p p MDO 2.3,7,8,9.10,11

___________ Other (Specify) -

Peripheral Peripherall vessel
Vessel . IOther (specify) ____ _______________________

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 Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging Note 8 SicClear multh-view spatial compounding
NoteS9 Tissue Equalization Technology Note 10 Intracardiac imaging
Note 11 Dynamic TOE

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

Concurrence of ORHK Office of In Vitro Diagnostic Devices (OID)

Divsio Sin-Of OficeotfrtVitro Diagnostic Devices

5l0k) 13162N9 Page l4 of _
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Siemens Medical Solutions USA, Inc. ACUSON X300TM  Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

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

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

Clinical Application Mode of Operation

Othe speificColor
(Tracki W W Color Amplitude Voiy Combined Other

Other Specif1c 3) A M WD WD Doppler Doppler Imaginty pc) Seiy
Only) Imaging______ (Specify)__ ___________

Ophthalmic Ophthalmic- ---

Fetal

Abdominal

I ntra-pemtive
(Note 6)

Laparoscpic

Fetal Pediatric Pp p p p BMDCNO
- -______ _________2,3,7.8,.9,10,11

Imaging SmallOrgan
& Other (Note 1) ____

Neonatal Cephalic _______

Adutt Cephalik
Trans-rectal
Trans-vaginal
Trans -tretral
Trans-esoph.
(non-Card.)
Musculo-skel.
(Convent.)
Musculo-skel.
(Supetflc)

Intra-ascuLarP p P p p p p BMDC 23,o9tD

Other
___________(specify)

Cardiac Adult p p p p p p BMDC N,.,,,ote

BMDC Note
Cardiac Cardiac Pediatric p p p p p p BD 2,3,7,89.10,11

Intis-vascular p ~ CNote
(Cardiac) p MC 2,3,7,8.9,10.11
Trans-esophageal
(Cardiac)

Intra-cardiac p p p p Pp BMDC Nt

__________ ____________ - - -- -2,3,7,8,9,10,1l

erpherl Peripheral vessel
Vessel Other (Specify) __________ ____ _____ _______

N =new indication; P = previously cleared by K080760

Note 1 For example: breast, tess, thyroid, penis, prostate, etc. Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaginrg Note 4 BMW Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 Sielear multi-view spatial compounding
Note 9 Tissue Equalization Technology Note 10 Intracardiac imaging
Note 11 Dynamic TICE

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

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

Division Sign-Off - Office of Ir Wro Diagn s ic Devices

510(k) iK I& C1 99 Page 15 of _
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Siemens Medical Solutions USA, Inc. ACUSON X300TM Diagnostic Ultrasound System
Ultrasound Division Special 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

(tri Specific CD Color Amplitude Clr Combined Other
frck Tmeksl 13) A B M PWD WD Doppler Doppler Veocity (Specify) (Specify)

Only) I & )magirng ______

Ophthalmic Ophthalmic _____________________

Fetal I________
Abdominal

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

Fetal Pediatric

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic
Adult Cophalic_
Tranrs-rectail _____

Trans-vaginal
Trans-urethral

Trans~soph. -7 __

NMuscub-skel.
(Convent) ____ _____ ______

Musculo-skel.
(S uperfile
Intra-vascular
Other

Cardiac Adult P P P P P p BMDC Note 2,3,7,8.9.11

Cardiac Cardiac Pediatric P p p p p p SMOC Note 2,3,7,8.9.11
nta-vascular

(Cardiac)
Trans-esoiphageal P p p p p p BMOC Note 2,3,7,8.9. 11
(Cardiac)
Innr-cardiac
Other (Specify)L

Peripheral Peripheral vessel
Vessel Other (Specify) ____ _______________________

N = new indication; P =previously cleared by K090276- ________

Note i For example: breast, testes. thyroid, penis, prostate, etc. Note 2 Ensemble issue harmonic imaging
Note 3 3D imaging Note 4 8&W Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SbeClear multi-view spatial compounding
NoteS9 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 In Vitro Diagnostic Devices (OIVD)

