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

Ultrasound Division . : Special 510(k) Submission
SECTION 12 JUN 2 2 200
510(k) Summary
11.1. Sponsor: Siemens Medical éolutions 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 X300™ Diagnostic Uitrasound System
SONOVISTA X300 Diagnostic Ultrasound System
ACUSON X300™ Dlagnostlc Ultrascund System, premium edltlon
(K090276, K093531)

11.5. Common Name: Diagnéstic Ultrasound System with Accessories

11.6. Classification:

Regulatory Class: I

Review Category: Tier Il
Classification Panel::  Radiology

Ultrasonic Pulsed Doppler Imaging System FR # 892.1550 Product Code 90-1YN
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 Diagnostic Ultrasound System is a multi-purpose diagnostic
ultrasound system with accessocries and proprietary software, and is substantially equivalent to
the current product that is already cleared for USA distribution under the following 510(k)
PreMarket Notification number;

. K090276, K093531, ACUSON X300™ Diagnostic Ultrasound System, SONOVISTA
X300 Diagnostic Ultrasound System, ACUSON X300 ™ Diagnostic Ultrasound System,
premium edition

K113179, ACUSON SC2000™ Diagnostic Ultrasound System

K101091, ZONARE z.one Ultra Ultrasoud System

K113690, GE LOGIQ i, LOGIQ e, Vivid e

K014208, GE LogigBooK XP

K101757, 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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Siemens Medical Solutions USA, Inc. ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

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-Mcode, Pulsed (PW) Doppler Mode,
Continuous (CW) 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 Radiclogy, Fetal, Abdominal, Intracperative, Pediatric, Smali Parts, Neonatal/Aduit
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 |dentify 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. Substantiai 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 substantial equivalence.

The device has been evaluated for acoustic cutput, 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
IEC 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 Qutput
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

Section 12 510(k) Summary of Safety and Effectiveness Pg. 12.2 of 12.3



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

EN/IEC 80601-1-1

EN/IEC 60601-1-2

IEC 1157 Declaration of Acoustic Power

1S0O 10993-1 Biocompatibitity ‘

Cleared batient contact materials, electrical and mechanical safety are unchanged.

Section 12 510(k) Summary of Safety and Effectiveness . Pg. 12.3of 123
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Siemens Medical Solutions USA, Inc. Ultrasound Group JUN 2 2 202
% Mr. Mark Job . '
Responsible Third Party Official

Regulatory Technology Services LLC

1394 25" Street NW

BUFFALO MN 55313

Re: K121699
T'rade/Device Name: ACUSON X300™ Diagnostic Ultrasound System; SONOVISTA X 300

Diagnostic Ultrasound Systems; ACUSON X300™ Diagnostic Ultrasound
System, premium edition

Regulation Number: 21 CFR 892.1550

Regulation Name: Ultrasonic pulsed doppler imaging system

Regulatory Class: Il

Product Code: 1YN, IYO, ITX, and DQO

Dated: June 7, 2012

Received: June 8, 2012

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 0

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 X300™ Diagnostic Ultrasound System, SONOVISTA X 300 Diagnostic Ultrasound
Systems, and ACUSON X 300™ Diagnostic Ultrasound System, premium edition, as described in your

premarket notification:

Transducer Model Number

BE 9-4 Convex Array
CW?2 Continuous Wave Doppler
CWS5 Continuous Wave Doppler

AcuNav 8F Intracardiac
AcuNav 10F Intracardiac
V5Ms TEE
4V 1¢ Phased Sector Array
VF13-5SP Linear Array

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

L9-5 Linear Array
EC9-4 Convex Armray
EV9-4 Convex Array
VF13-5 Linear Array

P8-4 Phased Sector Array




Page 2 — Mr. Job

C8-5 Tightly Curved Array VF8-3 Linear Array
8L3 Linear “Regel” P5-1 Phased Array
10V4 Phased Array C6-2 Convex Array

C7F2 Curved Array Mechanical 3D/4D SoundStar 10F
EV9F4 Curved Array Mechanical 3D/4D P9-4 Phased Array

L13F5 3D/4D Mechanical Wobbler Linear

~ If your device is classified (see above) into either class 11 (Special Controls) or class Il (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 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 801); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820); and if applicable, the electronic product radiation control provisions
(Sections 531-542 of the Act); 21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please go to
http:/fwww.fda.éov/AboutFDA/CentersOfﬁces/CDRH/CDRHOfﬁces/ucm1 15809.htm for the Center for
Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97). For questions
regarding the reporting of adverse events under the MDR regulation (21 CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/SafetleenortaProblem/defauit.htm for the CDRH'’s Office of
Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Joshua Nipper at
(301) 796-6524,

Sincerely Yours,

DO ¢,

Janine M. Morris

Acting Director

Division of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)



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

SECTION 6
Indications for Use Forms

Indications for Use Statement
510(k) Number {if known):

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

Indications For Use:

The Siemens Acuson X300 ultrasound imaging system is intended for the following applications:
General Radioclogy, Fetal, Abdominal, Intracperative, 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 undérstood tool for communicating with patients regarding state of their cardiovascuiar
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 BELOW THIS LINE_-CONTINUE ON ANOTHER PAGE IF NEEDED)

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

/WJ)??ZV

Divisfon Sign-Off
Office of In Vitro Diagnostic Devices

§1O(k)¥\\al @QQ
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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 Moda of Operation
Other . . . Coior ]
Specific Color Amplitude N Cambined Other
Track1 A 8 M PWD- CwD Veloe - .
( Only) (Tracks11& 3) Doppler Doppler tnfagill'g {Specify) (Specify)
Ophthalmic QOphthalmic
Fetaf
PP P P P P BMDC | D98 e ot
Abdominal
PP P P P P BMDC | D% g
Intra-operative Not
{Note 6] PP P P P P BMDC | 533570011
Intra-operative ' Nate
(Newro) - PP P P P P BMDC | 532578911
_aparoscopic i -
Fetal Pediatric
PP P P P P BMDC | DB ot
lmaging SmallOrgan Note
& Other (Nolg 1) Pl P P P P P BMOC | 234578911
Neonatal Cephalic B P p p P P BMDC ggti 578911
Adult Cephalic p | P P P P P BMDC | 5% . aa1
Trane-recel PLPF P P BMDC | 535781
Trans-vaginal PP P P P BMDC | 554578911
Trans-urethral
Trans-esoph. Note
(non-Card.) PLP P P P BMDC | 234578911
Muscuio-skel. Note
(Convent.) PP P P P P BMDC ] 534.5789.11
Musculo-skel, Note
{Superfic) PP P P P P BMCC | 234.57.89.11
Intra -vascular P p P P P P BMOC gg&i 578911
Cther Nate
(Specify) PP P P P P BMDC | 53457.89,11
Cardiac Aduit Pl P P P P P BMDC | 58 o pa s
Cardiac Cardiac Pediatric P P p p P P - BMDC glgti 578911
Intra-vascular Note .
(Cardiac) Pl P P P P P BMDC | 534578911
Trans-esophageal Note
(Cardiac) PP P P P P BMDC | 53357.80.11
Inira-Cardiac PP P P P P CULT I
Othar (Specify) Pl P P P P p BMDC | 598 o 1201y
Peripheral Peripheral vessel P p p p P P BMDC ;lgki 578011
Vessel ' Osher (Specify) o P P P P P BMDC glgu:: 578911
N = new indication; P = previously cleared oy KOB(ﬁBO: K050276
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 SieScape panaramic imaging Note 6 For example: abdominal, vascular
Nate 7 Contrast agent imaging Note 8 SieClear multi-view spatial compounding
Nate 9 Tissue Equalization Technology Note 10 Intracardiac imaging

Note 11 Dynamic TCE
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANCTHER PAGE IF NEEDED)

Concurrence of CORH, Cffice of In Vitro Diagnostic Devices (CIVD)

