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

510(k) Summary

Sponsor: Siemens Medica! Solutions, Inc., DEC —1 2008
Ultrasound Division - -
1230 Shorebird Way
Mountain View, California 94043

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

Submission Date: Qctober 06, 2009

Device Name: ACUSON X300™ Diagnostic Ultrasound System

Common Name: Diagnostic Ultrasound System with Accessories

Classification:

Reguiatory Class: |l
Review Category:  Tier |l
Classification Panel: Radiology

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

A. Legally Marketed Predicate Devices

The Siemens Acuson X300 ultrasound system is a multi-purpose diagnostic ultrasound system
with accessories and proprietary soflware, and Is substantially equivalent to our current product,
the Siemens Acuson X300 ultrasound system (K090278, K072676, K071036 and K061946) and
the following:

+ KO0B1980, Siemens Acuson X500™ Ulirasound System
K081121, ACUSON X150 Ultrasound System
» . K090276, ACUSON X300™ Diagnostic Ultrasound System, Premium Edition

B. Device Description:

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

= UL 60601-1, Safety Requirements for Medical Equipment
» |EC 60601-2-37 Diagnostic Ulirasound Safety Standards
» CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment
* AIUM/NEMA UD-3, Standard for Rea! Time Display of Thermal and Mechanical
Acoustic Output Indices on Diagnostic Ultrasound Equipment
AIUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Uitrasound
= 93/42/EEC Medical Devices Directive
» Saiety and EMC Requirements for Medical Equipment
= EN/IEC 60601-1
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Siemens Medical Solutions USA, Inc. ACUSON X300 ™ Diagnostic Ultrasound System
Ultrasound Divisicon 510(k) Submission

EN/IEC 60601-1-1
EN/IEC 60601-1-2
EN/IEC 60601-1-4
EN/IEC 60601-1-6
EN/IEC 60601-2-18
= EN/IEC 60601-2-25
= |EC 1157 Declaration of Acoustic Power
= |SO 10993-1 Biocompatibility

C.intended Use

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

The system also provides for the measurement of anatomical structures and for analysis
packages that provide information that is used for clinical diagnosis purposes.

D. Substantial Equivalence

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

E. Performance Data

The Acuson X300 modifications are verified and validated according to the company’s design
control process.

X300 510{k) Submission ~ Page 9 of 35



o WEALT,

DEPARTMENT OF HEALTH & HUMAN SERVICES ) Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
DEC - 1 2009 Document Control Room W-066-0609
: Silver Spring, MD 20993-0002

Siemens Medical Solutions USA, Inc., Ultrasound Group
% Mr. Mark Job ,

Responsible Third Party Official

Regulatory Technology Services LLC

1394 25" Street NW

BUFFALO MN 55313

Re: K093531
Trade/Device Name: ACUSON X300™ Diagnostic Ulirasound System
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: I
Product Code: [YN, IYO, ITX, and DQO
Dated: November 13, 2009 :
Received: November 16, 2009

Dear Mr. Job:

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

Transducer Model Number

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

L9-5 Linear Array
EC9-4 Convex Array




Page 2 — Mr. Job

EV9-4 Convex Array
VF13-5 Linear Array
P8-4 Phased Sector Array
BE9-4 Convex Array
CW2 Continuous Wave Doppler
CWS5-Continuous Wave Doppler
AcuNav 8F Intracardiac
AcuNav 10F Intracardiac
V5Ms TEE
4V1c Phased Sector Array
VF13-5SP Linear Array
C8-5 Tightly Curved Array
8L3 Linear “Regel”
10V4 Phased Armray
C7F2 Curved Array Mechanical 3D/4D
EV9F4 Curved Array Mechanical 3DD/4D
L13F5 3D/4D Mechanical Wobbler Linear.
VF8-3 Linear Array
P5-1 Phased Array
C6-2 Convex Amray
SoundStar 10F
P9-4 Phased Array
P4-2 Litho Phased Sector Array
BP9-4 Convex Array

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must '
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

go to http://www.fda. gov/AboutFDA/CentersOffices/ CDRH/CDRHOffices/ucm1 15809 .htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
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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/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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

Sincerely yours,

fri B,

g,, Janine M. Morris
Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation .
Center for Devices and Radiological Health

Enclosure(s)



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

indications for Use Statément-

510(k) Number (if known): KO %5 =2/

Device Name: ACUSON X300™ Diagnostic Ultrasound System

Indications For Use:

The Siemens Acuson X300 ultrasound imaging system is intended for the following applications:
General Radiology, Fetal, Abdominal, Intraoperative, Pediatric, Small Parts, Necnatal/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 anatorﬁica] structures and for analysis
packages that provide information that is used for clinical diagnosis purposes.

Prescription Use X © AND/OR Over-The-Counter Use

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

frni FIA.,
(Division Sign-Off) U

Division of Reproductive, Abdominal,
and Radiological Devic

510¢k) Number e‘;/bq 3 5—3 I

X300 510(k) Submission , " Page 6 of 35



Siemens Medical Solutions LISA, Inc,
Ultrasound Division

N

510(k) Number {if known):

Device Name:

Intended Use,

Diagnostic Ultrasound indications for Use Form

ACUSON X300™ Diagnostic Ultrasound System
510(k) Submission

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

Clinical Application Mcode of Operation
Other " . Caolor .
Specific Color Amplitude y Combined Qther
Track1 A B M PW Vel .
{ Or:t:} {Tracks1l& 3} D WD Doppier Bappler i n?;;?:: {Specily) (Spaci!y)
Ophthalmic Ophthalmic .
Fetal
P | e P P p P BMDC | 598 . oo
Abdominal Note
P P P P P P BMDC 2,3.4,57.808,11
Intra-operative Nat
{Note &) PP P P ] P BMODC 2_‘;;.5].8.9‘11
Intra-cperative Note
{Neuro) PLP ° il P P BMDC | 234578911
Lapargseopic
Fetal Pediatric :
P | a P P p P BMOC | 590 s ao11
Imaging SmallQrgan Nat
& Other {Nota 1) PP P ] P P BMDC 23457.69.11
Neonatal Cephalic P p p P P p BMDC gg&: 57,0941
Adult Cephalic Pl P P P P P CIV T [
Trans-rectal Rote
PP P P P BMDC | 23457.89.11
Trens-vaginal PiF P P P amnc g?sti 57891t
Trans-urethral
Trans-gsoph. - Note
‘ {non-Card.) S I P P BMDC | 234,57.89.11
Musculo-skal. . Note
) {Convent.) P P P P P P BMDC 2,3,45789.11
Musculo~-skel. - Note
{Superfic) i P P P P BMDC | 3145788.11
Intra -vascular plrl| & 3 P P Cempc BB,
Qther Note .
{Spacily) PP P P P P BMOC  j 334576911
Cardiac Adult Nole
Pl F P P P P BMDC | 934.57.89.11.12
Cardlac Cardiac Pediatric p p P P p BMDC ;Jgi: 670011
Intra-vascular Note
(Cardlac) PP P P P P BMDC | 934578911
Trans-esophageal Note
{Cardiac) PP P P P P BMDC | 534578911
intra-Cardlac Nate
P P P P P P BMDC 2.3.4.5.7.6,0,11
Other (Specity) Nota
P P P P P P BMDC 234,57,89.11
Pariphergl Peripharal vessel Mote
PP P P P P BMDC | 53457891112
Vessel Other {Specify) Note
P L..: P P P P BMDC 2345780911
N = new indication; P = previously cleared by KO90276

Nate 1 For example: breast, lestes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging

Note 4 B&W SigScapa pangramic imaging
Note § Power SieScape panoramic imaging
Note 6 For example: sbdominal, vascular

Note 7 Contrast agent imaging

Nole 8  SisClear mutti-view spatial compounding
Note O Tissue Equalization Technology

Note 10 Intracardiac imaging ’

Note 11 Dynamic TCE

Note 12 AHP

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

Prescription Use (Per 21 CFR 801.108)

Page 38 of 1531

ivision Sigh-Off)
Division of Reproductiy

and Radiological Dey'{j)
510(k) Number

e, Abdominal,
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Siemens Medical Solutions USA, Ine.

