Siemens Medical Solutions USA, Inc. APR 2 5 2008 ACUSON X300™ Ultrasound System

Ultrasound Division Special 510(k) Submission
CONFIDENTIAL

SECTION 12
510(k} Summary

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

Contact Person; Martina Vogt
Telephone: {425) 557 1434
Fax: (425) 391 9198

Submission Date: March 14, 2008

Device Name: ACUSON X300™ ultrasound system
SONOVISTA X300 ultrasound system :
ACUSON X300™ ultrasound system, premium edition

Common Name: Diagnostic Ultrasound System with Accessories
Classification;

Regulatory Class: I

Review Category: Tier 11

Classification Panel:  Radiology

Ultrasonic Pulsed Doppler Imaging System FR # 892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-1YO
Diagnostic Ultrasound Transdocer FR # 892.1570 Product Code 90-ITX
Diagnostic Intravascular Catheter FR.# 870.1200 Preduct 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 sofiware, and is substantially equivalent to our current product, the Siemens
ACUSON X300 ultrasound system (K072676, K071036, K061946).

B. Device Description:

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

® UL 60601-1, Safety Requirements for Medical Equipment
" IEC 60601-2-37 Diagnostic Ultrasound Safety Standards
" CSA (C22.2 No. 601-1, Safety Requirements for Medical Equipment

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

® AIUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound
" 43/42/EEC Medical Devices Directive
" Safety and EMC Requirements for Medical Equipment
®  EN/IEC 6060+ -}
EN/IEC 60601-1-1
EN/IEC 60601-1-2
EN/IEC 60601-1-4

Section 12 510(k) Summary of Safety and Effectiveness Pg 12,1 of 12.2



Siemens Medical Solutions USA, Inc. ACUSON X300™ Ulirasound Systern
Ultrasound Division Special § L(k) Submission
CONFIDENTIAL

®  EN/IEC 60601-1-6

"  EN/IEC 60601-2-18

= EN/IEC 60601-2-25
" IEC 6i157 Declaration of Acoustic Power
" ISO 10993-1 Biocompatibility

C. Intended Use

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

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.

Section 12 510(k} Surnmary of Safety and Effectiveness Pg 122 0f 12.2
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Ms. Martina Vogt

- Regulatory Affairs Specialist

Siemens Medical Solutions USA, Inc.

Ultrasound Division APR 2 5 2008
1230 Shorebird Way

MOUNTAIN VIEW CA 94043

Re: K080760
Trade/Device Name: ACUSON X300 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: TI
Product Code: IYN, IYO, ITX, and DQO
Dated: March 14, 2008
Received: March 26, 2008

Dear Ms. Vogt:

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
C6-2 Convex Array 1.9-5 Linear Array
SoundStar 10F EC9-4 Convex Array Endocavity
P4-2 Phased Sector Array EV9-4Convex Array .
CHS5-2 Convex Array VF13-5 Linear Array

VF10-5 Linear Array P8-4 Phased Array
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BES-4 Convex Array 813 Linear “Regel”

CW2 Continuous Wave Doppler 10V 4 Phased Array Neonatal High
CW35 Continuous Wave Doppler Frequency '
AcuNav 8F Intracardiac C7F2 Curved Array
AcuNav 10F IntraCardiac EV9F4 Curved Array Mechanical 3D/4D
V5Ms TEE L13F5 3D/4D Mechanical Wobbler Linear
4Vlc Phased Array VF8-3 Linear Array
VF13-5SP Linear Array P5-1 Phased Array

C38-5 Tightly Curved Array

If your device is classified (see above) into either class Il (Special Controls) or class IIT (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 determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers

- Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

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.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). "You may obtain
other general information on your responsibilities under the Act from the Division of Small

- Manufacturers, International and Consumer Assistance at its toll-free number (800) 638- 2041 or
(240) 276-3150 or at its Internet address hitp://www.fda. gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(240) 276-3666.

Sincerely yours,

o T M

6/'! Nah cyC Brogdon
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™ Ultrasound System

Ultrasound Division Special 510(k) Submission
CONFIDENTIAL ’

Indications for Use

510(k) Number (if known):

Device Name:_ ACUSON X300 Diaesnostic Ultrasound System

Indications For Use:

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

The system also provides for the measurement of anatomical structures and for analysis

packages that provide information that is used for clinical diagnosis purposes.