Division Sign-Off -Ofce 5fInitro Ddgnostic Devices

510(k)K15/699 Pagel16of _
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Siemens Medical Solutions USA, Inc. ACUSON X300 TM" Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: AVlIc 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 rColo m td Color Cm e te
(Tracki (Trackal& 3) A B M ''' PW Doppl r Amltd Velocitythe

Only) mag ng (Sef) (pciy

Ophthalmic Ophthalmic*

Fetal P P p p p p BMVDC Note 2,3,4,5,7,8,9

Abdominal p p p p p p AMDC Note 2.3.5.6.7.8.9

Intra-operative
(Note 6)
Intriaperative
(Neural
Laparoscopic - - ____ _____ ______

Fetal
pediatric p 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 p SMDC 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
Trana-rectal
Trans-vaginal

Trans-vrethral
Trans-esoph.
(non-Card.) _____________ _____

Musculo-skel.
(Convent)
Musculo-skel.
(Supert)
Intra-vascular
Other

_______ Specify) I________

Cardiac Adult P p p p p p AMDC Note 2.3.4,5,7,8,9

Cardiac Cardiac Pediatric P P p p p p BMDC Note 2.3,4,5.7.8,9

Intra-vascular
(Cardiac)
Trans-esophageal
(Cardiac)
Intra-cardiac
Other (Specify)

Peripheral Prpheral ve:7e P P1 P P P P BMDC Note 2.3,4,5.7.8.9
Vessel ~~~~~~~~~~~~Other (Speca),_______ _____ _________

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 Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 Sielear multi-view spatial compounding
Note 9 Tissue Equalization Technology
Note 10 Intracardiac imaging
Note 11 Dynamic TCF

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

Concurrence of CORHK Office of In Vitro Diagnostic Devices (OIVD)

blisicf Sign-Off -Office of Ir tro ga gostic Devices

510 (k) 91Page 17 of _
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Siemens Medical Solutions USA, Inc. ACUSON X300TM Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

DeviceName:VF1 3-SSP Linear Array Transducer for use with:
DeviceName:ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

(Tracki spTcifi A B M PWD CW Color Amplitude Combined Oilier

Onplye Dope maging (Speci) (SpecifY)

Ophthalmic Ophthalmic _____ ________

Fetal

Abdominal

Intra-aperative P P E MoC Note
(Note 6) p p2.3.4.5,7.8,9,11
Ino-auoperafive Note
(Neural P p p p p BMVDC 2.3,45,7,8,9.1l
Laparoscopic

Feta peiatrc P P P P MDCNote
Feta Peiatrc p p p p MDC 2,3,4,5,7.8,9.11

Imaging pml~ra p P p BMVDC Note

&Other (Note 1) 23457891
Note

Neonatal Cephalic p p p p p BMVDC: 2,3.4,5,7.8.9.11
Adult Cephalic,
Trans-rectl __ ____

Trans-vaginal
Trans-urethiral
Trans-esoph.
(non-Card.)
Musculo-sket. P IICNote
(Convent.) P MC 2.3.4.5.7.,89.11
Muscubo-skel. P p BMVDC Note
(Superfic) p pP2,14,53,8g.11
Intra-vascular
Other

_______ (Specify) I_______

Cardiac Adult
Cardiac Cardiac Pediatric

Intra-vascular
(Cardiac) -_____

Trans .esophageal
(Cardiac)

Peripheral erpea essel P p p p P BMDC Not4e7..91

Vessel Othe (Secfy 
1__ _ 2,3.4,5,7,8,9.1

N = new indication; P = previusly cleared by K080760 - --

Note I For example: breast, testes, thyrod, penis, prostate, etc. Note 2 Ensemble tissue harmonic imaging
Note 3 30 imaging Note 4 BMW Siecape panoramic imaging
Note 5 Power Siecape panoramic im~aging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging NoteS8 Sielear 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)

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

D Mio ig-ffOfficeof ir2 igos Devices
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Siemens Medical Solutions USA, Inc. ACUSON X300TM Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Devie Nme:C8-5 Tightly Curved Array Transducer for use with:
DeviceName:ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation _________

trk Specific A a M PWD CWD Color Ampliude Clr Combined Other
theri (Tracksll& 3) Doppler Doppler(pcy (Specify)