Ultrasound Division

Ty

510(k) Number (if known):

Device Name:

Intended Use:

ACUSON X300™ Diagnestic Ultrasound System
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

P4-2 Phased Sector Amray Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems
Diagnostic imaging or fluid flow analysis of the human body as fallows:

Clinfcal Application Mode of Operation
Other " Color .
Specific Color Amplitude y Combined Other
Track1 . A B M PWD -| CwD Val . .
( onty) (Tracks 114'3) Doppler | Doppler l,:a‘;fg {Specity) {Specity)
Ophthalmic Ophthalmic
Note
Fetal P P P P P P BMDC 23.457,89,11
. Note
Abdaminal P| P P P P P BMDC 2,3,56.7.89.11
Intra-operative
{Mote 6)
Intra-operative
{Neuro}
Laparoscopic
Fetal e Note
Pediatric P | P P P P P BMDC 234578911
Imaging SmaflOrgan
& Other {Nota 1)
Note
Neonatal Cephallc Ple t P P P BMDC 234578811
. Note
Aduit Gephalic P | P P P P P BMDC 234578911
Trans-rectal
Trang-vaginal
Trans-urethral
Trans-esoph,
{non-Card.}
Muscuio-skel, -
{ {Convent.)
Musculo-sket.
| (Superfic)
Intra-vascular
Other
{Specity)
" Note
Cardiac Adult plr P P P P BMDC 234578011
Cardiac Nota
Gardiac Pediatris Pple P p P P BMDC 2,3,4578911
Intra-vascular
{Cardiac)
Trans-esophageal
{Cardiac}
Intra-cargiac
Other (Specify)
Peripheral Nota
Peripheral vessel P P P P P P BMDC 2.34.57.8.9,11
Vessel Other (Specify)
N = new indication; P = previously cleared by K090276

Note 1 For example: breast, testes, thyroid, penis, prostats, stc.
Note 2 Ensamble tissue harmonic imaging

Note 3 3D imaging
Note 4 B&W SieScape pancramic imaging
Nota & Power SieScapa panoramic imaging
Note 6 For axample: abdominal, vascular
Nole 7 Contrast agent imaging
Note 8 SieClear multl-view spallal compounding
Nate & Tissue Equallration Technology

Note 10 Intracardiac Imaging
Note 11 Dynamic TCE

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

Caoncumance of CORH, Office of Devica Evaluation (ODE)
Prescription Use (Par 21 CFR 801.109)

Page 39 of 15631

o Mo,

(Division Hgn-Off)

Division of Reproductive, Abdominal,

510(k) Number

and Radiological De% ? g 53 )
4 R
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Siemens Medicat Solutions USA, Inc.

Ultrasound Division

540(k) Number (if known):

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

CH5-2 Convex Array Transducer for use with:

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

ACUSON X300 Diagnostic Ultrasound Systems
Diagnostic imaging or fluld flow analysis of the human body as follows:

Clinical Application

Mode of Operation

Other
{ Track1
Only)

Specific
(Tracks11& 3)

A 8 M

PWD

Color
Doppler

Amplitude
Doppler

Color
Yelocity
Imaging

Combined
(Specify}

{Specify}

Ophthatmic

Ophthalmic

Fatal

Imaging
& Other

Fetal

BMOC

2.3,4.5,7,8.9.11

Abdominal

BMOC

2.3.4,57,8.08.11

Iintra-cperalive
(Note 6}

Intra-operative
{Neuro)

Laparpscopic

Pediatric

BMDC

234578911

SmaliOrgan
{Nots 1)

Neonatat Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.

BMDC

2.3..4.5.7.8.9,1 1

Candlac

Cardlac Adult

BMDC

234578911

Cardiac Pedlatric

BMDC

234578911

Intra-vascular

{Cardiac)

Trans-esophageal
{Cardiac)

Intra-cardiac

Other {Specify)

Peripherat

Vessel

Peripheral vessal

P P

BMDC

234578811

Other (Spacify)

N = new indication; P = previousty cleared by K0S0276

Note 1
Note 2
Note 3
Nota 4
Note 5
Note 6
Note 7
Note B
Note 9
Note 10
Naote 11

For example: bfeast. {astes, thyrold, penls, prostates, sic.

Ensamble tissue harmonic imaging

30 imaging

BAW SleScape panoramic Imaging
Power SieScaps panoramic imaging
For example: abdominad, vascular

Conlrast agent imaging

SieClear mult-view $patial compounding
Tissue Equalization Technology

Intracardiac imaging
Dynamic TCE

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

Concumrence of CORH, Offica of Davice Evaluation {QDE)

Prescription Use (Per 21 CFR 801.109)

Page 40 of 1531

Sod KN,

(Divisiéd Sign-Off)
-Division of Reproductive, Abdominal,
and Radiological Devi

510(k) Number

P

£0935 3,




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

Diagnostic Ultrasound Indications for Use Form

510{k) Number (if known):
Device Name: VF10-5 Linear Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnoslic imaging or fluid flow analysis of the human body as follows:
Llinleal Application Mode of Operation
Other . . Calor .
Specific Color Amplitude p Combined Othar
Track1 A B M PWD cwWD | .
{ ooy (Tracks118 3} Doppler |  Doppler :'I:EZ‘I":; (Specity) {Specify)
Ophthalmic Ophthalmic :
Fetal - Nete
PP P P P BMDC 2345789.11
Abdominal Nota
P P P ) P p BMDC 234578911
Intra-operative
(Note 6)
Intra-operative’
[Neuro)
Laparascopic
Fetat Padlatric . Nete
PlP P il p BMDC 234578011
Imaging SmalOrgan Nota
& Other {Note 1) G P P P BMDC 234578811
Neocnatal Cephalic Nate
Pl P P [ p BMDC 234578811
Adult Gephalic
Trans-rectat
Trans-vaginal
Trans-urathral .
Trans-esoph, !
{non-Card.}
Musculg-skel, Note
{Convent.) PP P P P BMDC 234578911
Musculo-skel. Nate
{Superfic) PP P P P BMBC 234578611
Intra-vascuiar
Other
LSpocty)
Cardlac Aduft
Cardlac Candlac Pediatric Note 12
Intra-vascular . :
Cardiac) .
Trans-esophageal
{Cardiac)
Intra-cardiac
Other (Specify)
Paripharal Peripheral vessel - Note
PLF P P P BMDC | 53467801152
Vessal QOther (Specify) S
N = new indication: P = previously cleared by KG90275

Mote 1 For axampie: breast, testes, thyrold, penls, prostate, stc.
Note 2 Ensembta tissue harmonic imaging
Note 3 3D imaging
Nole 4 BAW SieScape panoramic imaging
Nate 5 Power SleScape panoramic Imaging
Note 8 For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SleClear mulli-view spatial compounding
Note 9 Tissue Equalization Tachnology
Note 10 Infracardiac imaging
Note 11 Dynamic TCE
Note 12 AHP >
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Cencurmence of CORH, Office of Device Evaluation {ODE)
Prescription Use (Per 21 CFR 801.109) ’

>

. 40 ‘
(Divisiok Sigh-Off) il
Division of Reproductive, Abdoming]
and Radiological D ,

510(k) Number ;@5 6,\% 59 /

Page 41 of 1531



Siemens Medical Solutions USA, Inc.

-._ Ultrasound Division

510{k) Number {if known):

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

ACUSON X300™ Diagnostic Ultrasound System
510(k) Submission

L9-5 Linear Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems
Diagnostic imaging or fiuid flow analysis of the human body as follows:

Clinlcal Application Moda of Operation
Other . § Color . ;
Specific Color Amplitude . Cormbined Other
Track A B M P 0 Vel ; .
{ 0’:;)1 (Tracks11& 3) b oW Doppler Doppler lnfal;?nt; {Specify} (Specify)
Ophthalmic Ophithalmic .
Fetal PP P P P BMDC 234573 8,11
Abdominal PP P P P EMDC 23,457 80,11
Intra-operative .
(Mote 6}
Intra-operative
{Neurg)
Laparoscopic
s Note
Fatal Pediatric P P P P P BMDC 234578914
Imaging Smal!Organ Note
& Other (Note 1) PPl P P k BMDC 234578911
Neonatal Cephalic P | P P P P BMDC 234578911
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
" {non-Card.)
Musculo-skel. Note
d {Convent) PlPy P P P BMDC 234578911
Musculo-skel. oter
{Superfic) il P P P BMDC 234578911
Intra-vascular
Cther
{Specify)
Cardlac Adult
Cardlac Cardiac Padiatric Note 12
Intra-vascular
{Cardiac) "
Trans-esophageai
{Cardiac)
intre-Cardaic
Other (Specity)
Peripheral Peripheral vessel Ple P P P BMDC | 53,578 0.1142
Vessel Other (Specify)
N = now indication; F = praviously tlearad by KO90276
Nota 1 For example: breast, lastes, thyrold, penis, prostata, etc.
Nota 2 Ensemble ssue harmonlc imaging
Note 3 30 imaging
Note 4 BAW SieScape panoramic Imaging
Note 5 Power SleScape panoramic Imaging
Nate & For example: abdominal, vascular
Note 7 Contrast agent imaging
Note 8 SieClear multh-view spatlal compounding
Note 9 Tissus Equalization Technology
Note 10 Intracardiac imaging
Note 11 Dynamic TCE
Nota 12 AHP
(I5LEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurence of CORH, Office of Device Evaluation (ODE)
Prascription Use (Per 21 CFR 801.109)
(Division Sikh-0ff) m

Page 42 of 1531
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310(k) Number
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Siemens M:-dical Solutions USA, Inc. ACUSON X300™ Diagnostic Ultrasound System
« Ultrasound Division 510k} Submission

.