510(k)£ l a l qu q ' , Page 2 of
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Siemens Medical Solutions USA, Inc. ACUSON X300™ Diagnostic Ultrasound System
Uitrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
51b(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 Appligation Moda of Operation
Other . : . Color .
Specific Color Amplitude . Combined Other
( Track1 A B M PWD CWD Velocity . .
Only) {Tracks11& 3} Doppler Doppler Imaging {Specify) {Specify}
Ophthaimic Ophthalmic
) Nate
Fetat ) P P P P P I BMOCC 234578911
. ) Note
Abdominal P | e P P P P BMDC 235678911
tnira-operative . 7
(Note 6)
Intra-operative
{Neura) -
Laparoscopic .
Fetal Pediatr L b o Note
ediatric P-| P P _ P BMDC 2,3,4,57.89,11
imaging SmallOrgan
& Other (Note 1)
Neanatal Cephalc pl P P P P N BMDC Nate
P R 234578911
i . Note
Adult Cephalic 4 P P P P P BMDC 23.457.85.11
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
{non-Card.)
Muscuio-skel.
(Convent.}
Musculo-skei.
{Superfic)
Intra-vascular
Other
(Specify)
Note
Cardiac Adult P P P P P o - BMDC 23.457.89.1%
Cardiac . . Note
Cardiac Pediatric P P P P P P BMDC 234578911
Intra-vascular
(Cardiac}
Trans-esophageal
{Cardiac)
Intra-cardiac
Other (Specify}
Peripheral . Note
Peripheral vessel P| P P P P P BMDC 234578911
Vessel Other (Specify)
N = new indication: P = previously cleared by KDB0760
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 2 Ensemble tissue hamanic imaging
Note 3 30 imaging Note 4 B&W SieScape panoramic imaging
Note & Power SieScape panoramic imaging Note & For example: abdominal, vascular
Note 7 Contrast agent imaging . Note8  -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 CORH, Office of In Vitro Diagnostic Devices (OIVD)

Division Sign-Off - Office/of In Vifro Diagn

510(k) ’ . Page 3of

Section 6 Indications for Use Forms . Page. 6.3 of 6.29




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

Qther Specific Color Amplitude Color Combined Other

Track1 M : . ,
{ o (Tracks11% 3) A B PWD | CWD | poooler | Doppler }ﬁ;‘;ﬁ:}g {Specify) (Specify}

Ophthaimic Ophthalmic

Note
Fetal Pl P P P P BMDC 2.3.4.5.7.89.11

- ; ) Note
Abdominal PP P P P : BMOC 2,3.4,5.7.89,13

Intra-operative
{Noie 6}

Intra-operative
{Neuro}

Laparoscopic

L Note
Fetal Pediatic p| P P P P BMDC 2,3,4,5.7.89.11

Imaging SmallCrgan
& Other {Note 1)

MNeonatal Cephalic

Adult Cephalic

Trans-rectal .

Trans-vaginal

Trans-urethral

Trans-esoph.
{non-Card.)

Musculo-skel. Note
(Convent) PP P : P P BMDC 2.3.4.57.89.11

Musculo-skel.
{Superfic) +

intra-vascular

QOther

{Soecify)
. Note
Cardiac Adult PP P P P BMDC 23.4,5789.1

. . e Note
Cardiac Cardiac Pediatric lrle P P P BMDC 2,3,4,57.89,31

Intra-vascular
{Cardiac)

Trans-esophageal
{Cardiac)

Intra-cardiac

Cther (Specify)

Note

BMDC 23.4,5.7.88.11

Peripheral Peripheral vessel P P P P P

Vessel Other (Specify)

N = new indication; P = praviously cleared by KOBOD760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 2 Ensemble tissue harnonic imaging
Note 3 30 imaging : Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging Note 6 Far exarnple: 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 B

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

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

Sign-Off - Office’of In Vitro Diagnoslic Devices

510(k) K\ lg léqq . - Paged4of ___
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Diagnostic Ultrasound Indications for Use Form

510(k} Number {if known):
Device Name: VF10-5 Linear Array Transducer for use with:
ACUSON X300 Diagnostic Ultrascund Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:
Clinical Appiication Mode of Operation
Other . ) Color .
Specific Cualor Amplitude ’ Combined Other
Track1 A B M PWD cwoD Vel - g
( Only) {Tracks11& 3} - Doppler Doppler In?aog?;z (Specify) (Specify)
Ophthalmic Ophthaimic
Fetal Note
P P P P P BMDC 23.45.7,88.11
Abdominal Note
PP P e P BMOC 234578911
Intra-operative:
{Note 6)
Intra-operative .
{Neuro)
Laparoscapic
Fetal Pediatric Note
v P P P P P BMDC 23457.8811
Imaging SmallOrgan Not
& Other (Note 1) Bl P P P P BMDC 2,314'5%;_9.11
Neonatal Cephalic . Note
, PP P P P BMDC 2,3,45.7.89.11
Adult Cephatic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
{nan-Card.)
Musculo-sket. - Note
(Convent) PP P P P BMDC 2.3.45.7,89.11
Musculo-skei. 3 p <] =] P BMOC ot
(Superfic) - 234578911
Intra-vascutar : )
Other
(Specify)
Candiac Adult
Cardiac Cardiac Pediatric -
Intra-vascular
{Cardiac)
Trans-esophageal
{Cardiac)
Intra-cardiac
Other (Specify)
Peripheral Peripheral vessel Note
Pl P P P P : BMBC 2.3.457.89.11
Vessel Other (Specify)

N = new indication; P = previgusly cleared by K0BQT60

Note 1
Note 3
Note 5
Note 7
Note 9
Note 11

For example: breast, testes, thyroid, penis, prostate, etc.

3D imaging
Power SieScape panorami: imaging
Contrast agent imaging

Tissue Equalization Technology
Dynamic TCE

Nota 2 Ensemble tissue hanmonic imaging

Note 4 B&W SieScape panoramic imaging
Nota 6 For example: abdominal, vascular

Note B SieClear rmulti-view spatial compounding
Note 10 Intracardiac imaging

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

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

DI

Diviston Sign-Off - Office of In%itre DiaghoStic Devices

510(k)¥\\8\ bqq

Section 6

Indications for Use Forms

Page 5of ____
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Diagnostic Ultrasound Indications for Use Form
510(k} Number (if known):
Device Name: L9-5 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 Made of Cperation

Other .
Specific . .
{ 'Iér:lc;i)ﬂ (Tracks11& 3) A B M PWD CWD

Color Amplitude Color | oo mbined Other

Velogi g .
Doppler Doppler q r': a%?rg (Specify) {Specify)

Ophthalmic QOphthalmic

Note
Fatal PP P P P BMDC 23.45,7,8.9.11

. Nate
Abdominal P | P P P P BMDC 2,3.45.7.8.9.11

Intra-operative
(Note 6)

Intra-operative
{Neuro)

Laparoscopic

— . Note
Fatat Pediatric P P P P ) P BMDC 23.457.89.11 -

Imaging SmallOrgan Nate
8 Other (Note 1) PP P P P 8MoC 23,457,891

. Note
Neonatal Cephalic P P P P P BMDC | 544573911

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esaph.
[non-Card.)