Prescription Use _ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 80! Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

107
(Division Sig

) ]
Division of Reproduciive, Abdominal and

Radiological Devices Lo 70D
510(K) Number ‘

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 620f 6.29



Siemens Medical Solutions USA, inc.

Ultrasound Division
CONFIDENTIAL

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name:
Intended Use:

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

ACUSON X300™ Ultrasound System

Special 510(k) Submission

Made of Operation
Clinical Application | color |Amplitude| . C2°" . | combined Other
A B | M|PWDCWD Doppler | Doppler ;Ielogty (Specify) (Specify)
maging
Ophthalmic
Fetal P P P P P P BMDC [Note 2,3,4,5,7,8,9
Abdominal P P P P P P BMDC [Note 2,3,4,5,7,8,9
Intracperative
(Note 6) P P P P P P BMDC |Note 2,3,4,5,7,8,9
Intraoperative
Neurological P|P P P P BMDGC |Note 2,3,4,5,7,8,9
Pediairic P Pl P P P P BMDC  |Note 2,3,4,5,7.8,9
Small Organ
(Note 1) P _ P P P P P BMDC |Note 2,3,4,5,7,89
Neonatal Cephalic P P P P P P BMDC |Note 2,3,4,5,7,89
Aduit Cephalic PP P P P P BMDC |Note 2,3,4,5,7,8,9
Cardiac P P P P P P BMDC |Note 2,3,4,5,7,8,5
Transesophageal Pl P P P P P BMDC |Note 2,3,7,8,9
Transrectal P P P P P BMDC [Note 2,3,4,5,7,8,9
Transvgginai P P P P P BMDC |Note 2,3,4,5,7,89
Transurethral ' )
Intravascular P P P P P P BMDC |Note 2,3,7.8,9,10
Peripheral vessel Pl P P P P P BMDGC [Note 2,34,5,7,8,9
Laparoscopic
Musculo-gkeletal
Conventional PP P P P . P BMDC |Note 2,3,4,5,7.8,9
Musculo-skefetal
Superficial PP P P P P BMDC (Note 2,3.4,5,7.8,9
Other (specify) P P P P P P BMDC [Note 2,3,7,8,9,10

N = new indication; P = previously cleared by K072676; E = added under Appendix £

Note 1
Note 2
Note 3
Note 4
MNote b
Note 6
MNote 7
Note 8
Note 9
Note 10

For example: breast, testes, thyroid, penis, prostate, etc.
Ensemble tissue harmonic imaging

3D imaging

B&W SieScape panaramic imaging

Powar SleScaps panoramic imaging

For exampie: abdominal, vascular

Contrast agent imaging

SieClear multi-view spatial compounding

Tissue Equalization Tachnology

Intracardiac imaging

_APLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PIAGE iF NEEDED)

&
%%

_ (Division Sign-0fff

* Division of Reproductive,

Radiological Devices

510(k) Number .

ﬂ Concurrence of CDRH, Office of Device Evaluation (ODE)
AT ; Presctiption Use (Per 21 CFR 801.109)

Abdominal ang

K0Z3 760

{3 i)

Diagnostic Ultrasound Indications for Use Form

Pg. 6.3 of 6.29




Siemens Medical Solutions USA, [nc.
Ultrasound Division
CONFIDENTIAL

ACUSON X300™ Ultrasound Systern

Special 510{k) Subniission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (it known):

Device Name: C6-2 Convex Array Transducer for use with:

ACUSON X300 Diagnostic Ultrasound Systems

Intended Use:

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

Mode of Operation

Clinical Application Color

Doppler

Amplitude

PWD Doppler

CWD

Color

Velocity
Imaging

Combined
{Specity}

Other
{Specify)

Ophthalmic

Fetat

BMDC

Note
2,345,789

Abdominal

BMDC

Note
234574889

Intracperative (Nole 6)

[ntraoperative
Neurplogical

Pediatric

BMDC

Note
2345789

Small Organ ({Note 1)

Neonatal Cephalic

Adult Cephalic

Cardiac

BMDC

Note
2,3,4,5,7,89

Transesophageal

Transrectal

Transvaginaf

Transurethral

Intravascular

Peripheral vessel

BMDC

Note
2,3,45,7,89

Laparoscopic

Musculo-skaletal
Coenventional)