Only) I__________maging (Specify)_____

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 2.3,4,5,7.3,9

Intra-oPerative
(Note 6) _____ ______

lintr-operative
(Neuro)

La pa rosco pic

Fetal Pediatric P p p p p BI6CC Note 2,3,4.5.7.8,9

Imaging SmallOrgan P P p p p BMDC Note 2.3.4,5,7,8,9
& Other (Notel1) ___ _____

Neonatal Cephalic p p p p p BMDC Note 2.3.4,7,8,9

Adult Cephalic P P P p p BMDC Note 2,3,4,5.7,8,9

Trans-rectal
Trans-vaginal

Trans-urethral
Tan s-essoph.
(non-Card.)
Musculo-skel. P P p p p OMOC Note 2,3,4,5.7.8.9
(Convent.)
Muscuto-skel. p p p P p BMDC Note 2,3,4,5,7.8.9
(Superfic)
lntis-vascular ______

Other
___________(Specify)

Cardiac Adult p p p p p BMDC 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)I
Trans-esolphageal
(Cardiac) ____

Infra-cardiac;
Oilher (Specify)

Peripheral Periheral vese ?P P p BMOC Nt ,,....

Vessel ~Oer (Sp~ei___ 
_____________ 

__ _________

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 Slecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SieClear multi-view spatial compounding
NoteS9 Tissue Equalzation Technology Note 10 Intracardiac imaging
Note 11 Dynamic TCE

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

Concurrenc of CDRH, Office of In Vitro Diagnostic Devices (OID)

Dv nsign-Cf fied In Vitro Diag no ti Dev ices

510(k h .Ii.. § Page 19 of _
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Siemens Medical Solutions USA, Inc. ACUSON X300 TM Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications far Use Form

510(k) Number (if known):

Device Name: 81L3 Linear "Regel" 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 Spcfc1D Coo mltd Color Cmie te

Only)k (Tracksll1& 3) A~ B N1 .~ CWD Doppler Doppler magoing (Specffy (Specify)

Ophthalmic Ophthialm-ic 1______
Feta 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-operatie
(Note 6)

Intra--operative
(Neuro)

Laparoscopic - ____ __________

Fetal Pediatic P P P P P BMADC Note 2.3,4.5.7,8,9

Imaging SmnalOrgan P P P P P BMDC Note 2,3.4.5.7,8.9
& Other (Note 1)

Neonatal Cephalfic 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.)
Muscub-skel. P P P P P BMDC Note 2.3,4.5.7.8,9
(Convent.)
MuscubD-skel. P P P P P BMDC Note 2,3,4.5.7,8.9
(Superfic)
lntra~vascular
Other

I______ (Specify)
Cardiac Adult

Cardiac Cardiac Pediatic _______

lntra'vascular
(Cardiac) ________ ____

Trans-esophageal
(Cardiac)
Intra-cardiac
Other (Specify)

Peripheral Peripheral vessel P P P P P ONDO Note 2,3,4.5,7,8,9

Vessel Otter (Specify) __________ ____ _____________

N = new indication; P = previously cleared by K<08076U
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 2 Ensemble tissue harmonc imaging
Note 3 3D imaging Note 4 B&W Siecepe panoramic imaging
Notes5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 Sielear multi-view spatial compounding
Note9 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 In Vitro Diagnostic Devices (OIVO)

DlshSig-O- O ffce f VtrN Dagnostic Devices

50kk) Page20Oof
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Siemens Medical Solutions USA, Inc. ACUSON X300 Tm Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

DeviceName:1 0V4 Phased Array Transducer for use with:
DeviceName:ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation ______ ________

trSpeifi A B M PWD CWD Color Amplitude C?2ct Comine
(aci (Tracksll1& 3) fDoppler Doppler Veoty 'smie0

Only) I~maging 1 pecify) (Specify)