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

Device Name: EC9-4 Convex Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Clinlcal Application Moda of Cperation

Other : ’ Color
Specific Color Ampiitude . Combined Other
( g’:;')“ (Tracks1& 3) AJB | M| PWD | BWD ) noiotier | Dappler ?’m"a“;"g (Specity) (Specify)

Ophithalmic COphthalmic

Note
Fetal PP P P P BMDC 2,3.4,57.88,11

Abdominal

Intra-operative
{Note 6)

Intra-operative
(Meuro}

Laparoscopic

Fetal Pediatric

Imaging SmallOrgan : i ) Note
& Other {Nols 1) PpLF i P P BMDC 234578411
- Note
Neonatal Cephalic P P P P P BMDC

P 2.3.4,57.89.11

Adult Cephalic

; Nole
Trans-fectal , Pl P P P P BMDC | 544572911

Note
Trans-vaginal L P P P BMDC 234578911

Trans-urethral
Trans-gsoph.
(non-Card.)
Muscaio-skel.
{Convent.)
Musculo-skel.
(Superfic}
Intra-vascular
Other
{Specify)
Cardiac Adull
Cardiac Cardiac Pediatric
Intra-vascular
_[Cardiac)
Trans-esophageal
(Cardlac)
Intra-Cardiac
Other (Specify)
Peripheral Peripheral vesset
Vassal Cther {Specify)
N = now Indication; P = previously cleared by K090276

Note 1 For example: breast, lestes, thyroid, penis. prostate, ete.
Note 2 Ensemble Ussus harmanic imaging

Note 3 3D imaging

Note 4 B&W SiaScape panoramic imaging

Nota § Power SleScape paneramic imaging
Note 8 For example: abdomitnal, vascular

Note 7 Contrast agent imaging

Note 8 SieClear mufti-view spatlal compounding
Note @ Tissue Equalization Technology

Note 10 Intracardiac imaging

Note 19 Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LENE-CONTINUE ON ANOTHER PAGE 1F NEEDED)

Concurrence of CORH, Qffice of Device Evaluation (COE)
: Prescription Use (Per 2t CFR 801,109) : %

(DiviSios Sign-Off)
Division of Reproductive, Abdominal,
and Radiological De

51ﬁ(k) Number %73 5 3 /

Page 43 of 1531



. Utltrasound Division

Siemens Medical Solutions USA, Inc.

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name; EV8-4 Convex Array Transducer for use with:

ACUSON X200 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fsid flow analysis of the human body as follows:

ACUSON X300™ Diagnostic Ulirasound System

510{k) Submission

‘Clinical Appilcation Mode of Operation

Other

. Specific Cotor
‘B’:@T (Tracks118 3) Al B | M| PWD | CWD | o

Amplitude
Doppler

Color
Velocity
Imaging

Combined

(Specify) (Specify)

Cphihalmic Cphithalrmic

. Fetal P| R P 2

BMDC

234578911

Abdominal

Intra-operative
{Note B}

Intra-operative
(Neuro)

Laparoscopic

Fetal Pediatric

Imaging SmaliCrgan -
3 Other (Nota 1) PP P a

8MDC

234578911

Necnatal Cephalic P P P [

BMDC

234578911

Adlt Cephalic

Trans-rectal P P P P

BMOC

2,34.5.7,8,9,11

Trans-vaginal P P P P

BMDC

2,3,4,57.8.9.11

Trans-urethral

Trans-escph.
(non-Card.}

{Superfic}

Intra-vascular

Cther - v
(Specify)

Cardiac Adult

Cardiac Cardiac Pediatric

Intra-vascular
{Cardiac)

Trans-esophageal
(Cardiac)

Intra-Cardiac

Othar (Specify)

Paripheral Peripheral vessel

Vassel Other (Specify)

N = new indication; P = previousty cleared by K090276

Nota 1 For example: breast, testes, thyroid, penis, prostate, efc.
Note 2 Ensembts tissue harmonic imaging

Note 3 30 imaging

Nole 4 BAW SieScape panoramic imaging
Note'5 Power SieScape pancramic Imaging
Note B For example: abdominal, vascular

Note 7 Contrast agent imaging

Note 8 SieClear multi-view spatial compounding
Note & Tissue Equalization Technology

Note 10 Intracardiac imaging

Nete 11° Dynamle TCE

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED}
Concurrence of CORH, Cffica of Device Evaluation (QODE)

Prescription Use (Per 21 CFR 801.108)

Page 44 of 1531
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i

Siemens Medical Solutions USA, [nc,

Ultrasound Division

510(k) Numbe

Device Name:

Intended Usa:

r {if known):

Diagnostic Ultrasound Indications for Use Form

VF13-5 Linear Array Transducer far use with:

ACUSON X300™ Diagnostic Ultrasound Sysiem
510(k) Submission

ACUSON X300 Diagnostic iitrasound Systems
Diagnestic imaging or fiuid flow analysis of the hurnan body as follows:

Clinical Application Made of Operation
Cther . Color .
Specific Color Amplitude y Combined Other
Trackt A B M PWD CWD Vel )
{ o (Tracks1i& 3) . Doppler | Doppter | nfa%‘f:; (Specity) {Specify)
Ophthalmic Ophthalmic
Note
Fetal e P P P P BMDC 234578941
. Note
Abdominal PP P » P BMOC 234578911
Intra-operative
(Note 6)
Intra-operative
{Neuro)
Laparescopic
. Nota
Falal Pedlatric Ple P P P BMDC 234578911
Imaging SmallOrgan Note
& Other {Note 1) i P P P BMDC 234578511
Note
Neonatat Cephalic P P P P P BMDC 234578911
Adult Cephalic
Trans-rectat
" Trans-vaginal
Trans-urethral
Trans-esoph.
{non-Card.}
Musculo-skel, Nots
{Convent ) PP P P BMDC 23457.891
Musculo-skel. Note
{Superfic) PleL® P P BMDC | 234578911
Intra~vascular
Cther
{Spacify}
Cardiac Adylt Note 12
Cardlac Cardiac Pediatric
Infra-vascutar.
{Cardiac}
Trans-esophageal
(Cardiac)
Intra-cardiag
Othar {Specify)
Nota
Peripheral Peripheral vassal P P P P P BMDC 23457041112
Vessel Other (Speclly)

N = new indication; P = previcusly cleared by KG90276

Nota 1 For example: breast, testes, thyrold, penls, prostate, etc.
Note 2 Ensernble lissug harmonic imaglng

Note 3 30 imaging

Nole 4 B&W SieScape panoramic imaging

MNote 5 Powaer SleScape panoramic imaging.
Note 6 For example: abdominal, vascular

Note 7 Contrast agent imaging

Note 8 SleClear multi-view spatlial compounding
Notg 9 Tissue Equalization Technotogy

Note 10 Intracardiac imaging

Note 11 Dynamic TCE

Note 12 AHP

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

Concurrence of CORH, Offica of Davice Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
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(Division gign-ﬁff}

Division of Reproduct

and Radiclogical Devi

510(k) Number

ive, Abdominal,

k09353]




Siemens Medical Solutions LISA, Inc.

Ultrasound Bivision

510(k} Number (if kn

Device Name:

Intended Use:

awn):

Diagnostic Ultrasound Indications for Use Form

ACUSON X300™ Diagnostic Ultrasound System
510¢k) Submission

P8-4 Phased Sector Array Transducer for use with:
ACUSON X300 Dlagnostic Ultrasound Systems

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

Clinical Application Mode of Operation
Othar y . Color .
Specific Color Amplitude y Combined Othar
Track1 A B M PWD owD Veloci . ,
{ Orily) {Tracks 113 3) Doppler Doppler Imagintz (Specity) {Specify)
Ophthalmic Ophthalmic
Fetal PP P i P P BMDC 23457801
Nate
Abdominal P P P P P P BMDC 2358788.11
Intra-cperalive
{Note 6}
Intra-operative
{Neuro)
Laparoscopic
Felal Pediatric PP P P P P BMDC 234598011
Imaging SmallOrgan
& Other {Note 1)
Neonatal Cephalic P | P P P P P BMDC 234 ';‘;,‘1 a1t
Adult Cephalic
Transvectal
_Trans-vaginal
Trans-urethral
Tral
q_{non-Card. ) —~
Musculo-skel, Nots
{Convenl} P P P, P P P BMDC 23.457.8911
Musculo-skel.
{Superfic}
Intra-vascular
Other
- (Specify}
Cardiac Adutt p|ep P P P P BMDC 234878011
Cardiac Cardiac Pediatric P P P P P o BMDC 23 4’5‘9!"8 9.11
Intra-vascular S
{Cardiac)
Trans-esophageal
{Cardiac)
Infra-cardiac
Other (Specify)
Pesipheral Peripheral vessel . Pl e P P P ] BMDC 234 ;‘3‘; o1t
Vessal Other (Specify)

N = naw indication; P = previously cieared by K090276

Note 1 For exampfe: braast, testes, thyrold, penis, prostats, etc.
Note2  Ensemble tissus harmonic imaging

Nots 3 30 imaging

Nota 4 B8&W SieScape panoramic imaging

Nots § Power SleScape pancramic Imaging
Note 6 For axample: abdominal, vascular

Note 7 Contrast agent Imaging

Note 8 SiaClear muitl-view spatial compounding
Note & Tissue Equatization Technology

Note 10 intracardiac imaging

Note 11 Dynamic TCE

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

Concutrence of CDRH, Office of Devica Evaluation {QDE)

Prescriptien Use (Per 21 CFR 801.109)
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(Division $ign f)ff)

Division of Reproductive, Abdommal.

and Radiological Devi

310(k) Number

£09353/



Siemens Medical Sofutions USA, Inc.
~ UArasound Division

Diagnostic Ultrasound Iindications for Use Form

510(k} Number {if known}:

BE9-4 Convex Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Devica Name;

Intended Use:

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

Clinical Application Mode of Operation

Other
{ Tracki
Only)

Specific
(Yracks 114 3}

Color
Doppler

Amplitude VS;‘;’W
Doppler Imaging

A B M

Combined
(Specify}

Other
(Specity)

Ophthaimic Ophthalmic

Fatal p| e P P 2

BMDC Note 2,3,4,5.7.89

Abdominal

Intra-operative
(Note 6)

Intra-operative
{Neura)

Laparoscopic

Fetal Pediatric

imaging
& Other

SmafOmgan
{Note 1) -

BMDC Note 2,3,4,5789

Neonatal Cephalic P P P P

BMDC Note 2,3,4,5.7.89

Adult Cephallc

Trans-rectal P P P P P

BMDC Hote 2,3.4,5.7.8,9

Trans-vaginal P P P P P

BMOC Note 2,3,4,5.7.8.9

Trans-yrethral

Trans-esoph.
(non-Card.)