- BMDC

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

Musculo-skeletal
(Superficial)

Other (specify)

N = new indication; P = pravicusly clearad by FDA; E = added undar Appendix E

Note 1
Note 2
Nots 3
Note 4
Note 5
Note 6
Naote 7

For example: breast, testes, thyroid, penis, prostate, efc.
Ensemble tissue harmonic imaging

30D imaging

B&W SieScape panoramic imaging

Power SieScape panoramic imaging

For example: abdominal, vascular

Contrast agent imaging

Note 8 SieClear multi-view spatial compounding

Note 8 Tissua Equalization Technology

Note 10 Intracardiac imaging

, (FLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
s W% 7 Concurrence of CDRH, Office of Device Evaluation (ODE)
L4

(Division Sfgn-6y =~~~
Divsfsion of Reproductive, Abdominal and

Radiological Devices ]
510(k) Number ___£08 026 0
Section 6

Prescription Use (Per 21 CFR 801,100)

Diagnostic Ultrasound Indications for Use Form

Pg. 6.28 of 6.29




Siemens Medical Solutions USA, Inc.

Ultrasound Division
CONFIDENTIAL

Diagnostic Ultrasound Indications for Use Form

510(k) Number (it known):

Davice

Intended Use:

Name: SoundStar 10F Transducer for use with:

ACUSON X300™ Ultrasound System

Special 5 [0(k) Submission

ACUSON X300 Diagnostic Ultrasound Systems

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

Clinical Application

Mode of Operation

AlB | m|pwp|cwp| Color |Amplitud
: Doppler e Doppler

Color
Velocity
imaging

Combine
d

{Specify)

Other
{Specify)

Ophthalmic

Fetal

Abdomi

nal

Infracperative (Nole 6)

Intraoperative Neurological

Pediatric

Small Organ (Note 1)

Neonatal Cephalic

Adult Cephalic

Cardiac

BMDC

Note
2,3,7,8,9,10

Transesophageat

Transrectal

Transvaginal

Transurethral

Intravascuiar N N N N N N

BMDC

Note
2,3,7,8,9,10

Peripha

ral vessel

Laparoscopic

Musculo-skeletal
{Conventional)

Musculo-skeletal (Superficial)

Other (intra-cardiac) N | N N N N N

BMDC

Note

2,3,7,8,9,10

N =new

Note 1
Note 2
Note 3
Note 4
Note 5
Note 6

- Note 7
Note 8
Note 9
Note 10

indication; P = previously cleared by FDA; E = added under Appendix E.

For example: breast, testes, thyroid, penis, prostate, etc.
Ensemble tissue harmonle imaging

30 imaging

B&W SieScape panoramic imaging

Power SieScape panoramic imaging

For exampla: abdominal, vascular

Contrast agent imaging

SieClear multi-view spatial compounding

Tissue Equallzation Technology

Intracardiac imaging

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

A)ﬂ % %% Prescription Use (Per 21 CFR 801.109)

(Division SigrC0ff)

)

Division of Reproductive, Abdominal and

Radiological Devices

La80 F6 ¢

510(k) Number

Section 6

Dtagnostic Ultrasound Indications for Use Form

Pg. 6.29 of 6.29




Siemens Medical Solutions USA, Inc.

Ultrascund Division
CONFIDENTIAL

Diagnostic Ultrasound Indications for Use Form

510(k) Number (it known):

Device Name;

intended Use:

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

ACUSON X300™ Ultrasound System

Special 510{k) Submission

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

Mode of Operation

Clinical Application

Color
Velocity
Imagin

Calor
Doppler

Amplitude

PWD Doppler

CWD

Combined
(Specify)

Other
(Specify)

Ophthaimic

Fetal

BMDC

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

Abdominal

o[

BMDC

Note 2,3,5,6,7,8,9

Intraoperative
(Note 6)

Intracperative
Neurological

Pediatric

BMDC

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

Small Organ
{Note 1)

Neonatal Cephalic

BMDC

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

Adult Cephalic

D
-

BMDC

Note 2,3,4,5.7,8,8

Cardiac

BMDC

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

Transesophageal

Transrectal

Transvagina!