Musculo-sked. Note
{Convent) L P P P : BMDC 23,4,5.789.11

Musculko-skei. Note
{Superfic) PP P P P BMDC 23457881

Intra-vascular

Other
{Specify)

Cardiac Adult

Cardiac Cardiac Pediatric

Intra~vascular
{Cardiac)

Trans-esophageal
{Cardiac)

Intra-Cardaic -

Cther (Specify)

Peripheral Peripheral vessel P P P P P BMDC 23 42“.);; 9.11

Vassel Gther {Specify)

N = new indication; P = praviously cleared by KOB0760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 2 Ensemble tissue harmonic imaging
Nate 3 30 imaging Note 4 B&W SieScape panoramic imaging
Nate 5 Pawer SieScape panoramic imaging Note 6 For exampie: abdominal, vascular
Note 7 Contrast agent imaging : Note 8 SieClear multi-view spatiat 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 CORH, Office of In Vitro Diagnostic Devices (OIVD)

(

Division Sign-Cff - Office iagnostic Devices

510(k)\£\ \8\ @qq | : _ | : | ' Page 6 of ___
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Siemens Medical Solutions USA, Inc. ACUSON X300™ Diagnostic Ultrasound System

Ultraso

und Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510({k) Number (if known):
Device Name: EC%-4 Convex Array Transducer for use with:
: ACUSOCN X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation
Other i ’ . Color
Specific Color Amplitude . Combined Other
Trackl A B M PG cwD Veloci - ey
{ Only) (Tracks11& 3) Cappler Doppler Imaginz (Specify) {Specify)
Ophthalmic Qphthalmic
’ Note
Fetal P P P P 4 BMDC 2.3.457.89.11
Abdominal
Intra-operative
{Note &)
Intra-operative
{Neuro)
Laparascopic
Fetal Pediatric
Imaging SmallOrgan Note
& Other {Note 1) i P P P : BMDC 2.3.4.5.7.89.11
- Note
Neonatal Cephalic P P P P P BMDC 23.45.7.89.11
Adult Cephalic
Note
Trans-rectal Pl P P P P BMDC 234578911
Trans-vaginal P P P =] P BMDC Note
. 2.3,4,57.8.9.11
Trans-urethral
Trans-esoph.
{non-Card.)
Musculo-skel.
(Convent.)
Musculo-skel.
{Superfic)
Intra-vascular
Cther
{Spacify)
Cardiac Adult
Cardiac Cardiac Pediatric
intra-vascuiar
{Cardiac)
Trans-esophageal
{Cardiac)
intra-Cardiac
Other {Specify)
Peripheral Perpheral vessel
Veassel Other {Specify)
N = new indication; P = previously cleaned by KO8Q760
Note 1 Far example: breast, testes, thymoid, penis, prostate, etc. Note 2 Ensemble tissue hammonic imaging
Note 3 30 imaging Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape pancramic imaging Note 6 Far 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 {F NEEDED)

Concurre/u:e of CORH, Office of In Vitro Diagnostic Devices (OIVD)

Divisi

ign-Cff - Officé of in Wilro Diagnstic Devices

510(k), \_[\ ‘al bqq - Page 7 of ___
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'Siem‘ens Medical Solutions USA, Inc. ACUSON X300™ 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 Moda of Operation

Gther Color

Specific
{ g:lg;lr (Tracks11& 3) A B M PWD cwD

Color Amplitude Combined Other

Velocity . :
Doppier Dappler Imaging (Specify) {Specify)

Ophthalmic Ophthalmic

- Note

Fetal ‘ P P P P P smDC 234578811

Abdominal

Intra-operative -
(Note 6}

Intra-operative
{Neurc}

Laparoscapic N

Fetal Pediatric

Imaging SmallCrgan P p P p P . BMDC Note

& Other (Note 1) 234578911

Note

Neonatal Cephalic Pl e P P P BMDC 23,4,5.7,8.9.11

Adult Cephalic

Nate

Trans-rectal - P P P P e BMDC 2.3.457.89.1 1

Nata

Trans-vaginal _ P P P P P BMBC 23.457.89.11

Trans-urathral

Trans-esoph.
{non-Card.}

Musculko-skel.
{Corvent)

Musculo-skel.
(Superfic)

Intra-vascular

Other
(Specify)

Cardiac Adult

Camiac Cardiac Pediatric

Intra-vascular
{Cardiac)

Trans-esophageal
(Cardiac)

intra-Cardiac

Qther (Specify)}

Pearipharal Peripheral vessel

Vessel Other {Specify}

N = new indication; P = previously cleared by K0B076Q

Mote 1 For example: breast, testes, thyroid, penis, prostale, efg. Note 2 Ensemble tissus harmonic imaging

Note 3 3D imaging Note 4 B&W SieScape panoramic imaging

Note § Power SieScape panoramic imaging Note 6 For example: abdominal, vascular

Nowe 7 Contrast agent imaging Note 8 SieClear multi-view spatial compounding
Note 8 Tissue Equalization Technology ' Note 10  Intracardiac imaging

Note 11 Dynamic TCE
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANCTHER PAGE iF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices {OIVD})

D
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Siemens Medical Solutions USA, Inc.

Ultrasound Division

ACUSON X300™ Diagnostic Ultrasound System

Special 510(k) Submission

510({k) Number {if known):

Device Name:

' Diagnostic Ultrasound Indications for Use Form

VF13-5 Linear Array Transducer for use with:
ACUSOCN X300 Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:
Clinicat Application Mode of Operation
Other . ' ) Color .
Specific Color Amplitude y Combined QOther
{ Track? A B M PWD cwoD Velocity . ;
Oniy) {Tracksil& 3) . Doppler Doppler Imaging {Spacify} {Specify)
Ophthalmic QOphthalmic
. Note
Fetal pip P P P BMDC 234578911
- Note
Abdorinal PiPp P P P BMDC 234578911
Intra-operative
{Note &)
Intra-operative
{Neura)
Laparcscopic
Fetal Pediatric Pl P P P P BMDG Nota
2.3.45.7.89.11
Imaging SmallQrgan Note
3 Other {Nate 1) PLP P P P BMOC 234572911
- T Nota
Neonatal Cephalic P P P P P BMDC 23.457.89.11
Adult Cephalic
Trans-rectat
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.}
Musculo-skel. Note
1 (Convent) PP P P P BMDGC 23.45789.11
Mesculo-skel. Note
(Superfic) PLF P P P BMDG 23,45789.11
Intra-vascular
Other
(Specify)
Camiac Adult
Cardiac Cardiac Pediatric
Intra-vascular
{Cardiac)
Trans-esophageal
{Cardiac)
intra-cardiac
Other (Specify)

L. . Note
Peripheral Peripheral vessel P P P P P BMDC 23.45.7.88.11
Vessel Other (Specify)

N = new indication; P = previousiy cleared by K080760
Note 1 For example: breast, testes, thyroid, penis. prostate, etc. Note 2 Ensemble tissua harmaonic imaging
Note 3 3D imaging Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging Nate & For example: abdominal, vascular
Note 7 Contrast agent imaging -Note 8 SieClear multi-view spatial compounding
Note 9 Tissue Equafization Technalogy MNote 10 Iniracardiac 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 (Q1VD)
Diwsion Sign-Off - Office of In Vitro Diagnostic Devices
Page9af ___
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Siemens Medical Solutions USA, Inc. " ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

P8-4 Phased Sector Asray 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 . ) Calor -
Specific Calor Amplitude . Combined Other
Track1 A B M PWD CwWD Velo . .
( P (Tracks 118 3) Doppler | Doppler | ot | (Specify) (Specify)
Cphthalmic Qphthalmic
! , Note |
Fetal e | P P P P P BMCC | 534578941
] Note
Abdominal P P P P P P BMDC 235678911
Intra-cperative
(Note 6)
Intra-operative
(Neuro})
Laparoscopic
Fetal Pediatiic Pl P P P P P BMDC Note
2.3.457.89.11
Imaging SmallQrgan
& Other {Note 1)
Neonatal Cephalic P | P P P P P BMDC Note
2.,3.4,5.7.8.9.11
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)
Muscuio-skel, Note
(Convent) PP P P P e BMDC 23.45788.11
Muscuio-skel.
[Superfic)
Intra-vascular
Other
(Specify)
- Nots
Camiac Adult P e P P P P BMDC 234578911
Cardiac Cardiac Pediatric P | P P P P P BMDC 234808911
Intra-vascular
{Cardiac)
Trans-esophageal
{Cardiac}
Intra-cardiac
Other {Specify)
Peripheral Peripheral vessel P P P P P P BMDC 2‘3'42?%’9'1 1
Vessel Other (Specify} :
N = new indication; P = previously cleared by KOG0760
Note 1 For example: breast, testes, thyroid, penis, prostate, efc. Note 2 Ensemble tissue harmanic imaging
Note 3 3D imaging Note 4 BaW SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging Note 6 For exampie: abdominal, vascular
Note 7 Contrast agent imaging Mote 8 SieClear multi-view spatial compounding
Note 3 Tissue Equalization Technology Note 10 Intracardiac #maging