Musculo-skel.
{Convent.}

Muscuto-skel.
{Superfic}

Intra=vascular

Other
{Specify)

Cardlac Adult

Cardlac Candiac Pedlatric

Intra-vascular
{Cardlac)

Trans-esophageal
{Cardlac)

Intra-cardiag

Other {Specify)

Peripharal Poripheral vassse!

Vessel Other (Specify)

N = new Indication; P = previously cleared by K080276

MNote 1 For example: breasl, testes, thyroid, penis, prostata, etc.
Note 2 Ensemble tissue hamonic imaging

Note 3 30 imaging

Note 4 BA&W SieScape panoramic imaging

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

Note 7 Contrast agent imaging

Note 8 SiaClear muiti-view spatial compounding
Note 9 Tissue Equalization Technology

Note 10 Intracardlac imaging

Note 11 Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANCTHER PAGE (F NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use {Per 21 CFR 801.109)

Page 47 of 1531
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510(k) Number




Siemens Medical Solutions USA, Inc.

Ulirasound Division
4

510{k} Number (if known):

Devica Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

ACUSON X300™ Diagnostic Ultrasound System
510(k) Submission

CW2 Continuous Wave Doppler Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinlcal Application

Moda of Operation

Other
{ Track1
Only)

Specific

(Tracks11& 3)

A g8 M

Caolor
Doppler

Amplitude
Dopplar

Color
Velagity
Imaging

Combined
{Specify)

Other
(Specify}

Qphthatmic

Ophthaimic

Fatal

Abdominal

(Mot

Intra-operative

6)

Intra-operative
_(Neuro)

Laparoscopic

Fetal

Pediatric

Imaging

& Other {Note

SmalQrgan

1}

Neonatal Cephalic

Aduit Cephalic

Trans:

-ractal

Trans-vaginal

Trans-urethral

Trans-esoph,
{non-Card.}

Muscuio-gkel,
{Convent.)

Musculo-skei.
_{Supetfic)

Intra-vascular

Other

[Specity)

Cardiac Aduit

Cardiac

Cardiac Pedlatric

Intra-vascular
(Cardiac)

Trans-esophageal

(Cardiac)

intra-cardiac

Paripheral

Other (Spacify)

vessal

Vessal Other

(Specify}

N = new indication; P = previousty Gisared by KUG0276

Note 1
Note 2
Note 3
Note 4
Note §
Note 6
Note 7
Note 8
MNote B
Nole 10
Note 11

3D imaging

B&W SieScape panoramic imaging
Power SieScape panoramic imaging
For example: abdominal, vasculsr
Contrast agent imaging
SieClear multl-view spatial compounding
Tissue Equalization Technakygy
Intracardiac imaging
Pynamic TCE

For exampla: breast, tastas, thyroid, penis, prostate, etc.
Ensemble tlssue harmenic Imaging

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

Concurrence of CORH, Offica of Device Evaluation {(ODE)

Prescription Use (Per 21 CFR 801.109)
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510(k) Number




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

Diagnostic Uitrasound Indlcations for Usa Form

510(k) Number (if known):

CWS5 Continuous Wave Doppler Transducer for use with:
ACUSON X200 Diagnostic Ultrasound Systems

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

Device Name:

Clinical Application Mode of Operation

Other : ' . Color .
Specific Color Amplitude . Combined Other
%’;‘;‘;’ (ragestzzy | A | B F M| PWO | awD | ot | Doppler l\;ﬂ‘;f""; (Speciy) (Specity)

Ophthalmic Ophthalmic

Fetal P

Abdominal P

Intra-operative . p
{Note 6)

Intra-operative

_{Neuro)

Laparoscopic
Fetal Padiatric P

Imaging SmallOrgan P
& Other {Note 1)

Necnatal Caphalic P
Adult Cephalic P
Trans-ractal -
Trans-vaginal
Trans-urethral
Trans-esoph.

{non-Card.)
Musculo-skel. P
{Convent.} ' iy
Musculo-skel.
(Suparfic)
Intra-vascular
Cther
_(Specify)
. Cardlac Aduit B
Cardiac Cardiac Pediatric P
Intra-vascular
(Cardiac)
Tmmphaged
(Cardiac)
Intra-Cardiac

Cther (Specify)

Peripheral Peripheral vessel , P
Vesgal Other {Spacify)

N = naw Indication; P = previously clearad by KU90276

Nota 1 For example: breast, testes, thyroid, penis, prostate, atc.
Nole 2 Ensemble tissue harmonic imaging

Note 3 30 imaging

Note 4 B&W SieScape panoramic imaging

Note § Power SieScape panoramic imaging
Nota 6 For &xample; abdominal, vascular

Note 7 Contrast agent imaging

Note 8 SleClear muiti-view spatial compounding
Nota 9 Tissua Equalization Technology

Note 10 Intracardiac imaging

Note 11 Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LENE-CfJNTINUE ON ANOTHER PAGE IF NEEDED)
*Concurrence of CORH, Office of Devica Evaluation (QDE}.

Prescription Use (Per 21 CFR 801.109) / %
24 %

{Division S"gn 6
Division of Reproductive, Abdommal,
and Radiological Devices

510(k) Number 0? 5 3 ]
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. Siemens Medical Solutions USA, Inc. ACUSON X300™ Diagnostic Ultrasound System
~, Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

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

Intended tUse: Diagnestic imaging or fluid flow analysis of the human body as follows:

Device Name:

Clinical Application Mode of Operation

Cther . . Celor
Specific Color Amplitude Combined Other
{ g:;l; 1 (Tracks 1% 3} A B M PWD cwD Doppler Doppter I\:::;ﬁg (Specify) ‘(Specify)

Ophthalmic Ophthalmic

Fetal

Abdominal

Intra-operativa
(Mote &)

Intra-operative

[Neuro}

Laparoscopic

- . Nota
Fetal Pediatric P P P P P P BMDC 2.3.7,8.9.10.11

Imaging SmaliOrgan

& Other (Note 1)

Neanatal Cephalic
Aduit Cephalic
Trans-rectal
Trans-vaginal
Trans-urathral
Trans-esoph.
non-Card.

—

| (non-Card) _
Musculo-skel.
[Convent.}

Musculo-skel,
(Superfic)

Note
Intra-vascular P P P P P P BMOC 237.89,10,%1
Other

{Specify)
Cardiac Adult PP P P P P BMDC

Nate
2,3,7.8,9,10.11
. Note
Cardiac Cardlac Pediatric P P P P P P BMDC 237801011
Intra-vascuiar

Nata
{Cardiac) plP P P P P BMDC 23.7,88,10,11

Trang-esopha,
{Cardiac}
Intra-cardiac P P P P P 4 BMDC Nate
237891011
Qther {Specify)
Partpharal Peripheral vessel
Vessel Othar (Specify)
N = new indication; P = previously cleared by K090276

Note 1 For example: breast, 1estes, thyroid, penis, prostate, etc,
Nota 2 Ensembie tissus harmonic imaging

Note 3 3D imaging

Note 4 B&W SiaScape panoramic imaging

Note 5 Pawer SleScape panoramic imaging
Note 8 For example: abdominal, vascular

Nota 7 Conlrast agent imaging

Note 8 SieClear multi-view spatial compounding
Nole 9@ Tissue Equalization Technology

Note 10 Intracardiac Imaging

Note 11 Dynamic TCE

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

Concurrence of CDRH, Office of Device Evaluation {QDE)
Prescriplion Use {Per 21 CFR 801.109) :
1zl A

(Divisioﬂ/ s'fgr(()ff)

Division of Reproductive, Abdominal,

and Radiological De{\%% 2 5 3 /

Page 50 of 1531  510(k) Number



Siemens Medical Solutions USA, Inc.

. Ultrasound Division

.

510{k} Number (if know):

Device MNarme:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

ACUSON X300™ Dizgnostic Ultrasound System

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

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

510(k) Submission

Clinical Application

Mode of Opéraliun

QOther
{ Track1
Only}

Specific

{Tracks15& 3)

A B M

Coler
Doppler

Amplitude
Doppler

Cotor
Velocity
Imaging

Combined
(Specify)

Other
(Spscify)

Qphthalmie

Ophthalmic

Fetal

Abdominal

{Note

Intra-aperative

6)

Intra-operative
Neuro}

Laparescopic

Fatal Pedla

tric

Note

BMDC 237881011

imaging

& Other {Note

SmallOrgan

1)

Meanatal Caphalic

Adult

Cephalic

Trans-rectal

Trans-vaginal -

Trans-urethral

Trans-esaph.
[non-Card.)

Musculo-skal,
(Convent.)