Ophthalmic Ophthalmic _____________________

Fetal P p P p p P SD0 Note 2,3,4.5,7.8.9

Abdominal p p p p p p BMOC Note 2,3.4,5.7.8.9

Intra-operative
(Note 6) _________

Intra-operalive
(Neural

Laparoscopic

Fetal pediatric p p p p p p BD0 Note 2,3,4,5,7,8,9

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic P p p p p p BD0 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 p BD0 Note 2,3.4,5,7,8,9
(Conrvent)
Musc u -s ke I.
(Superfic)
Intro-vascular
Other

____________(Specify)

Cardiac Adult P Pj P p p p SMDC Note 2.3.4.,7,8,9

Cardiac Cardiac Pediabic p P1 P p p P SMOC Note 2,3,457,8,9
Intra-vascular
(Cardiac)
Trans-esophageal
(Cardiac) _______

Intra-cardiac,- ___

Other (Specify) ____ __________

Peripheral erpea vese P jP p p p EMDC Nt .. ,.,.
Vessel Ote(Sei) _______________

N = new indication; P = previously cleared by K<080760

Note 1 For example: breast, testes, thyroi. penis, prostate, etc. Note 2 Ensemble tissue harmoic imaging
Note 3 3D imaging Note 4 B&W Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging NoteD8 Sieleariultivi 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 In Vitro Diagnostic Devices (OIVD)

5visin SignOf KOfie oirtro iag 0 cevices
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Siemens Medical Solutions USA, Inc. ACUSON X3007 N Diagnostic Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if know):

Devie Nme:C7F2 Curved Array Mechanical 3D14D Transducer for use with:
DeviceName:ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation
Othr pecfi - coor Amptue Color Combined Othertri 3)cii A B MPWD CWD C mltd elocity S

Only)k (Tracksll& 3) oppe Doppler maSng ecify) (Specify)

Ophthalmic Ophthalmic- - - - ---

F- PpBD Note
Fetal- P p pBMDC 2,3.4.5,7,8,9,11

Iboia P PPPBD Note
Abdoinalp p p pBMDC 2.3,4,5.7,8.9.11

Inera-opera fve
(NoteS6)
Intra-aperaive
(Neural

Laparoscopic

Feta Peiate P P P MDCNote
Feta Pedatri p pp p MDC 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. P MCNote
(Convent) p MC 2.3.4,5,7,8,9,11
Musculo-skel.

(Superfir) ______

Inta-vascular . ~ _________

Other

Note

Cardiac Cardiac Pediatric p p p p p BMDC Note57,.91

Inta-vascular
(Cardiac)
Trans~osophageal

Inracardiac

Vesl Other (Specify) I____________

N = new; indication: P = previously cleared by K(080760

Note I For example: breast, testes, thyroid, penis, prostate. etc. Note 2 Ensemble Issue harmonic imaging
Note 3 3D imaging Note 4 BMW Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 Sielear 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 In Vitro Diagnostic Devices (OIVD)

Alt.-
Division Sign-Off Office of In Vitro Diagnostic Devices
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Siemens Medical Solutions USA, Inc. ACUSON X300 Tm Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

DeviceName:EVSF4 Curved Array Mechanical 3D/AD Transducer for use with:
DeviceName: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 spei1i Color Ampltd Color Combined Oiner
(Tracki (Tacs"1&3 A B PWD CWD Velocity (pcf) Seiy

(TnlyksDo&pler Dope Imaging (Se ) (Sei)

Ophthalmic Ophthalmic- - -. - - ---- Nt

Fetal p p p p p BVDC 23457891

Abdominal

lntra-operative
(Note 6)

Intra-operative
(Neuro)

La pa rosco pic

Fetal Pediatric - -l_____
Imaging SmallOrgan p p p p p BMDC Note
& Other (Note 1) 2,3,4,5,7,8.9.11

NeontalCephticp p p p P MOG 2.3.4.5.7.8.9.11

Mdutt Cephalic
Tran-recal P PP P MDCNote

Tran-recal p pp p MOC 2.3,4,5,7,8.9,11

Tran-vagnal P PP P MDCNote
Tran-vagnal p pp p MOC 2,3,4.5,7.8,9,11

Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-scel.