Transurethral

Intravascular

Peripheral vessel

BMDC

Nots 2,3,4,5,7.8,9

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other {specify)

N = new indication; P = previously cleared by K072676; E = added undar Appendix E

Note 1
Note 2
Note 3
Note 4
Mote 5
Mote 6 -
MNote 7
Note 8
Nota 9

3D imaging

For axample: breast, testes, thyroid, penis, prostate, atc.
Ensembla tissue harmonic imaging

BAW SiaScape pancramic imaging
Power SieScape panoramic imaging
For example: abdominal, vascular
Contrast agent imaging

SieClear multi-view spatial compounding
Tissue Equalization Technology

Note 10 intracardiac imaging

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

MConcurrance of CDRH, Office of Device Evaluation (ODE)
, P

(Division Signdbﬁz)jw

\ Division of Re
Radiological
510(k)

productive, Abdominal and

Devices :
Number Sestiend k'd 570 ?’é ) Diagnostic Ultrasound Indications for Use Form

Ay~ | Prescription Use (Per 21 CFR 801.109)

Pg. 6.4 of 6.29




(Division Sig

Siemens Medical Solutions USA, Inc.
Ultrasound Division

CONFIDENTIAL
Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: CH5-2 Convex Array Transducer for use with:

ACUSON X300™ Ultrasound System

Special 5[0(k) Submission

ACUSON X300 Diagnostic Ultrasound Systems

Intended Use:

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

Mode of Operation

Clinical Applicatfon Calor

Velocity
lmaging

Color
Doppler

Amplitude

PWD Doppler

CcwD

Combined
{Specify)

Other
{Specify)

Ophthalmic

Fetal P

T
)
RY)
u

BMDC

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

Abdominal PP P P P

BMDC

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

Intracperative
(Note 6)

Intracperative
Neurological

Pediatric PiP P P P

BMDC

Note 2,3,4,5,7,89

Small Organ
{Nate 1)

Neonatal Cephalic

Adult Cephalic

BMDC

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

Cardiac - P P P P P
Transesophageal :

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel PP P P P

BMDC

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

Laparoscopic

Musculo-skeletal
Conventicnal

BMDC

Note 2.3.4.5.7.8.9

Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by KO72676; E = added under Append:x E

Note 1
Note 2
Nota 3
Note 4
Note §
Note 6
Note 7

For example: breast, testes, thyroid, penis, prostate, efc.
Ensemble tissue harmonic imaging

3D imaging

B&W SieScape panoramic tmaglng

Power SieScape panoramic imaging

For example; abdominal, vascular

Contrast agent imaging

Note 8 SieClear multi-visw spatial compounding

Note 8 Tissue Equalization Technology

Nate 10 Intracardiac imaging

dLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PA

W Concurrence of CDRH, Office of Device Evaluation (ODE)

.dﬁ) /

Prescription Use {Per 21 CFR 801.109)

Division of Reproductive, Ab
vision ¢ dominal
Radiologica Devices and

510(k) Number

KoSads o

T Sertiuir e Diagnostic Ultrasound Indications for Use Form

GE IF NEEDED)

Pg. 6.5 of 6.29




Siemens Medical Solutions USA, inc.

Ulirasound Division
CONFIDENTIAL

ACUSON X300™ Ultrasound System
Special $10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (it known:

Device Name: VF10-5 Linear Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems

Intended Use:

Diagnostic imaging or fiuid flow analysis of the human body as fallows:

Mode of Operation
Clinical Application ale|wm!lewolcwo DColor Amplitude VSI% l;;y Combined Other
oppler | Doppler Irmaai {Specify) . (Specily)
ging
Ophthalmic
Fetal PI P P P P BMDC |Note 2,3,4,5,7,8,9
Abdominaf Pl P F P P ‘BMDC  |Note 2,3,4,5,7.8,9
Intraoperative '
Note 6)
Intraoperative
Neurological
Pediatric FIP P P P BMDC |Note 2,3.4,5,7,8,9
(SNrr;?g ?)‘ga“ P BMDG |Note 2,3.4,5,7,8.9
Naanatal Cephalic P P P P BMDC |Note 2,3,4,5,7,8,2
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel PP P P P BMDC |Note 2,3 4,5,7,8,9
Laparoscopic
g‘;‘:ﬁ;ﬂgi‘jﬁ;‘eta' plr| P P P BMDC |Note 2,3.4,5,7,6,9
g:::#:g;ke'em' plep| P P P BMDC |Note 2,3,4,57,8,0
Other (specify)
N = new indication; P = previously cleared by K072676; E = added under Appendix E
Note 1 For example: breast, testas, thyraid, penis, prostate, etc.
Note 2 Ensemble tlssue harmonic imaging ‘
Nota3 3D imaging
Nota 4 BBW SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note & For example: abdominal, vascular
Note 7  Contrast agent imaging
Note B SieClear multi-viaw spatial compounding
Note 9 Tissue Equalization Technology