Musculo-skel.
(Superfic)

Intra-vascular

Note

8MDC 2.37,89.10,11

Other
(Specify)

Cardlac Adutt

Note

BMDC 237,6,8,10,11

Cardlac

Cal.ﬂIBC Pedlatric

Note

BMDC 2,37,89.10,11

Intra-vascutar

{Cardiac)

Note

8MDC 237,8,8.10,11

Trang-esophageal

(Cardlac)

Intra-cardiac

Note

BMDC 2,37,88.10,11

Other (Specify)

Paripheral

Peripheral vessel

Vessel

Other (Specify}

N = new indication; P = previously cleared by K050276

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissua harmonic imaging

Nole 3 3D imaging

Note 4 B&W SieScape panoramic imaging

MNote 5§ Power SiaScape panoramic Imaging
Nols 6 For example: abdominal, vascular

Note 7 Caontrast agent Imaging

Note B SleClear mulli-view spatfal compounding
Nole 8 Tissue Equalization Technology

Nole 10 intracardiac imaging

Nole 11 Dynamic TCE

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

Prescription Use (Per 21 CFR 801.108)
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Siemens Medical Solutions USA, Inc.

Ulirasound Division

Y

310(k) Number (if known):

Davice Name:

ACUSON X300™ Diagnostic Ultrasound System
510(k} Submission

Diagnostic Ultrasound Indicatlons for Use Form

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

Mods of Operation

Other
{ Track1
Only)

Specific
(Tracks11& 3)

A B M

Color
Dogpler

Amplitude
Dopgler

Color
Velocity
Imaging

Combined

(Spectty}

Other
{Specify}

Ophthalmic

Ophthalmic

Fetal

Abdominal

Intra-operative
{Note 6)

Intra-operative
(Neuro}

Laparoscopic

Felal

Pediatric

Imaging .
& Other

SmallOrgan
(Nota 1)

Neonatal Cephalic

Adult Cephatic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-asoph.
{non-Card.}

Musculo-skel.
{Cotivent.)

Musculo-skel,
{Superfic}

Intra-vascular

Other
{Specify)

Cardiac Adult

BMDC

Note 2,3,7,88,11

Cardiac

Cardiac Pedlatric

BMDC

Note 2,3,7,8,9.11

Intra-vascular

{Cardiac)

Trans-esophageal
(Cardiac}

BMDC

Note 2,3,7.8.9.11

intra-cardiac

Other (Spacify}

Paripheral

Paripheral vassel

Vessel

Other (Specify)

N = naw indication; P = previously cleared by KDS0276

Nots 1 For example: breast, testes, thyroid, penis, prostate, ste.
Note 2 Ensembla tissue hamonic Imaging

Note 3 3D imaging

Nole 4 BAW SiaScape panoramic imaging

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

Nota 7 Conirast agent imaging

Nota 8 SleClear multi-view spatial compounding
Note 9 Tissue Equalization Technology

Nota 10 Intracardiac imaging

Note 11 Dynamic TCE :

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

Prescription Usa {Per 21 CFR 801.109)
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Siemens Medical Sotutions USA, Inc.

" Ultrasound Division

510{k) Number (if known):

Device Name;

Intended Use;

ACUSON X300™ Diagnostic Ulrasound System
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

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

Clinica!l Application

Mode of Operation

Cther
{ Track1
Only)

Specific
(Tracksfi& 3)

" Color

Color Amplitude

A B M PwD cwD Doppler Doppler :Ielocity
maging

Combined Cthar
(Specify) (Specify)

Ophthatmic

Ophthalmic

Fetal

Nota
BMDC 2345785 1

Abdominal

Note
BMOC 2356789, 1

intra-operative
{Note §)

intra-operailve
{Neura}

Laparoscopic

Fatal

Pedlafric

Note

Bmoc 2356789, 11

Imaging
& Other

SmallOman
{Note t)

Naona_ttal Cephalic

Note
EMDC 2356789, 11

Adult Cephalic

- Note
BMDC 2356789, 11

Trans-rectal

Trans-vaginal

Trana-urethral

Trans-esoph.
{non-Card.)

Musculo-skal.
{Convent.)

Musculo-skel.
{Superfic)

Intra-vascular

Other
{Specify).

Cardiac Adult

Nots
BMDC 2356789 11

Cardlac

Cardiac Pediatric

Note
BMDC 2356783, 11

Intra-vascutar

[Cardiac)

‘Trans-esophageak
_(Cardiac)

Inira-cardiac

Other {Spacify)

Paripheral

Peripheral vessel

Vessel

Other (Specify)

N = new Indicat

ion; P = previously cloared by KOSU276

Note 1 For example: breas!, lesles, thyroid, penis, prostats, atc.
Note 2 Engemble tissue hamonic Imaging

Note 3 30 imaging
Nota 4 B&W SieScape panoramic imaging
Nota 5 Power SieScape panoremic imaging
Note & For exampie: abdominal, vascular
Note 7 Cantrast agent imaging
Note 8 SieClear multi-view spatial compounding
Note @  Tissua Equalization Technology

Note 10 Intracardiac imaging
Note 11 Dynamic TCE

Note 12 AHP

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

Concurence of CORH, Office of Device Evaluation (QDE)

Page 53 of 1531
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Siemens Medical Selutions USA, Inc. ACUSON X300™ Diagnostic Ultrasound Systern
. _\U]lmsound Division 510(k) Submission

Prescriplion Use (Per 21 CFR 801.109)

Diagnostic Ultrasound !Indications for Use Form

510(k) Numnber (if known):

. . VF13-58P Linear Amay Transducer for use with:
Device Name: ACUSON X300 Diagnestic Ultrasound Systems
Intended Use: Diagnostic imaging o fluid flow analysis of the human body as follows:
Clinicat Application Mode of Operation
Other Cofor .
Specific Color Amplituds . Combined Other
{ Track1 A B M PWOD CWD Valocity : ?
Only) (Tracks11& 3) Dappler Dopplar Imaging {Spexify) (Specify)
Ophthalmic Ophihalmic
Fetai
Abdeminat
Intra-operative Note
{Note &) PP P P P BMDC 2,3,4,57.8.9.11
Intra-operative Naote
{Newro) PP P r F BMDC 2,34,5.7,89.11
Laparoscopic :
i . Note
Fatal Pediatric P P P ] P BMDC 234578911
Imaging SralOrgan Nate
& Other (Note 1) PP P e P BMDC 234.57.89.11
Nota
Neonatal Cephalic P P P P P BMDC 234578911
Adult Cephalte
. Trans-rectal
) Trans-vaginal
Trang-urethral
Trans-esoph.
{non-Card.)
Muscufo-skel. Note
{Convent ) PP i r r BMDC 234578911
Musculo-skal. Note
{Superfic) Pl P P P P BMOC. | 534578911
Intra-vascutar
Other
{Specify)
Cardlac Adult Note 12
Cardiac Cardiac Padlatric
Intra-vascular
(Candiac)
Trans-esopl
(Cardlag)
Intra-cardiac
Other (Specify)
- . J Note
Peripherai Peripheral vessal P p P P P BMDC 2,34,57,89,11.12
Vessel Other (Specify}

N = new indicaticn; P = previously cleared by KOD0276

Note 1 For example: breast, tastes, thyroid, penis, prostate, etc.
Nota 2 Ensemble tissua harmonic imaging
Nots 3 30 imaging

Note 4 BAaW SieScape panoramic imaging
Naote 5 Power SieScape panoramic imaging
Hole 6 _ Forexample: abdomnal, vascutar

Nota 7 Contrast agent imaging

Note B SieClear multhview spatial compounding
Nota 9 Tissue Equalization Technclogy

Note 10 Intracardiac imaging

Mote 11 Dynamic TCE

Note 12 AHP

Division of Reproductive, Abdominal,

f and Radiological Device .
| Page 54 of 1531 siopy numter_ /< 01 903 /




Siemens Medical Solutions USA, Inc.

Ultrasound Division

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

510(k) Numbser (il known):

Device Name:

Intended Use:

ACUSON X300™ Diagnostic Ultrasound System
510{k) Submission

Concurrence of GDRH, Office of Device Evafuation [ODE)

Prescriplion Use (Per 29 CFR B01.109)

Diagnestic Ultrasound Indications for Use Form

C8-5 Tightly Curved Array Transducer for use with:
ACUSON X300 Diagnostlc Ultrasound Systems

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

Clinlcal Application

Mode of Operation

Cther
{ Track1
QOnly)

Specific
(Tracks1(& 3)

A B M

Color
DOappler

Amplitude
Doppler

Color
Velocity
fmaging

Combined
{Specify)

Cther
(Specify)

Ophthalmic

Ophthalmic

Fatal

Imaging
& Cther

Fetal

BMOC

Nole 2,3,4,5.7,8.9

Abdominat

BMDC

Neote 2,3,4,5,.7,8,9

Infra-operative
(Note 5}

Intra-operative
{Neuro)

Laparoscopic

Padiatric

BMDC

Note 2,34,5789

SmalOrgan
{Note 1)

BMDC

Note 2,3.4.57.8.9

Neonatat Caphalic

BMDC

Note 2,34,5,7,8,9

Adult Cephalic

T| h-] )

EMDC

Note 2,3.4,5.7,8.8

Trans-rectat

Trans-vaginal

Trang-urethral

Trans-esoph.
(non-Card.}

Musculc-skel.
{Convent.}

. BMDC

Note 2.3,4,5,7,8,9

Musculo-skel.
(Superfic)

BMDC

Note 2,3,4,5.7.8.9

Intra-vascutar

Other
{Specify}

Cardiac

Cardiac Adult

bl

BMDC

Note 2,3,4,.6.76,9

Cardiac Pedlatric

BMDC

MNote 2345788

Intra-vascular

(Cardiac)

Trans-esophageal
(Cardiac)

Intra-cardiac

Other (Specify)

Peripheral
Vesse!