Note 11 Dynamic TCE
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Office of In Vitro Diagnostic Devices {(QIVD)

Division Sign-Off - Office of In Vitré Diagnostic Devices
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Siemens Medical Solutions USA, Inc. ACUSON')(IBOOTM Diagnostic Ultrasound System
Uitrasound Division ' Special 510{k) Submission

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

N . BE 9-4 Convex 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 Appllcation Mode of Oparation

Other
{ Track1
Qnly)

Specific A B M PWD cwo Color | Amplitude Galor Combined Other

Veloci . ’
(Trackstl& 3) Doppler Doppler Ir:a‘;’fg (Specfy) (Specify)

Cphthalmic

Ophthalmic

Fetal

Imaging
& Other

Fetal P P P P P ' BMDC Note 2,34,5.7.89

]

Abdominal

Intra-operative
(Note 6)

intra-operative
(Neurg)

Laparoscopic

Pediatric

SmallCrgan
(Note 1) P P P P . P BMCC Nate 2,3,4,5.7.8,9

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

Adult Cephalic

Trans-recial P P P P P " BMDC Note 2,3,4,5.7.5,9

Trans-vaginal P P P P P BMDC Note 2,3,4,5.7.89

Trans-urethral

Trans-esoph.
{non-Card.}

Musculo-skel.
{Convent}

Musculo-skel.
{Superfic)

fntra-vascular

Other
(Specify)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intra-vascular
{Cardiac)

Trans-esophageal
{Cardiac) )

Intra-candiac

Other (Specify)

Peripheral
Vessel

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by KDBQ760

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Nate 2 Ensemble tissue harmoni: imaging
Note 3 3D imaging Naote 4 B&W SieScape panoramic imaging

Note 5 Powar SieScape panoramic imaging Note 6  Forexample: abdominal, vascular

Note 7 Contrast agent imaging Note 8 SieClear multi-view spatial compounding
Note 9 Tigsue Equalization Technology Note 10 Intracardiac imaging

Note 11 Dynamic TCE

Division Sign-Off SOffi

510(!:)\4 \ 8) 6qq ' Page 110f __
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Siemens Medical Solutions USA, Inc.
Ultrasound Division

ACUSON X300™ Diagnostic Ultrascund System

Special 510{k) Submission

510(k} Number (if known):

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

CW2 Continuous Wave Doppler Transducer for use with;
ACUSON X300 Diagnostic Uitrasound Systemns

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

Clinical Application

Mode of Cperation

Crther
{ Track1
Only)

Specific
{Tracks11& 3}

A

B

M

PWD

CWD

Color
Doppler

Color
Velocity
imaging

Other
(Specify)

Cornbined

{Specify}

Amplitude
Doppler

Ophthalmic

Qphthalmic

Fetal

Abdominal

Intra-operative
{Note 6)

Intra-pperative
{Neuro)

Laparoscopic

Fetal

Pediatric

Imaging
& Cther

SmallDrgan
(Note 1}

Neonatal Cephalic

Adult Cephalic

Trans—rectal

Trans-vaginal

Trans-urethral

Trans-esoph.
[non-Card.}

Musculo-skel.
{Convent.}

Muscuia-skel.
{Superfic)

Intra-vascular

Other
{Specify}

Candiac Adult

Cardiac

Candiac Pediatric

Intra-vascular
{Cardiac)

Trans-esophageal
{Cardiac)

intra-cardiac

Other {Spacify)

Peripheral

Paripheral vessal

Vessel

Other {Specify)

N = new indicati

Note 1
Note 3
Note 5
Note 7
Note 9
Note 11

ion; P = previously cleared by KOSD760

For example: breast, iestes, thyroid. penis, prostate, etc.
3D imaging
Power SieScape pancramic imaging
Contrast agent imaging
Tissue Equalization Technology
Dynamic TCE

Note 2
Note 4
Note §
Note 8
Note 10

Ensemble tisswe hammonic imaging
B&W SieScape panoramic imaging

Far example: abdominal, vascular
SieClear multi-view spatial compounding
Intracardiac imaging

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

DiviSion Sign-Off /Offide8f In Vitro Diagnostic Devices
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Siemens Medical Solutions USA, Inc. : ACUSON X300™ Diagnostic Ultrasound éystem

Ultrasound Division ' i Special 510(k) Submission
Diagnostic Ultrasound Indications for Use Form
510(k) Number (if known):
Device Name: CW35 Continuous Wave Doppler Transducer for use with:
. ACUSON X300 Diagnostic Ultrasound Systems
{ntended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:
Clinical Application Maode of Qperaticn
Other ' y Color N
Specific : Color Amplitude - Combirsed Other
Track1 A B M Pwi cwD . Velo . L
( QOnly) {Tracks11& 3} Doppler Doppler i : ag(i::; {Specify) (Specify)
Ophthalmic Ophthaimic
Fetal . P
Abdaminal P
Intra-operative p
(Note 6)
Intra-operative
[Neuro}
Laparascopic
Fetal Pediatric P
Imaging SmallOrgan . P
& Other {Note 1)
Neonatal Cephaiic P
Adult Cephalic P
Trans-rectal
Trans-vaginal
Trans-yrethral *
Trans-esoph.
[non-Card.)
Musculo-skel. P
{Convent.}
Muscula-skel.
[Superfic)
Intra-vascular
Other
{Specify)
. Cardiac Adult P
Cardiac Cardiac Pediatric F
Intra-vascular
[Cardiac)
Trans-gsophageal
{Cardiac}) -
Intra-Cardiac
Other (Specify)
Peripheral Peripheral vessel | P
Vessel Other (Specify)
N = new indication; P = previously cleared by KO80760
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 2 Ensemble tissue harmamic imaging
Note 3 30 imaging Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging Note 6 For example: abdominal, vasculae
Note 7 Contrast agent imaging Note B SieClear multi-view spatial compounding
Note 9 Tissue Equalization Technology Note 10 Intracardiac imaging
Naote 11 Dynamic TCE

Ivisidn

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

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

ign-Off- itro Diag
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Siemens Medical Solutions USA, Inc.

Ultraso!

ACUSON X300™ Diagnostic Ultrasound System

und Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510{k) Number {if knawn):

Device Name:

Inlended Use:

AcuNav 8F Intracardiac Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Appfication

Mode of Operation

Other
{ Track1
Only)

Color
Velocity
Imaging

Combined
(Specify)

Other
(Specify)

Calor
Dappler

Amplitude
Dappler

Specific

{Tracks1i8 3) A

B M PWD cwD

QOphthalmic

Ophthatmic

Fetal

Imaging
& Other

Fetal

Abdominal

Intra-operative
{Note 6)

Intra-operative
(Neuro)

Laparoscopic

Note

BMDC 237.80,10,11

Pediatric

SmallOrgan

{Note 1) 1

Neanatal Cephalic -

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.
{non-Card.}

Musculo-sked.
{Convent.)