Note 10 Intracardiac imaging

Concurrence of CDRH, Office of Device Evaluation (ODE)

I//;TWM % Vb _
(Divisiop/Sigfi-Off) :
| Division of Reproductive, Abdominal and

‘Radiological Devices |
510(k) Number fesoFse
Section 6

Prescription Use (Per 21 CFR B01.109)

Diagnostic Ultrasound Indications for Use Form

d’ZZfE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
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Siemens Medical Salutions USA, Inc,

Ultrasound Division
CONFIDENTIAL

510({k) Number (if known):

Device Name;

Intended Use:

ACUSON X300™ Ultrasound System
Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

L9-5 Linear Array Transducer for use with:

ACUSON X300 Diagnostic Uttrasound Systems

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

Clinical Application

Mode of Operation

PWD

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
{Specify)

Other
(Specify)

Ophthalmic

Fetal

el

BMDC

Note 2.3.4.5.7.8.9

Abdominal

BMDC

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

intrapperative
{Note 6)

Intraoperative
Neurological

Pediatric

BMDC

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

Small Organ
(Nate 1)

BMDC

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

Neonatal Cephalic

BMDC

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

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvagina!

Transurethral

Intravascular

Peripharal vessel

BMDC

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

Laparoscopic

Musculo-skeletal
Conventional

BMDC

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

Musculo-skeletat
Superficial

BMDC

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

Other (specify)

N = new indication; P = previously cleared by KO72676: E = added under Appendix E

Mote 1
Note 2
Note 3
Note 4
Note &
Mote 6
Note 7
Note 8
Note 9

For example: breast, testes, thyroid, penis, prostate, etc.
Ensembie tissue harmonic imaging
3D imaging

B&W SieScape panoramic imaging
Power SieScape panoramic imaging
For example: abdominal, vascular
Contrast agent imaging

SieClear multi-view spatial compounding
Tissue Equalization Technology
Note 10 Intracardiac imaging

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

%’lrzm’/ %

(Division Sign-0ty”” 7
Division of Reproductive, Abdominai and
Radiological Devices

. KOO o

%Gamurr&
[

510(k) Number

TLLTTOULNO

Prescription Use (Per 21 CFR 801.109)

nce of CDRH, Office of Device Evaluation (ODE)

=== Diagnostic Ultrasound Indications for Use Form

Pg. 6.7 of 6.29




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

Ultraseund Division Special 510(k) Submission
CONFIDENTIAL

Diagnostic Uttrasound Indications for Use Form

510(k) Number (it known}:

Device Name: EC8-4 Convex Array Endocavity Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems
intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application Color

Color | Amplitude . |Combined Other
Al B | M [PWD|CWD Doppler | Doppler :’::;o?:y {Specify) (Specify)

Ophthalmic

Fatal P i P P P P BMDC |Note 2,3,4,5,7,8,9

Abdominal

Intraoperative
{Note 6)

Intraoperative
Neurological

Pediatric

Small Organ ‘
(Note 1) Pl P P P P BMDC [Note 2,3,4,5,7,8,9

Neconata! Cephalic PP P P P BMDC [Note 2,3,4,5,7,8,9

Adult Cephalic

Cardiac

Transesophageal

Transractal P P P P P BMDC .INote 2,3,4,5,7,8,9

Transvaginal P P P P P BMDC  INote 2,3.4,5,7,8,9

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletat
Superficial

Other {specify)

N = new indication; P = previously clearad by K072676; E = added under Appendix E

Note 1 For example: breast, lestes, thyrold, penis, prostate, etc.
Nota 2  Ensemble tissue harmonic imaging