Peripheral vassel

Pl P

BMDC

Note 2,345,788

Dther (Specify)

N = new Indicat

Note 1
Note 2
Nota 3
Mote 4
Note 5
Note 6
Note 7
Note 8
Nota 9
Nole 10
Note 11

lon; P = previously cleared by K0B0276

For examnple: breast, testes, thyrokd, penis, prostate, etc.
Ensemble lissue harmonic Imaging
3D imaging
B&W SieScape panoramic imaging
Power SleScape panoramic imaging
For example: abdominal, vascular
Contrast agent Imaging
SieClear mulll-view spatial compounding
Tissue Equalization Technotogy
Intracardiac imaging
Dynamic TCE

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

Concurrence of CORH, Office of Device Evaluation (ODE)

Prescription Use {Per 21 CFR 801.109)
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Siemens Medical Sofutions USA, Inc. ACUSON X300™ Diagrostic Ultrasound System P

"~ Ultrasound Division 510(k) Submission
p

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

BL3 Linear "Regel" Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Device Narne:

Clinicat Application . § Mode of Qperation

QOther ; " Cofor
( Track1 Specific A 8 M PWD owD Color Amplitude Velocity Combined Other

only) (Tracks11& 3) Doppler Doppler tmaging (Specify) (Spacify)
Ophthalric Ophihalmic . '

Fetal P P P P P BMDC Note 2,3,4.5.7.8.9
Abdominal P P P P P BMOC Note 2,3,4.5.7.89

Intra-operative
{Mote 6)

Intra-operative
{Neura)

Laparoscopic

Fetal Pediatric P P P P [ BMDC Note 2,3,4,57.89

Imaging SmailOrgan
& Other {Noie 1) P P P P P BMDC Note 2,3,4,5,7,8,9

Neonatal Cephalic P P P P P BMDC Note 2,3457 8,9
Adult Cephalic
Trans-rectal
Trans-vaginal
) . Trans-urethrat
Trans-esoph, . . . .-
{non-Cam.) ) . -
Musculo-skel. , -
{Convent.) i P P P BMDC | Note 2345789
Muscule-skel.
St p P P P P BMDC Note 2,3,4,5.7,8.9
inya-vascular
Other
Specify}
Cardiac Adult . Note 12
Cardiac Cardiac Pediatric
Intra-vascutar
{Cardiac)
Trans-esophageal
{Cardiac)
Intra-cardiac-
Other {Specify}

Peripherat | Peripheral vassel P | P P P P emMpc | Note

2,3.4578912
Veasse! Other (Specify)
N = new Indication; = previously cleared by K090276
Note 1 For example: breast, testes, thymald, panis, prostate, ete.
Nate 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 Ba&W SieScape panoramic imaging
Note 5 Power SleScape panoramis imaging
Note 6 For example: abdominal, vascular
MNote 7 Contrast agent imaging
Note 8 SleClear multi-view spatfal compounding
Note & Tissue Equalization Technology
Note 10 Intracardlac imaging
Nate 1 Dynamic TCE
Nota 12 AMP

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

Prescriplion Use (Per 24 CFR 801.109) \ -
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.

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

Diagnostic Ultrasound Indications for Use Form

510(k} Number (if kriown):

10V4 Phased Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Device Name:

Clinlcat Application Mede of Operation

Other " Color .
Specific Color Amplitude . Combined Other
{ g;i';’ (Tracks 118 3) A B | M| PWD | CWD | nioer | Doppler ?‘;::’cgm‘tg" {Specity) (Specify)

Ophthalmic Ophthalmic

Fetal Pl P P P [ P BMDC | Note 2,3.4,57.8.9
Abdominat P| P P P P P BMDC Note 2,3,4,5,7.8,9

Intra-cperative
{Note 6)

Intra-operative
{Neuro)

Laparoscopic

Fetal Pediatric P P P P P 24 BMDC Note 2.3,4,5,7.8.8

Imaging SmattOrgan
& Other {Nots 1)

Neonatal Cephalic P P P P P P BMDC Note 2,3,4,57,8,9
Adutt Cephalic
Trans-rectal
Trans-vaginal
Trans-urathral
- Frans-esoph.
{non-Card.}
uén:msuv::r:-‘s}kel P p p P 3 ) P BMDC Note 2,3.4,5,7,8,9

Musculo-skel.
{Superfic)
Intra-vascular
Other
(Specify}
Cardiac Adult P P P P aMDe Note 2,3,4,5,7.8,9
Cardlac Cardiac Pedlatric’ P P P P P P BMDC Note 2.3,4.5.7,8,9
Intra-vascutar
{Cardiac)
Trans-esophageal

{Cardlac)
Inira-cardlac

Other (Specify)
Paripheral Peripheral vessel P P P P P P BMDC Nole 2.3,4.5.7,8.9
Vessal Othar (Specify)
N = new indication; P = praviously cleared by K090276

o
-

Nota 1 For axample: breast, tastes, thyrold, panls, prostate, ete.
Note 2~ Ensemble tissus harmonlc imaging

Nota 3 3D imaging

Note 4 BA&W SieScape panoramic imaging

Mote 5 Powar SieScape pancramic imaging
Mote 6 For example: abdominal, vascular

Nate 7 Contrast agent imaging

Nota 8 SleClear multi-view spallal compounding
Note 9 Tissue Equalization Tachnology

Note 10 Intracardiac imaging

Note 11 Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Cancurrence of CORH, Office of Device Evaluation (ODE)
Prescription Use (Par 21 CFR 801,109)

\. , ' oD 2
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Siemens Medicai Solutions USA, Inc.
Uttrasound Division

510{k} Number {if known):

Device Name:

Intendad Usa:

ACUSON X300™ Diagnostic Ultrasound System
5100k} Submission

Diagnostic Ultrasound Indications for Use Form

C7FZ Curved Array Mechanical 30/40 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

Oth .
( Trackt Specific
Only) (Tracks11& 3)

Color
Velocity
imaging

Amplitude

AlBsim| rpwo | cwo Calor
Doppler

Dogpler

Combined
(Spacify}

Other
{Spacify)

Ophthalmic Ophthalmic

Fetal

BMOC

Nole
2345784911

Abdominal

BMDC

Note
234578911

Iatra-operative
{Nole 6)

intra-operative
{Neuro)

Laparoscopic

Fetal Padlatric

BMDC

Note
234578911

Imaging
& Other

SmallOrgan
(Note 1)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trang-urethral

Trans-esoph.
{non-Card.}

Musculo-skel.
{Convent.}

8MDC

Note
234578911

Musculo-skel,
(Superfic)

Intra-vascular

Other
{Specify}

Cardiac Adult

BMDC

Note
234578911

Cardiac Cardiac Pediatric

BMDC

Nota
234578911

intra-vascular
{Cardiac}

Trans-esophageal
[Cardiac)

Intra~cardlac

Other (Specify)

Peripheral | Paripherat vesse!

BMDC

Note
23457891

Vessal Cther (Specily)

N = now indication; P = previously clearec by KO%3276

Nata 1 For example: breasl, testes, thyrold, penis, prostate, efc.
Note 2 Ensembila tissue hamonic imaging
Note 3 0 imaging
_ Note 4 BaW SiaScape panoramic imaging
Nate 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Mate 7 Contrast agent imaging
Note 8 SleClear multl-view spatial compounding
Note 9 Tissue Equalization Technology
MNola 10 Intracardiac imaging
Note 11 Dynamic TCE

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

Concurrenca of CORH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions USA, Ine.

- N Ultrasound

3

Division

510(k) Number {if known):

Device Name:

Intended Use:

ACUSON X300™ Diagnostic Ultrasound Systemn
~ 510k} Submission

Diagnostic Ultrasound Indications for Use Form

EVI9F4 Curved Array Mechanical 3D/40 Transducer for use with:
ACUSON X30¢ Diagnostic Ultrasound Systems

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

Clinical Application

Mode of Operation

Qther
{ Track1
Onty)

Specific
{Tracks118 3)

Color
Velocity
Imaging

Color
Dappler

Amplitude

A B M Dopplar

Combined
(Specify)

Other
(Specify)

Ophthalmic

Ophthalmic

Fetal

Imaging
& Other

Fetat

Nota

Bmoc 2,34,57,89.11

Abdeminal

tntra-operative
{Note 6)

Intra-operative
(Neura)

Laparoscopic

Pediatric

SmatlCrgan
{Nots 1)

Note

BMOC 234578911

Neonatal Cephalic

Note

BMDC 2,3457,89,11

Adult Cephalic

Trang-rectal

Note

BMDC 234578911

Trans-vaginal

Nota

BMDC 2,34,578.911

Trans-yrathral

Trang-esoph.
{non-Cand.}

Musculo-skel,
{Convent.}

Musculo-skel,
(Suparfic)

Intra-vascular

Other
(Spacify)

Cardlac

Cardiac Adult

Cardlac Pediatric

Intra-vascutar

{Cardlac)

{Cardiac)

Trans-esophageal

Intra-cardiac

Other (Spacify)

Peripheral
Vassel

Pearipheral vessal

Othar (Spacity)