* Convent)
Musculo-skel.
(Superki)
Intro-vascular
Other

_____________(Specify) __________

Cardiac Adult _____

Cardiac Cardiac Pediatric _________ ____________

Intra-vascular
(Cardiac)
Trans-esophageal
(Cardiac)
ntis-cardiac

Other (Specify) _______

Peripheral IPeripheral vessel ________________ ______

Vessel IOther (Specify) _____ ______ ____________

N = new indication: P = previously cleared by Ka80760

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

(PLEASE D0 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

o u f CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Divisgop Sign-Off -Office of In Vitro Diagnostic Devices

51 0(k~t Page 23 of _
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Siemens Medical Solutions USA, Inc. ACUSON X300 Tm Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

DeviceName:Li 3F5 30/4D Mechanical Wobbler Linear Transducer for use with:
DeviceName: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 AColClr AmltueCmbndre
(Tracki (Tractcal A& 3) A B M PWD CWD Cor Amltd ID obieOhr

Only) ________ IDoppler Doppler Iagn (Specify) (Specify)

Ophthalmic Ophthalmic _____ _______

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

Abdominal P p p p p SMOC Note 2,3,4.5,7,8.9

I ntra-operative
(Note 6)
Intra-operative
(Neural

Laparoscopic

Fecal Pediatric P p p p p BMDC Note 2.3.4,5.7.8,9

Imaging SmallOrgan P P P p p BMDC Note 2.3,4,5.7,8,9
& Other (Note 1)

Neonatail Cephalic p p P P p SMDC Note 2.3,4,5,1,8.9
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral ________

Trans-esoph.
(non-Card.)
Muscubo-skel. P P p p p BMDC Note 2,3.4.5.7,8,9
(Convent)
Muscubo-skel. P P p p p BMOC Note 2,3,4,5,7,8,9
(Supeflic)
lntra-vascular
Other

_______ (Specify) - - -

Cardiac Adult
Cardiac Cardiac Pediatric

lintsa-vascuLar
(Cardiac)
Trans-esophageal
(Cardiac)
Intra-cardiac
Other (Specify) F____ ________

Perpea PerqheraI vessel P p p p P 7 7 BMOC Note 2,3.4,5,7.8.9
Vessel Other (Specify) I___ 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 BMW Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SicClear 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 PAG3E IF NEEDED)

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

Divisioni Sign Ofr--Office of I\lVto'iagnostic~eviCes

5I(k)kLal&b9.1 Page 25 of _
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Siemens Medical Solutions USA, Inc. ACUSON XSOO TM  Diagnostic Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications far Use Form

510(k) Number (if known):

DeviceName:VFS-3 Linear Array Transducer for use with:
DeviceName:ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

OhrSpecific MiPD CD Colo Amplitude Clr Comnbined Other(Trcki (Tracksll1& 3) A 6 BPW W Doppler Doppler Velocity (pecify) (Specify)Only) IImaging (

Ophthalmic Ophthalmic- -- ---

NoteFetal P P p p p SMOC 2.3,4,5,7,8.9.11
AdmnlP P PP P BMDC Note

Abdomnal P P2,3,4.5,7.8.9,11
Intra-operative
(Note 6)

nbam-operative
(Neuro) _____ _______

Laparoscopic

Feta Peiatrc p p p p MDC 2.3.4.5,7,8.911
Imaging SmallOmgan p p P P p BMDC 2 Note7.,91
& Other (Note 1) 2,3,4,5,7,8,9,11

* Neonatal Cephalic P P p 3D Note
P P BMDC 2,3.4,5.7,8,9.11

Mdutt Celphalfic -______

Trans-rectal
Trans-vaginal - - ___ ____

Trans-urethral
Trans-esoph.
(non-Card.)
kMuscub-skel. P MCNote
(Convent) P P PppB 6 C 2.3,4,5.7.8.9,11
Musculo-skel. P MCNote
(Superfic) P MC 2,3.4,5.7,8,9,11
Intra-vascular
Other

___________(specify)

Cardiac Adult
Cardiac Cardiac Pediatric

nta-vascutar
(Cardiac)
Trans-esophageal
(Cardiac)
Intra-cardiac
Other (Specify)