Musculo-skel.
{Superfic)

Note

BMDC 2,3.7.8.5.10,11

Intra_-vascular

Other
(Specify)

Cardiac

Mote

BMDC 23.7.8.9.10,11

Cardiac Adult

. - Note
Cardiac Pediatric BMDC 237851011

Naote
23.7.858.10.11

Intra-vascular
[Cardiac)

BMDC

Trans-esophageal
(Carndiac}

Note

BMDC 23.7.8,10,11

intra-cardiac

Other (Specify)

Peripheral
Vessel

Peripheral vessel

Other (Specify}

N = new indication; F = previously cleared by KO807

Note 1
Note 3
Note 5
Note 7
Note 9
Note 11

60

Note 2
Note 4
Note &
Note 8
Nate 10

Ensemble tissue harmonic imaging
B&W SieScape panaramic imaging

For example: abdominal, vascular
SieClaar multi-view spatial compounding
Intracardiac imaging

For example: breast, testes, thyroid, penis, prastate, etc.
3D imaging
Power SieScape panoramic imaging
Conirast agent imaging
Tissue Equalization Technology
Dynamic TCE
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANCTHER PAGE IF NEEDED}

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

Ik 1) DU

Division Si

510{1‘)-"\ ‘ 8 lbqq
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Siemens Medical Solutions USA, Inc.

Ultraso

ACUSON X300™ Diagnostic Ultrasound System

und Division Special 510(k) Submission

Diagnostic Ukrasound Indications for Use Form

510(k) Number (if known):

Device Name:

intended Use:

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

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

Clinical Application

Mode of Opemtion\

Other
( Track1
Onily)

Color
Vaelocity
Imaging

Other
(Specify)

Combined -
{Specify)

Color
Doppler

Amplitude
Doppler

Specific

(Tracks1l& 3) A

B M PWD cwD

Ophthalmic

Ophthalmic

Fetal

Imaging
& Other

Fetal

Abdaminal

Intra-operative
{Note 6) ’

Intra-operative
{Neuro)

Laparoscopic

Note

BMDC 23,7.89.10,11

Pediatric

SmallCrgan
{Note 1)

Neonatal Cephalic

Adutt Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.
(non-Card.)

Musculo-skel.
{Convent.)

Musculo-skel,
{Superfic)

Nate

BMDC 2,3,7.8.9.10,11

Intra-vascular

Other
(Specify)

Cardiac

Note

BMCC 23,789.10,11

Cardiac Adult

Note

BMDC 23.7.89.10,11

Cardiac Pediatric

Note
2,3,7.8.9.10,11

Intra-vascular
[Cantiac)

BMDC

Trans-esophageal
(Cardiac)

Note

BMDC 2,3.789.10,11

Intra-cardiac

Other (Specify)

Peripheral
Vessel

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by KOS0760

Note 1
Note 3
Note §
Note 7
Nota.9
MNote 11

Note 2
Note 4
Note 6
Nowe 8
Note 10

Ensemble tissue harmonic imaging
B&Ww SieScape panoramic imaging

For example: abdominal, vascular
SieClear multi-view spatial compounding
\Inh'acardlac imaging

Far example: breast, testes, thyrold, penis, prostate, ete.
30 imaging
Power SieScape panoramic imaging
Contrast agent imaging
Tissue Equalization Technology
Dynamic TCE
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitre Diagnostic Devices {OIVD)

Division Si

ARz

ign-Off - Office’of | ro Diagndstic Devices
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Siemens Medical Solutions USA, Inc.

Ultrasound Division

ACUSON X300™ Diagnostic Ultrasound System

Special 510(k) Submission

510(k) Number (if known):

Device Name:

Intended Use:

Diagnostic Ultrasbund Indications for Use Form

V5Ms TEE Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application

Mode of Operation

Other
{ Track1
Only)

Specific
(Tracks11& 3)

Color
Velocity
Imaging

Color Amplitude

A B M PWD CWD Cropplar Doppler

Combined
{Specify)

Qther
{Specify)

Ophthalrnic Qphthalmic

Fetal

Abdominal

Intra-operative
{Note 6}

Intra-operative
{Neuro)

Laparoscaopic

Fetal Pediatric

Imaging SmallOrgan
& Othear (Note 1)

Meonatal Cephaic

Adult Cephalic

Trans-recial

Trans-vaginal

Trans-urethral

Trans-esoph.
{non-Card.)

Musculo-skel.
(Convent.)

Musculo-skel.
{Superfic}

Intra-vascular

Other
(Specify}

Cardiac Adult

BMDC

Note 2,3,7,8.9.11

Cardiac Cardiac Pediatric

BMDC

Note 2,3,7,8.9.11

Intra-vascular
{Cardiac)

Trans-esophageal
{Cardiac)

BMDC

Note 2,3,7,8.8.11

Intra-cardiac

Other (Specify)

Perpheral Paripheral vessal

Vessel Other (Specify)

N = new indication; P = previously cleared by K030276

Note 1 For example: breast, testes, thymid, penis, prostate, efc. : Note 2 Ensembie tissue hammonic imaging
Note 4 B&W SieScape pancramic imaging

Note 3 30 imaging

Note 5 Power SieScape panoramic imaging Note 8 For example: abdominal, vascular
Note 8 SleClear multi-view spatial compOund ing

Note 7 Contrast agent imaging

Note 9 Tissue Equalization Technology

Note 11 DOynamic TCE

Note 10 Intracardiac imaging

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

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

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

Diagnostic Ultrasound Indications for Use Form
510(k) Number (if known); '

Deavice Name: 4V1c Phased Sector Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human bedy as follows:

Clinical Application Mode of Operation

Other . - . Color .
Specific Color Amplitude: ; Combined

Track1 A B M PWD CwoD . Velo . -

{ Only) (Tmck.sﬂﬁ 3} . Dappler Doppler Imeag(i::; {Specify)

Other
(Specify)

Ophthalmic Ophthalmic © |

Fetal _ p| P e 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

Intra-cperative
[Note )

Intra-operative
{Neuro}

Laparoscapic

Fetal
Pediatric P P P P P P BMDC

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

Imaging SmallOrgan
& Cther (Note 1)

Neonatal Cephalic P P P P P P BMDC

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

Adult Cephalic P P P P P P 8MDC

Note 2,3,45,7.8,9

Trans-rectal

Trans-vaginal

Trans-urethrad

Trans-esoph.
(non-Card.)

Muscuio-skel,
(Convent.)

Musculo-skel.
{Superfic}

Intra-vascular

Other
{Spacify)

Cardiac Adult P P P P P P BMDC

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

Cardiac Cardiac Pediatric P P P P P P BMDC

Mote 2,3,45.7.8.9

Intra-vascular
{Cardiac)

Trans-esophageal
{Cardiac)

Intra-cardiac -

Cther (Specify)

Peripheral Peripheral vessel P P P P P P BMDC

Note 2.3.45.7.8.9

Vessal Other (Specify)

N = new indication; P = previously cleared by KOB0760

Note 1 Far exampie: breast, testes, thyroid, penis, prostata, efc. Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging Note 4 BAW SieScape pancramic imaging
Note 5 Power SieScape panoramic imaging Note & For example: abdominal, vascular
Note 7 Contrast agent imaging .
Note 8 SieClear muiti-view spatial compounding
MNote 9 Tissue Equalization Technology
Note 10 Intracardiac imaging
Note 11 Dynamic TCE . .

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

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

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

Diagnostic Ultrasound Indications for Use Form

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

Qther Spegific Color Ampitude Calor ¢ ombined Other

Track1 Aale|m| Pv | cwo Veloci . :
( Only) (Tracks11& 3) Doppler | Dappler | - |n$a°gci:; (Specify) (Specify)

QOphthalmic Ophthalmic

Fetal

Abdominal

intra-opemtive Note
{Note 6) PP P P P BMDC 23.45.7.89.1%

Intra-operative ' Mota
{Newro) PL1P P P P BMDC 234578911

Laparoscopic

— Note
Fetal Pediatric Plop P P P BMDC 234578914

Imaging SmailCrgan MNote
2 Other (Nate 1) PLP P P P BMDC 234578911

. - Naote
Neonatal Cephalic Pploep P P P BMOC 23,4,57,89.11

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urathral

Trans-esaph.
(non-Card.)