N = new indication; P = previously cleared by K090276

Mote 1 For exampie: braast, lostes, thyroid, penls, prostate, efc.
Note 2 Ensemble tissue harmonlc Imaging .
Note 3 3D Imaging

MNote 4 BaW SleScapa panoramic imaging

Nete 5 Power SieScape panoramic imaging

Note & For exampla: abdominal, vascular

Note 7 Cantrasi agent Imaging

Note 8 SieClear multi-view spatlal compounding

Nota 8 Tissue Equatization Technology

Note 10 Intracardiac imaging

Note 1 Dynamic TCE

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

Concurrenca of CORH, Office of Device Evaluation (ODE)
Preseriptlon Use (Per 2¢ CFR 801.109)
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A

Siemens Medical Solutions USA, Inc,
. Ultrasound Division

510{k) Number @f known):

Device Name:

Intended Use:

ACUSON X300™ Diagnostic Ultrasaund System
510¢k} Submission

Diagnostic Ultrasound Indications for Use Form

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

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

Clinical Application Made of Operation

Other
( Track1
Only)

Specific

(Tracks11& 3) Al B M

Coler
Dogppler

Amplitude
Doppler

Color
Velocity
imaging

Combined
{Specify)

Other
(Specify}

Ophthalmic Ophthalmic

Fetal P P P

BMDGC Note 2,3.4,57,8,9

Abdominal

BMOC Nots 2,3,4,57,8,9

Intra-operative
{Note B)

Intra-cperative
{Neuro}

Laparascopic

Fetal Pediatric P P P

BMDC Note 2,3.4,5,7.8,9

Imaging -

SmallOrgan
& Other

{Note 1)

BMDC | Note234,57.89

Neonatal Cephalic P P P

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

Adult Cephalic

Trans-rectal

Trans-vaginal

| Trans-urethral

Trans-esoph.
{non-Card.)

Musculo-skel,
{Convent.)

8MDC Note 2,54,57,8.9

Muscuto-skel.
{Superfic)

BMDC Nota 2,3,4,57.8.8

Intra-vascular

Other
{Specify)

Cardlac Adult

Cardiac Cardlac Pediatric

Intra-vascular
(Cardiac)

Trans-esophageal

(Cardiac)

intra-cardiac

Other (Specify)

Peripharal Peripheral vassal P P P

BMDC Nots 2.3.4,5,7.8,9

Vessel Other (Specify)

N = new indication; P = pravicusly cleared by K090276

Nota 1 For example: breast, tostes, thyroid, penis, proslate ate.
Note 2 Ensembie tissus harmonic imaging

Note 3 3D imaging

Note 4 BaW SleScapa pancramic imaging

Note 5 Power SleScape panoramic lmaging

Note & For ple: shdominal,

Note 7 Confrast agenl imaging

Note 8 SieClear multl-view spatial compounding
Note 9 Tistue Equalizalion Technofogy

Nete 10 Intracardiac imaging

Note 11 Dynamic TCE

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

Concumrence of CORH, Office of Device Evaluation (ODE)

Prascription Use (Per 21 CFR 801,109}
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Siemens Medical Solutions USA, Inc.

'; Ultrasound Division

510{k} Number (if known):

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

ACUSON X300™ Diagnostic Ultrasound System
510(%) Submissjon

VFB-3 Linear Array Transducer for use with:
ACUSON X300 Dlagnostic Ultrasound Systems

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

Clinicat Application Moda of Operation
Othar . Color .
Specific Coler Amplitude N Combined Cther
Trackt A B M PWD CWD Val " .
& o (Tracks 118 3) Doppier | Doppler ":a‘;’l;“; (Specify) (Spaciy)
Ophthalmic Qphthalmlc
Fetal PP P P p BMDC 23an o1t
Abdominal PP P P P BMDC 534 ';-‘.f,“; a1t
Intra-operative
{Note 6)
Intra-operative
{Neura)
L.aparoscopic
Fetal Pedatric PP P P P BMDC L
:9,4,9,7,8.9,
Imaging SmallOrgan Note
& Other {Note 1) PLP P P P BMDGC 2,3,4,5.7.69,11
Necnatal Gaphallc PP P P P BMDC 23 42“7‘,‘% 011
- ,3,4,3, 18,9,
Aduit Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.
(non-Card.)
Musculo-skel. Note .
{Convent,) PLF P P P BMDC 234,578,911
Musculo-skel. . Note
(Superfic) PP P il P BMDC 234,578,911
Intra-vascular
Other
(Specity) _
Cardiac Adult Mote 12
Cardlac Cardiac Padlatrc
intra-vascular
{Cardiac)
Trans-esophageal
{Cardiac)
Intra-cardiac
Other (Specify)
Peripharal Perpharal vessel P P P P P BMDC 234 5’::.?9 1512
3,49,7,89,11,
Vessel Other (Spscity)
N = new indication; P = previcusly cleared by K090276

Nota 1 For example: breast, testes, thyroid, penis, prostate, atc.
Nota 2 Ensernble tissus harmmonic imaging

Nate 3 A0 imaging

Note 4 B&W SieScape panoramic imaging

Note 5 Power SieScapa panoramic Imaging
Nota 6 For example: abdominal, vascular

Note 7 Contrast agent imaglng

Note B SieClear multi-view spatial compounding
Nole 9 Tissue Equalization Technology

Nots 10 Intracardiac imaging

Note 11 Dynamic TCE

Note 12 AHP

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

Prescription Use (Per 21 CFR 801.109)
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Stemens Medical Solutians USA, Inc. ACUSON X300™ Dagnostic Dltrasound System
PR Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if kniown): _ -
. . P5-1 Phased Array Transducer for use with:
Device Name: ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fiuid flow analysls of the human body as follows:
Clinicat Application Mode of Operation
Cther . ’ Color .
Specific Color Amplitude ; Combined Other
Tracki A B M PWD cwD Veloct: . .
{ Only) {Fracks11& 3) . Doppler Coppler |magi|;; | (Specify) (Specify)
Ophthalmic Cphthalmic
Note
Fatal P P P P P P BMDC 234578811
. ; Note
Abdomina! Pple P P P P BMDC 23457.85,11
lntra~operdlive
(Note §) .
intra-cperative
{Neuro}
Laparoscopic
Fetal Pediatric Pple P P P P BMDC Note
2,34,5,78,5,11
Imaging SmallCrgan
& Other {Note 1)
Note
Neonatal Cephalic P P P P P P BMDC 234578911
- Note
Adult Cephalic P P [ P P ) P BMDC 234,57,89.11
Trans-rectal
Trans-vaginal .
' Trans-urethral 4
,} Trans-gsoph. S
[non-Card.)
Musculo-skel,
(Convent.}
Musculo-skel.
| (Supertic)
Intra-vascular
Other
{Specify}
Cardize Adul plep P P p P BMDC Nota
i 234578011
. " . Note
Camdiac . Candisc Pediatric P P P P P P BMDC 234,5780.11
Intra-vascular
{Cardiac)
Trans-esophageal
{Gardiac)
Intra-cardiac
Qther {Specify}
. Note
Peripheral Peripheral vessel P P P P P P BMDC 234578911
Vessel Other {Spacity)

N = new indication; P = previously cleared by K090276

Nota 1 For exampie: braast, tastas, thyroid, penis, prostate, ete.
Note 2 Ensemble tssue harmonic imaging

Note 3 30 imaging

Note 4 B&W SieScape panoramic imaging

Note 5 Power SieSeapa panoramic imaging
Nole 6 For exampie: abdominal, vascular

Mots 7 Cantrast agent imaging

Note 8 SieClear mutti-view spatial compounding
Nole 8 . Tissue Equalization Technology

Note 10 Intracardiac imaging

Note §1  Dynamic TCE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrenca of CDRHM, Office of Device Evaluation (CDE)
Prescription Use (Per 21 GFR 801.109)

(I?ivision Sﬁén-(ft)
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and Radiologicai Devices ’
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Siemens Medical Solutions USA, [nc. ACUSON X300™ Diagnostic Ultrasound Systcrm
Ultrasound Division . 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510{k} Number (if known}:

C6-2 Convex Array Transducer for use with:
ACUSON X300 Diagrostic Ultrasound Systems

Intended Use: Diagnostic imaging or fAluid flow analysis of the human bady as follows:

Device Name:

Clinical Application Modse of Operation

Other . Coler .
Specific cwi Celor Amplitude Combined Other
( g:;‘;‘ (Tracks11& 3) A B M FWD o Doppler Qoppler I\rr:agi:\t; (Specify) {Specify}

Ophthalmic Ophthalmic

Nota
Fetal PipP 3 P P BMDC 234,578,911

- Nota
Abdaminal piep P P P * BMDC 2,34,57.8.9.11

Intra-operative
{Note 6)

Intra-operative
{Neuro}

Laparoscoplc

Fetal Pediatric P P P P 3 BMOC Note -~
2,3,4,57,89,11

Imaging SmakOrgan
& Other {Note 1)

Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-asoph,

| {non-Card.}
Muscuio-skel, : Note
{Convent.) PLP P P P BMDC 2,34,5783.11
Musculo-skel, .