Peiperl Peripheral vessel P ~ j P p BMDC 2,.457..91
Vessel FOther _(Speciy) - --

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 8&W Siecape panoramic imaging
Note 5 Power Siecape 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 CDRHK Office of In Vitro Diagnostic Devices (OIVD)

Division Sign-Off - Office of In Vitro Diagnostic Devices

51I0(k L J.~9. Page 26 of _
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Siemens Medical Solutions USA, Inc. ACUSON X300 h  Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications far Use Farm

510O(k) Number (if knownr):

DeviceName:PS-I Phased Array Transducer for use with:
DeviceName:ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Other Specific *~1Color Ampliude Color Combined Other
(mk Takl13) A B M PWD CO Doppler Doppler Velocity (Spec ify) (Specify)

Only) Imaging _______

Ophthalmic Ophthalmic
Note

Fetal P p p P p BMDC 2.3.4.5,7,8,9.11

Abdominal P p P P P P SMOG 2,N4ote.1

Intra-operative
(Note 6) t
Intra-operative
(Neuro) ____ ______ _________

LaparoscopicFetlPdiaric____MD Note
Feta Peiti p p p pp SD 2.14.5.7,1,911

Imaging SmallOrgan
& Other (Note 1)1

Neonatal Cephalic P S MOG Note
1 1____ 2,3,4,5,7.8,9.11I

Adult Cephalic P P P P P S MOGNo
Tran-recal -±1 .2,3,4,5,7,8,9,11

Trans-vaginal
Trans-orethral - -

Trans-soph.
(non- Card.) ____________________________________ _________

Musculo-skel.
(Convent) ______ ________

Muscuio-skel.
(Superfic) _____ ______ _________

Intravascular
Other

Cardac uttP p p p MOC 2.3,4,5.7.8,9.11
Note

Cardiac Cardic Pediatric P P p p P P SMOG 2.3,4,5,7.8,9.11
Intra-vascuLar
(Cardiac)
Trans-esophageal
(Cardiac)
IntacardacY

Peripheral Peripheral vessel P p p p p MOC 2.,457,.91

Vessel Othe (Specfy) .____ ______ I___________ ______ _______

N = new indication; P = previously cleared by K080760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 2 Ensemble tissue haminonic imaging
Note 3 3D imaging Note 4 B&W Siectage panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SicClear multi-view spatial compounding
Note 9 Tissue Equalization Technology Note 10 Intracandiac imaging
Note 11 Dynamic TOE

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

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

Division Sign-Off - Office oMVitro DiigIostic Devices
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Siemens Medical Solutions USA, Inc. ACUSON X300TM Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(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:

Clinical Application Mode of Operation

Other specific Color Amplitude Color Combined Other
(Tracki (Tracksll1& 3) A B M PWD CWD DopVDp elocity (Specify) (Specify)

Only) magpngerDoppler__Imaging

Ophthalmic Ophthalnmic ______

Fetal P P I BD Note
P P PMDC 2.3,4,5,7,8,9,11

AbdoinalP Pp P MDCNote
AbdoinalP P P pBMDC 2,3,4,5,7,8.9,11

* ~inra-operative
(Note 6)
Intra-operatve
(Neuro)

Laparoscopic

Fetal Pediatric p p p p p -MD Note
AMC 2.3,4.5.7,8,9.11

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic ____

Adult -phalic ____ _____

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)
Musc~ulo-skel. P P P p p BMOC Note
(Convent.) ____ _________ _____ 2,3,4,5,7A89.11
Musculo-skel.