Musculo-skel. Nate
(Convant) Py P P P P BMDC 2.3.4,5789.11

Musculo-skel. Mote
(Superfic) PP P P P BMDC 2,3.457,89.11

Intra-vascular

Other
(Specify}

Cardiac Acult

Cardiac Cardiac Pediatric

Intra-vascular
(Cardiac)

Trans-esophageal
{Cardiac)

Intra~cardiac

Other (Specify)
Naote

Peripheral Peripheral vessel | e | e P P BMDG 9345878911

Vessel | Qther (Specify}

N = new indication; P = praviously clearad by K080760

Note 1 For example: breast, testes, thyroid, penis, prstate, etc. Note 2 Ensemble tissue harmonic imaging
Nate 3 3D imaging Note 4 B&W SieScape panoramic imaging

. Note § Power SieScape panoramic imaging Note 6 For example: abdominal, vascular
MNate 7 Contrast agent imaging Note B  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)
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ACUSON X300™ Diagnostic Ultrasound System
Special 510(k) Submission

Siemens Medical Solutions USA Inc.
Ultrasound DIVISIOn

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

€8-5 Tightly Curved Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Device Name:

[ntended Use:

Clinical Application Mode of Operation

Calor
Velocity
Imaging

Other
( Track1
Onily}

Combined Other
(Specify) {Specify)

Color
Doppler

Specific A B M PWD Amplitude
Doppler

(Tracks1I& 3 CwD

Ophthalmic QOphthalmic

Fetal P P BMDC

Note 2,3.4,5,7.8,9

Abdorminal P P P P BMDC

Note 2,3,45,7.89

Intra-cperative
(Note 6)

- Intra-operative
(Neurg)

Laparascopic

Fetal

imaging
& Other

Pediatric

BMDC

Note 2,3,4,5,7.8.9

SmallOrgan
{Nate 1)

BMDC

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

Neonatal Cephalic

BMDC

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

Adult Cephalic

BMDC

Note 2,3,4,5.7,8.9

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.
{non-Card.}

Muscuio-skel. g p P p p

(Convent.) BMDC

Note 2,3,4,5,7.8.9

Muscuto-skel.
(Superfic) P P P . P P

BMDC

Note 2,3.4,5,7,8.9

Inta-vascular

Other
(Specify)

Cardiac Adult P P P BMDC

Note 2,3.4,5,7,8.9

Cardiac Cardiac Pediatyic P P P P P BMDC

Note 2,345,783

Intra-vascuiar
{Cardiac)

Trans-esaphageal

{Cardiac)

Intra-cardiac

Other (Specify)

Perpheral Peripheral vessel | P P P P BMDC

Note 2.3.4,5.7.8.9

Vessel Other (Specify)

N = new indication; P = previously cleared by K0B0760

Note 2
Note 4
Note 6
Note 8
Note 10

Ensemble tissue harmonic imaging
B&W SieScape panoramic imaging

For example: abdominal, vascular
SieClear multi-view spatial compounding
Intracardiac #maging

Note 1
Note 3
Note 5
Note 7
Note 9
Note 11

. For example: braast, testes, thyroid, penis, prostate, etc.
3D imaging
Power SieScape panoramic imaging
Contrast agent imaging
Tissue Equalization Technolagy
Dynamic TCE
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrencg of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
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Siemens Medical Solutions USA, Inc. ACUSON X300™ Diagnostic Uitrasound System

Ultrasound Division

Special 510{k) Submission

510(k) Number (if known}):

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

8L3 Linear "“Regel" Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application

Moda of Operation

Other
( Track1
Only)

Specific
{Trackst1& 3)

Color Amplitude Vglgl:‘r:y Combined Other

A B M PWD cwo Doppler Doppler (Specify} {Specify}

Imaging

Cphthalmic Cphthalmic

Fetal

P P P P BMCC Note 2,3,4,578,9

Abdominal

=] =] P P P BMDC Mote 2,3,4,57,89

Intra-operative
(Note 6)

Intra-operative
{Neura)

Laparoscopic

Fetal Pediatric

[ Pl P P P EMDC Note 2.34,5,7.8,9

Imaging SmalQOrgan
& Other {Note 1)

plel e P P BMDC | Note23.4.5789

Neonatal Cephalic

P P P P P’ BMDC Note 2,3.4,5.7 8.9

Aduilt Cephalic

Trans-rectal

Trans-vaginal

Trans-urathral

Trans-esoph.
{non-Card.)

Musculo-skei.
§ (Convent}

P P P P . P BMDC Nate 2,34,5.7.8,9

Muzsculo-skel.
{Superfic)

PP P P P BMDC | Note2,34.5789

Intra-vascular

Other
{Specify)

Cardiac Adult

Cardiac Candiac Pediatric

Intra-vascular
{Cardiac)

Trans-esophageal
{Cardiac)

Intra-cardiac

Other (Specify)

Paripheral Peripherat vessel

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

Vessel Other (Specify)

N = new indication; P = praviously cleared by K080760
Note 1 For example: breast, testes, thyrod, penis, prostate, etc. MNote 2 Ensemble tissue harmonic imaging

Note 3 3D imaging

Note 4 BAW SieScape panoramic imaging

Note 5 Power SieScape panoramic imaging Note 8 For example: abdominal, vascular

Note 7 Contrast agent imaging

Note 8 SieClear multi-view spatial cormpounding

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}

fVisi ce Of
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Siemens Medical Solutions USA, Inc. ' ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division Special 510{(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

Other . ; Color .
{ Traekd Specific A B8 M PWD Wb Cotor Amplitude Velocity Combined Other

Only) {Tracks113 3) Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic Qphthalmic

Fetal P P P P P P BMDC Note 2,3,4.5.7.89

Abdominal P | P P P P P BMDC Note 2,3.4,5789

Intra-operative
{Note 6)

intra-operative
{MNeuro)

Laparuscopic

Fetal Pediatric B P P P P P BMDC Note 2,345,789

lmaging SmallOrgan
& Other (Note 1)

Neonatal Cephalic P P P P P P BMDC Note 2,2,4,5.7.8.8

Adult Cephalic

Trans-rectal

Trans-vaginal

Trang-urethral

Trans-esoph.
(non-Card.)

{Convent.}

Musculo-skel. Pl P P P |- @ P BMDC | Nate 2345789

Musculo-skel.
{Superfic}

Intra-vascular

Other
(Specify}

Cardiac Adult P P P P | P BMDC Note 2,3,4,5.7.8.9

Canfiac 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 Peripheral vesse! P P P P P P BMDC Note 2,3,4,5.7.8.9

Vessel Cther (Spacify)

N = new indication; P = previously cleared by KOB0760

Note 1 For example: breast, testes, thyroid, penis, prostate, efc. Note 2 Ensemble tissue harmonic imaging
Note 3 D imaging . Note 4 B&W SieScape pancramic imaging

Nate § Power SieScape pancramic imaging Note 6 Far example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SiaClear multi-view spatial compounding

Note 9 Tissue Equalization Technology Note 10  Intracardiac imaging
Nete 11 Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
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Siemens Medical Solutions USA, inc. _ ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division : . Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number‘(if known):

. . C7F2 Curved Array Mechanical 30/4D 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:

Clinicat Application Mode of Qperation

Qther . ' . Coior
Specific Color Amplitude . Combined Other
( Bﬁ;’;‘ (Tracks 118 3) Al B M PWD | CWD L pooier | Doppler l\:::;rg (Specify) (Specity)

Ophthalmic Ophthalmic

Note
Fatal p | e P P P BMDC 2.3.4.5,7.89.11

. . Note
Abdominal Pl P P P P BMDC 2.3,4,5.7,89.11

Intra-operative
{Note &}

Intra-operative
{Neurc}

Laparoscopic

L Note
Fetal Pediatric PP P P P BMDC 2,3,4.5.7.89,11

Imaging SmallCrgan
& Other {Mote 1)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.
(non-Card.)