{Superfic}
Intra-vascular
Qther
(Specify}

- - " Note
Cardiac Adult Pl P P P BMDC 234578911

Note
Cardlac Cardiat Pediatric Pir P P P BMDC 234578911

Intra-vascular
(Cardiac)
Trans-esophageal

{Cardiac)
Intra-cardlac

Other (Specify)

Peripheral Peripheral vessel PP P ] P BMDC 294 g“?,“a 511
Vessel Qther (Spacify)

N = new Indication: P = previously clearad by KOS0276

Nota t For exampla: breast, testes, thyrold, penis, prestale, ete.
Note 2 Ensembiy lissue hammonic imaging

Note 3 3D imaging

Nate 4 B&W SigScape panoramic imaging

Note 5 Power SieScape pancramic imaging
Note B For example: abdominal, vascular

Note 7 Contrast agent maging

Note 8 SteClear multi-view spatlal 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 [F NEEDED)

Concurrence of CORH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109) %
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Siemens Medical Solutions USA, Inc.

Ultrasound

Division

Diagnostic Ultrasound Indlcations for Use Farm

510(k) Number (if known}:

Device Name:

Intended Use:

ACUSON X300™ Diagnoestic Ultrasound System
510(k) Submission

SoundStar 10F Transducer for use with:

ACUSON X300 Diagneostic Ultrasound Systems

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

Clinical Application

Mode of Operation

Gther
{ Track1
Only)

Specific

(Tracks114 3) AlB M

Color
Doppler

Amplitede
Doppler

Calor
Velocity
imaging

Combined
{Specify)

Other
(Specify}

Ophthalmic

Ophthalmic

Fatat

Imaging
& Other

Fetal

Abdominal

Inira-operalive
(Note 6}

Intra-operative
(Neurp)

Laparoscopic

Pediatrc

SmallQrgan
{Nota 1)

Neonatal Caphalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-asaph.
{non-Card.}

Musculo-skel.

{Convent.)

Musculo-gkel,

{Superfic}

Intra-vascular P P P

Nota

BMDC 2.3.7.8.8.10,11

Cther
{Specify}

Cardiac

Candtac Adult P P P

Nota

BMDC 2,3,7,89.10,11

Cardiac Pediatric P P P

Note

BMDC 237881011 .

Intra-vascular
(Cardiac)

Nate

BMDC 2,3,7,89,10,11

Trans-esophageat
{Cardiac)

intra-cardiac P P P

Note
BMDC 237891011

Other (Specify)

Peripheral
Vessel

Parlpharal vessel

Other (Spacify) ' 1

N = new indication; P = previously claared by KO90276;

Note 1
Note 2
Note 3
Note 4
Note 5
Note §
Note 7
Note 8
Note 9
Note 10
Note 11

For example: breast, testes, thyrold, penis, prostate, slc.
Ensembia tissue harmanic imaging

3D imaging

BAW SieScape panoramic imaging
Power SigScape panoramic imaging

For exampla: abdominal, vascular
Contrast agent imaging

SleClear mylik-view spatial compounding
Tissus Equallzation Technology
Intracardiac imaging

Dynamic TCE

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

Concurrence of CORH, Office of Device Evatuation (QDE)

Prascription Use (Per 21 CFR B01.109)
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} Siemens M
* ~ Ultrasound

edical Solutions USA, Inc. ACUSON X300™ Diagnestic Ultrasound System
Diviston 510¢k) Subrnission

Diagnaestic Ultrasound Indications for Use Form

510(k} Number (if known):

Device Name:

P9-4 Phased Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application Mode of Operation

Othar
{ Track1
Orily}

Speific A 8 M PWD WD Color Amplitude Color Combined Other

{Tracks1la 3} Doppler |  Doppler :‘:ﬁg’ (Specify) {Specity)

Ophthalmic

Ophthalmic

Felal

Imaging
& Qthar

Note
Fetal Pl e P P P P BMDC 2,3.4,57.89,11

Nata
Abdominal Pl P P P P BMDC 235878911

Intra-oparative
(Note B)

Intra-operative
(Meurg)

Laparoscopic

Note
Pedlatric P P P P P P BMDC 2,34.57,89,11

Note
P P P P [ BMDC 234578941

SmatOrgan
{Note 1)

Neonatal Cephalic ple P P P P BMDC 2,3,4.:3%.9,11
Adult Cephalic

Trans-recial
Trans-vaginal
Trans-urethmal
Trans-asoph.
non-Card.)
Musculo-skel.
(Convent.)
Musculo-skel,
(Superfic)
Intra-vascular
Other
{Specify)

Cardiac

Cardlac Adult-

Note
Cardlac Pediatric plep P P P P BMDC 234578911

Intra-vascular
{Cardlac)
Trans-esophageal
{Cardlac)
Intra-cardlac

Other Note
{Cardlac Neonatar) PP P F P P BMOC 2,34,57.8.9.11

Peripheral
Vessel

——at
Peripheral vassel
Other {Specify)

N = new indication; P = proviously Cleared by KOBG276

Note 1
Note 2
Note 3
Note 4
Note 5
Note &
Note 7
Note 8
Note 9
Note 10
Nate 11

For exampte: breas!, testes, thyroid, penis, prostata, stc.
Ensemble tissue harmonic imaging

3D imaging

B&W SlaScape panoramic imaging
Power SieScape panoramic imaging

For exampia: abdaminal, vascular
Conlrast agent imaging

SteClear multh-view spatial compounding
Tissue Equalization Technology
Intracardlac Imaging

Dynamic TCE

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

In Mo,
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and Radiological Devi
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Siemens Medical Solutions USA, Inc.

* Ultrasound

Division

510(k) Number {if known):

Device Name;

Intended Use:

ACUSON X300™ Diagnostic Ultrasound System
510¢{k) Submission

Diagnostic Ultrasound Indications for Use Form

P4-2 Litho Phased Sector Anay Transcucer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

Diagnastic imaging or fluid flow analysis of the human body as folfows:

Clinical Application

Mode of Operation

Other
{ Track1
Cnly)

Specific
(Tracksila 3)

Color
A B M PWD CWD Doppler

Amplitude
Doppler

Coler
Velocity
Imaging

Combined Other
(Specify) (Specify)

Ophthalmic

Qphthalmic

Fetat

Imaging
& Other

Fetal

Abdominal

Note
eMmpc 2345789 11

Intra-oparative
{Mote &)

Intra-operative
{Neuro)

Laparoscopic

Pediatric

SmallOrgan
{Note 1)

Neonatal Cephalic

Adult Caphalic

Trans-rectal

Trans-vaginal

Trans-urathral

Trans-esoph,
{non-Card.)

Muscuta-skel,
{Convent.}]

Musculo-skel.
{Superfic}

Intra-vascular

Other
[Specify}

Cardiac

Cardlac Adult

Cardiac Pedlatric

intra-vascular

(Cardiac)

{Cardlac)

Trans-esophageal

Intra-cardiac

Other

{Cardlac Negnatal)

Paripheral
Vessal

Peripheral vessal

Other (Specify)

N = naw indication; P = previously cleared by FDA *

Naote 1
Nats 2
Mote 3
Nota 4
Mote 5
Note 6
Note 7
Note 8
Note @
Note 10
Note 11

For exampla: breast, testas, thyroid, penis, prostate, etc.
Ensemble tissue harmonic imaging

30 imaging

B&W SiaScape panoramic imaging
Power SiaScape panoramic imaging
For exampla: abdominal, vascular

Contrast agent imaging

SieClear multi-view spatial compounding
Tissua Equallzation Technology

Intracardlac imaging
Dynamic TCE

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

Concurrence of CORH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 GFR 801.109)
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S

*~ Ultrasound

Siemens Medical Solutions USA, Inc.

Division

510(k) Numker (if known}):

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

BP9-4 Convex Array Transducer for use with:’
ACUSON X300 Diagnostic Ultrasound Systems

ACUSON X300™ Diagnostic Ultrasound System
510(k) Submission

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

Clirtical Ap

plication

Mode of Operatien

Cther
{ Trackt
Only}

Specific
{Tracks1l& 3)

A B M

Colar
Deppler

Amplitude
Doppter

Color
Velacity
imaging

Combined
(Specify)

Other
{Specify)

Ophthalmic

Ophthalmic

Fatal

Imaging
& Other

Fetal

Abdominal

Intra-gperative
{Note 6}

Intra-cperative
{Neuro)

Laparoscopic

Pediatric

SmallOrgan
{Note 1}

BMDC

Note
2345789011

Neonatal Cephalic

Adutt Caphalic

Trans-rectal

BMDC

Note
23457891

Trans-vaginal

Trans-urethral

Trans-asoph.
{non-Cand.}

Musculo-skel.
{Convent.)

Musculo-skef.
{Superfic}

intra-vascular

Othar
{Specity)

Cardiac

Cardiac Adult

Cardiac Pedlatric

Intra-vascutar
{Cardlac)

Trang-esoph
{Cardlac)

ageal

Intra-cardlac

Other (Speclfy)

Paripheral
Vesssl

Peripharal vessel

Othar {Specify)

N = new indicatlon; P = previously cleared by K030276

Note 1
Note 2
Note 3
Note 4
Note 5
Note 6
Note 7
Note 8
Note 9
Note 10
Nete 11

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

Ensembte tissue hammonic imaging

3D imaging

BAW SieScape panoramic imaging
Power SigScape panoramic imaging
For example: abdorninal, vascular

Contrast agen! Imaging

SieClear multi-view spattal compounding
Tissue Equalization Technology

Intracardia¢ imaging
Dynamic TCE

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

Concurrence of CORH, Offica of Device Evalualion {QDE)

Prascription Use (Per 21 CFR 801.109)
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