* (Superfic)
Intra-vascular - - - ___

Other
________(Specify) I______ _________

Cariac Adult P P p p p BMDC Note
_______2,3.4,5.7.8,9,11

Cardiac Cardiac Pediatric P p p p p BMDC Note
2,3.4,5.7.8.9.11

nba-vascular
(Cardiac)
Trans-esophageal
(Cardiac)
nba-cardiac

Other (Specify)

peripheral Peripheral vessel p p Pp p BIMDC 2.,457,,91

Vease Otlher (Specify) I____ I_____ I____ I____________
IN = 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 Siecape panoramic imaging
NoteS5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SicClear multi-view spatial compounding
Note 9 Tissue Equalization Technology Note 10 lnbmccardiac imaging
Note 11 Dynamic TCE

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

Concurrence of CDRHK Office of In Vitro Diagnostic Devices (OIVD)

Diiio4 ig-ff -Ofcarl ir ios tic Devices

510kLL&. 5 9  Page 28 of _
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Siemens Medical Solutions USA, Inc. ACUSON X300TM Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device -SoundStar lOF Transducer for use with:
DeieName: ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

trk Specific AI 0TMh/fl CW Color Amplitude 9c Combined Other
(Taciy (Tracksl I& 3) MCD Doppler Dopple Veyeocity (Specify) (Specify)

Ophthalmic Ophthalmic I I______ _____ ________

Fetal

Abdominal

Intra-operative
(Note 6)

Inta-operative
(Neuro) ________

La pa rosco pic

Fetal Pediatric - -

Imaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic

Adult Cephalic;
Trns-mectal
Trans-vaginal _________

Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel.
(Convent.)
Musculo-skel.
(Supertic)

Intr-vasula P P P P P P MDCNote
Inn-asclarp p p p MDC 2.3,,8.9,10,11

Other
___________(specify) ________

Note
Cardiac Adult p p p p p p BD0 2.3.7,8,9.IOl1

Cardac Crdic Peiam P P P P P P MOCNote
Cardac ardac Pdiaricp p p p M00 2,7.8.910.11

Intra-vascular P MCNote
(Cardiac) p M0 2.3.7,8.9.10.11

* Trans-esophageal
(Cardiac)

Intr-cidiacP P P P P MDCNote
Inn-crdiacp p p p p pDM00 2.3,7,8.9,101

Other (specify)

Peripheral Peripheral vessel
Vesel Other (Specify) L___________ - - -------

N = new Indction: 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 D&W Siecape panoramic imaging
Note 5 Power Siecape panorami c 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 TOE
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Siemens Medical Solutions USA, Inc. ACUSON X300Tm Diagnostic Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

P9.4 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 Operafion ____ _______________

Other Specific A .[ D W Color Apiue Color Combined Other

OTnlckiDApBlPWDDCWDlAm Velocity (pcf) (Specify)Only)i (Tracksll& 3) DopM Iopr maging _______

Ophthalmic Ophthalmic - -- --- Nt

Fetal IN IN N N N IN BMDC 23,45,7,8,11
Note

Abdomhinal N N N IN IN N BMDC 2,3,5.6.7.8.9,11

Intrar-opera tive
(Note 6)

Intraoperadve ,N N IN IN IN BMDC 2 N,457..91
(Neuro) 23457891

Laparoscopic
Note

Fetal Pediatric N N IN N NN BMDC 2.3,4,5,7,8.9,11

Imaging SmnallOrgan N N N IN N IN BMNote
& Other (Note 1) N2,3,4.5,7,8.,9.11

Neonatal Cehaic IN N IN IN IN N ,BMDC 2,,4o7..91

Adult Cephalic N N IN IN IN N BMDC .23,.57.,91

Trans-rectal ___

Trans-vaginal
Trans-urethiral
Trans-esoph.
(non-Card.) _________

Musculo-skel.
(Convent) _________

Muscula-skel.
(Superfic) _________

Intra-vascular
Other

Cardiac Adult N N N N N N BMDC 2.,457,,91

Cardiac Cardiac pediatric IN N N N N N BMDC 2.,457,.91

Intra-vascular
(Cardiac)
Trans-esopchageal
(Cardiac)
Inbra-cardiac
Other Note

______ Cardiac Neonatal) N N N N N N BMDC 2,3.4,5.7,.,9.11
r.17 Note

Pripheral Peripheral vessel N IN N N IN N OMIDC 2,23,4.5.7.8.9,11
Vessel Other (Specify)
IN = new indication; P = previously cleared by FDA K090276-

Note 1 For example: breast, testes, thyroid, penis, prostate. etc. Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging Note 4 3&W Siecape panoramic imaging
Note 5 Power Siecape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 Sielear multiview 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)
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