Musculo-skel. : Note
{Convent.) PLP P P P aMpC 2.3,4.5.7,89.11

Musculo-skel.
{Superfic)

Intra-vascular

Other
(Specify)
Note

Cardiac Adult Pl P P P P BMDC 2,3.4,5,7.8.9.11

] - —— . Note
Cardiac Cardiac Pediatric P P P P P BMDC 234578911

Intra-vascular
{Cardiac)

Trang-esophageal
{Cardiac)

Intra-camdiac

Other (Specify) -

Note

BMDC 2,3.457.89.11

Peripheral Peripheral vessel P P P P P

Vessel Other (Specify)

N = new indication; P = previously cleared by KOB0760

Note 1 For exampie: brea-s:. testes, thyroid, penis, prosiate, etc. Note 2 Ensembile tissue harmonic imaging
Note 3 3D imaging Note 4 B&W SieScape panorami: imaging

Note 5 Power SieScape panoramic imaging Note & For example: abdominal, vascular
Note 7 Cantrast agent imaging Note 8 SieClear multi-view spatial compounding .

Note § - Tissue Egualization 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 Diagnestic Devices (OIVD)
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Siemens Medical Solutions USA, Inc.

Ultrasound Division

ACUSON X300™ Diagnostic Utrasound System

Special 510(k) Submission

510¢k) Number (if known):

Device Name:

intended Use:‘

Diagnostic Ultrasound Indications for Use Form

EV9F4 Curved Array Mechanical 3D/40 Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application

Mode of Operation

Other
( Track1
Cnly)

Specific
(Tracks11& 3)

Color
Velogity
Imaging

Color Amgplitude

A B M PWD cwo Doppler Dapgpler

Combined
(Specify)

Cther
(Specify)

Gphthalmic Cphthalmic

Fetal

8MDC

Note
2,3.45.78911

Abdominal

Intra-operative
(Note 8) ~

Intra-nperative
(Neuro)

Laparascopic

Fetal Pediatric

Imaging SmallOrgan
& Cther {Note 1}

BMDC

Note
234578911

Neonatal Cephalic

BMDC

Note
2.3.4,5.7.89.11

Adult Cephalic

Trang-rectal

BMDC

Note
2345785911

Trans-vaginal

BMDC

Note
2,3.45,7.89.11

Trans-urethral

Trans-esoph.
{ran-Card.)

Musculo-skel.
(Convent)

Musculo-skel.
(Superfic)

intra-vascular

Other
{Specify)

Camndiac Adult

Cardiac Candiac Pediatric

Intra-vascular
{Cardiac}

Trans-esophageal
{Cardiac)

Intra-cardiac

Other (Specify}

Peripheral Peripherai vessel

Vessel ' Other (Specify)

N = new indication; P = previously cleared by K080760

Note 1 Far example: breast, testes, thyrmid, penis, prostate, etc. Noite 2 Ensemble tissue harmonic imaging
Note 4 Ba&W SieScape panoramic imaging

Note 3 3D imaging

Note 5 Power SieScape panoramic imaging Note 6 For example: abdominal, vascular
Note 8 SieClear mutti-view spatial compounding

Note 7 Conftrast agent imaging

Note 9 Tissue Equalization Technalogy . ' Note 10 Intracandiac 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)
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Siemens Medical Solutions USA, Inc. ACUSON X300™ Diagnostic Uitrasound System

Ultrasound Division

Special 510{k) Submission

510(k) Number (if known):

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

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

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

Chnical Application

Made of Qperation

Other.
{ Track1
Qnly)

Specific
{Tracks11& 3)

" Caler .
Colar Amplitude Velacity Cambined Other

A 8 M PWD WD . Doppler Dappler {Specify) {Specify)

Imaging

Ophthalmic Qphthalmic

Fedtal

P P BMDC Note 2,345,789

Abdominal

BMDC Note 2,3,4.5,7.8.3

intra-operative
(Note 6)

Intra-operative
{Neuro)

Laparoscopic

Fetai Pediatric

P P P P P BMDC Note 2,3,4,5,7.8.8

Imaging SmallOrgan .
& Other (Nota 1}

Pl p P p P BMDC | Note 2345789

Neonatat Cephalic

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

Adutt Caphalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.
{nan-Card.)

Musculo-skel.
{Convent.}

P P P P : P ' BMDC Note 2,3,4,5,7,8,9

Musculo-skel.
{Superfic)

P P P . P P BMDC Note 2,3,4,5,7,6,9

Intra-vascular

Other
{Specify)

Cardiac Adutt

Cardiac Cardiac Pediatric

Intra-vascular
{Cardiac)

Trans-gsophageal
{Cardiac)

Intra-cardiac

Other (Specify)

Peripheral Perpheral vessel

P P P P - P BMDC Note 2,3.4,5,7.8.9

Vessel Qther (Specify)

N = new indication; P = previously cleared by KDBO760

Note 1 For example: breast, testes, thyroid, penis, prosiate, etc. Note 2 Ensemblé tissue harmenic imaging

Note 3 30 imaging

Note 4 B&W SieScape pangramic imaging

Note § Power SieScape panoramic imaging Note 6 For example: abdominal, vascular

Note 7 Contrast agent imaging

Mote 8 SieClear multi-view spatial compounding

MNate 9 Tissue Egualization 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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Siemens Medical Solutions USA, Inc. ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division Special 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 Modea of Operation

Other Specific Color Amplitude Color Combined Othar

Track1 A 8 M PWD CwWD Veloci . .
( Orr?lt;) (Tracks1(& 3) Doppler Doppier Irr?ac;ci;z {Specify) {Specify)

Ophthalmic Ophthatmic

] : Note
Fetal PP P P P BMDC 2,3,45789.11

. Note
Abdaminal Pl e P P P BMDC 2,3,45,7.89.17

Intra-operative
(Nota 6)

Intra-operative
{Neuro)

Laparoscopic

L Note
Fetal Pediatic P | P P P P BMDC 23.45.789.1

Imaging SmallOrgan . Note
80her | (Note 1) P1P P P P BMDC 2,3.45.7.89.11

- - Mota
Neonatal Caphalic Pl P P p P BMDC 23,4,5.7,89.11

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.
{non-Card.}

Musculo-skel. ' Note
{Convent) PP e P P BMDC 2.3,4.5.7.89,11

Musculo-skel. Note
{Superfic) PP P P P BMDC 23,45789.11

intra-vascular

Other
(Specify)

Cardiac Adult

Cardiac Cardiac Pediatric

Intra-vascular
{Cardiac)

Trans-esophageal

{Cardiac)

Intra-cardiac

Cther {Specify):

. : Note
Peripheral Peripheral vessel PP P P P ) BMDC 2,3.4,5.7.8.9.11

Vessel Other (Specify)

N = new indication; F = greviously cleared by KO80760

Note 1 For example: breast, testes, thyroid, penis, prostata, elc. Note 2 Ensemble tissue harmonic imaging

Note 3 3D immaging . Noted BAW SieScape panoramic imaging

Note 5 Power SieScape panoramic imaging . Mote 6 For example: abdominal, vascular

Note 7 Cantrast agent imaging : Note 8 SiaClear multi-view spatial compounding
Note 9 Tisste Equalization Technology Mote 10 Intracardiac imaging

MNote 11 Dypamic TCE

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED}
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Siemens Medical Solutions USA, Inc.
Ultrasound Division

ACUSON X300™ Diagnostic Ultrasound System

Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number {if known):

P5-1 Phased Array Transducer for use with:

Device N : !
evice Name ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:
Clinical Appfication Mode of QOperation
Other ; . Color .
Specific Color Amplitude ; Combined Other
({ Track1 A B M PwD cwb Velocity ; .
Only) (Tracks11& 3} ] Doppler Daoppler Imaging (Specify) {Specify)
Qphthalmic Ophthalmic
Fetal p|p P P P P BMDC A 1
Abdominal Pl P P P P p BMDC S
Intra-cperative
{Note 6)
Intra-operative
{Neuro)
Laparoscopic
Fetal Pediatric Pl P p P P P BMDC 234078011
Imaging SmailOrgan
& Other {Note 1)
. Note
Neonatal Cephalic P P P P P P 8MDC 23.45789.11
Adult Cephalic Pl P P P P P BMDC 23 42‘?33 9,11
Trans-rectal :
Trans-vaginal
Trans-urethral
Trans-esoph.
{non-Card.)
Musculo-skel.
{Convent.}
Muscuilo-skel.
{Superfic}
Intra-vascular
Other =
{Specify)
. . Note
Camdiac Adult P P P o P P BMDC 2,3,457.89.11
Cardiac Candiac Pediatric PieP | P P P » | BMOC | 54570011
Intra-vascular ’
{Cardiac)
Trans-ssophageal
{Cardiac)
Intra—cardiac
Other (Specify)
Peripherat | Peripheral vessel ploe P P P P BMOC | 544873044
Vessel Other (Specify) :

N = new indication; P = previously cleared by K080760

Note 1
Note 3
Note 5
Note 7
Note 9
Note 11

For example: breast, testes, thyroid, penis, prostate, efc.
3D imaging

Pawer SieScape panoramic imaging

Contrast agentimaging

Tissue Equalization Technotogy

Dynamic TCE

Note 2 Ensembis ttssue harmonic imaging

Note 4 B&W SieScape panoramic imaging
Note & For example: abdominal, vascular

Note 8 SieClear muiti-view spatial compounding
Note 10 Intracardiac imaging

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

Concurrence of CORH, Office of In Vitro Diagnostic Devices {QIVD)
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Siemens Medical Solutions USA, Inc. - ACUSON X300™ Diagnostic Ultrasound System
Ultrasound Division Special 510(k) Submission .

Diagnostic Ultrasound Indications for Use Form

510(k) Number {if known}.

’ . C6-2 Convex Array Transducer far 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 Cperation

Other . . Color
Specific . : Color Amplitude ; Combined Other
(Br:;l)d (Tracks11& 3) A B M PWD cwp Dopopler . Doppler I\::;c"'g (Specify) {Specify)

Ophthalmic Ophthalmic

MNote
Fetal Pl P P P P BMDC 2.3.4,5.7.89.11

. Note
Abdominal P P P P P BMDC 234578911

Intra-operative
{Hote 6)

Intra-operative
(Neuro)

Laparoscapic

Note

Fetal Pediatric Pl e P P P BMDC 23,4,5,7.8911

Imaging SmallOrgan
& Other {Note 1)

Neonatal Cephalic

Adult Cephalic

Trans-ractal

Trans-vaginal

Trang-urethral

Trans-esoph.
{non-Card.)

Musculo-skel sl p | p P P BMDC Note

{Convent.) 2,3.45,7.849.11

Musculo-skel.
{Superfic)

intra-vascular

Other

(Specify)
i ' Note
Cardiac Adult P P P P P EMDC 2,3.4,5.7.89.11

. . - Mote
Cardiac Cardiac Pediatric P P P P P BMDC 23.45.7.89.11

Intra-vascular
(Cardiac)

Trans-esophageal
{Cardiac)

Intracardiac

Cther {Specify)

Peripheral Peripheral vessei | Pl P p P P 8MDC 23 o

Vessel Other {(Specify)

N = new indication; P = previously cleared by K0BOT7E60

Note 1 For example: breast, testes, thyrcid, penis, prostate, etc. Note 2 Ensemble tissue harmonic imaging
Note 3 30 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 § SieClear multi-view spatial compounding
Mote 9 Tissue Equalization Technology Note 10 Intracardiac imaging
Note 11 Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE [F NEEDED)
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Siemens Medical Solutions USA, Inc.

Ultraso

ACUSON X300™ Diagnostic Ultrasound System

und Division Special 510(k) Submission

Diagnostic Ultrasound indications for Use Form

510(k} Number (if known}):

Device Name:

Intended Use:

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

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

Clinical Application

Mode of Operation

_Other
{ Track1
Oniy)

Color
Velocity
Imaging

Other
. (Specify)

Combined
(Specify}

Amplitude
Doppler

Calor
Doppler

Specific

(Tracks 114 3) A B M PWD CWD

Ophthalmic

Ophthalnic

Fetal

imaging
& Other

Fetal

Abdominal

Intra-operative
{Note 6}

Intra-operative
{Neuro)

Laparoscopic

Pediatric

Small2rgan
{Note 1) ~

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trang-vaginal

Trans-urethral

Trans-asoph.
(non-Card.)

Musculo-skel.
[Convent.)

Musculo-skel.
[Superfic}

Note

BMDC 2,3,7.89.10,11

Infra-vascular

Other
{Specify}

Cardiac

Note

BMDC 237891211

Cardiac Adult

Note

BMDC 2,37.89.10,11

Camdiac Pediatric

Note

Intra-vascular
2,3,7.859.1011

[Cardiac)

BMDC

Trans-esophageal
[Cardiac)

Note

BMDC 2..7.89.10.11

Intra-cardiac

Other (Specify)}

Peripherat
Vesssl

Paripheral vessel

Other (Specify)

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

Nate 1
Note 3
Nate 5
Note 7
Note 9
Note 11

Division S

Note 2
Note 4
Note 6
Note 8
Note 10

Ensemble tissue harmonic imaging
B&W SieScape panoramic imaging

For example: abdominal, vascular
SieClear multi-view spatial compounding
Intracardiac imaging

For example: breast, testes, thyroid, penis, prostate, etc.
3D imaging
Pawer SieScape panoramit imaging
Contrast agent imaging

Tissue Equalization Technology
Dynamic TCE

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

Ultrasound Division

s Medical Solutions USA, Inc ACUSON X300™ Diagnostic Ultrasound System

Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510{k) Number (if known):

P9-4 Phased Array Transducer for use with:

ice N ¥ ; "
Device Name ACUSON X300 Diagnastic Ultrasound Systems
Intended Use: ) Diagnostic imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Cperation
Other . . Color .
Specific Calor Amplitude § Combined Other
Track1 A B M PWD cwh Veloci . -
{ Only) {Tracks118 3) Doppler Doppler Imagint; (Specify} (Specify)
Ophthalmic QOphthalmic
’ - Note
Fetal N N N N N - N BMDC 2.3.45.7.89.11
- n Note
Abdeminal N 7N N N N N BMDC 23.56.7.89.11
Intra-operative
{Note 6)
Intra-operative | Note’
(Neuro) NN N NN BMDG 2345738911
Laparoscopic
Fetal Pediatric N[N N N ‘N N BMDC Note
2,3,45.78811
Imaging SmallQrgan : ' Nots
& Other (Note 1) NN N N N N BMDC 23.45788,11
. . Note
Necnatal Cephatic N N N N N N BMDC 23.45789.41
. . . Note
Adult Cephalic N N N N N N . BMDC 234578911
Trans-rectal )
Trans-vaginal
Trang-urethral
Trans-esoph.
(non-Card.)
Musculo-skel
{Convent)
Musculo-skel.
{Superfic}
Intra-vascular
Other
(Specify)
" Note
Cardiac Aduit N N N N N N BMDC 23.45.7.89.11
. . . Note
Cardiac Cardiac Pediatric N N N N N N BMDC 23.45.7.89.11
Intra-vascular
{Cardiac)
Trans-esophageal
{Cardiac)
intra-cardiac
GCther y Note
{Cardiac Negnatal) NN | -N N NN BMDC 2.3.457.83.11
Peripheral Peripheral vessel N N N N N N BMDC 2'3.423,‘% 811
Vessel Other (Specify)
N = npew indication; P = praviously cleared by FDA K000276
Note 1 For example: breast, testes, thyrosd. penis, prostate, etc. - Note 2 Ensemble tissue hamonic imaging
Note 3 3D imaging Note 4 B&W SieScape panoramic imaging
MNote 5 Power SieScape panoramic imaging Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging Note 8 SiaClear multi-view spatial compounding
Note § 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 (QIVD)

510(k)‘-/\( a‘ 6q q

Page 30 of ____

Section 6 indications for Use Forms Page. 6.29 of 6.29