Note 3 3D imaging

Note 4 B&W SieScape panoramic imaging

Note 5 Power SigScape panoramic imaging

Note 6 For example: abdominal, vascular

Note 7 Contrast agent imaging

Note 8 SieClear multi-view spatlal compounding

Note 8 Tissue Equalization Technology

Note 10 Intracardiac imaging

(FLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
m % : /\% <, _Goncurrence of CDRH, Office of Device Evaluation (ODE)
Al

(Division Sign-0f) °

. Division of Reproductive, Abdominal and Prescription Use (Per 21 CFR 801.109)
" Radiological Devices a,,
Radiological 1080760

510(K) Number
Section 6 & Diagnostic Ultrasound Indications for Use Form Pg. 680of 629




Siemens Medical Solutions USA, Inc. ACUSON X300™ Uitrasound System

Ultrasound Division Special 510(k) Submission
CONFIDENTIAL

Diagnostic Ultrasound Indications for Use Form

510(k) Number (it 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:

Maode of Operation

i : Color ;
Al B[ M|PwDicwp Color | Amplitude Velocity Combined Other

Doppler | Dopplar imaging (Specify) (Specify)

Clinical Application

Ophthalmic

Fetal P P P P P BMDC |Note 2,3,4,5,78,9

Abdominal

Intraoperative
(Note &)

Intraoperative
Neurological

Pediatric

Small Organ .
(Note 1) PIP P P P BMDC |Note 2,3,4,5,7,8,9

Neonatal Cephalic P P P P P BMDC |Note 2,3.4,5,7.8,9
Adult Cephalic ‘

Cardiac

Transesgphageal

Transractal P [ P P P BMDC [Note 2,3,4,5,7,8.9

Transvaginal P P P P P BMDC |Note 2,3,4,5,7,8,9

Transurethral

Intravascular

Petipheral vessel

Laparosgopic

Musculo-skeletal
Conventional

Musculo-skeleta!
Superficial

Other (specify)

N = new indication; P = previously cleared by K072676; E = added under Appendix E

Note 1 Forexample: breast, testes, thyroid, penis, prostate, etc,
Note 2 Ensamble lissua harmonle imaging

Note 3 3D imaging

Note 4 B&W SleScape panoramic imaging

Note 5 Power SieScape panoramic imaging

Note & For example: abdominal, vascular

Note 7 Contrast agent imaging

Note 8 SieClear multi-view spatial compounding

Nete 9  Tissue Equalization Technology

Neote 10 Intracardiac imaging

- SE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
T ancurrence of CDRH, Office of Device Evaluation {ODE)
{Division S1gn-0ff)

- Division of Reproductive, Abdominal and Prescription Use (Per 21 CFR 801.109)

Radiological Devices

510(k) Number

=Y eV,

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.9 of 6.29




Siemens Medical Solutions USA, Inc. ACUSON X300™ Ultrasonnd System

Ultrasound Division Special 510(k) Submission
CONFIDENTIAL,

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: VF13-5 Linear Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems
Intendéd Use: Diagnostic imaging or fluid flow analysis of the human body as follows:
Made of Operation
Clinical Application Color | Amplitude Golor | & mbined Other
Al B | MIPWDICWD] 5onier | Doppler ?ﬁ;";lg (Specity) (Specify)

Ophthalmic

Fetal P P p P P BMDC |Note 2.3.4.5.7.8.9
Abdominal P P P P P BMDC [Note 2,3,4,5,7,8,9
intraoperative ‘

{Note 6)

Intraoperative

Neurological _ .

Pediatric | P P | P P P ‘| BMDC [Note 2,3,4,5,7,8,9
oo 5" - |rlP| P P P BMDC [Note 2,3,4,5,7,8,9
Neonatal Cephalic P P P P P BMDC [Note 2,3,4,5,7,8,9
Adult Cephalle

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

intravascular

Peripheral vessel | P P P P P BMDC |Mote 2,3,457.8,9
Laparoscopic '

Musculo-skeletal

Conventional . P P P P P BMDC [Note 2,3,4,5,7,8,9
'gl‘]‘::;:gi':,ke"“a' plr| P P P BMDG [Note 2,3,4,5,7,8,9
Other (spacify) '

N = new indication; P = previously cieared by K072678; E = added under Appendix E

MNote1 For example: breast, testes, thyroid, penis, prostate, etc.
Note2 Ensermble tissue harmonic imaging

Note 3 3D imaging

Note 4 B&W SieScape panoramic imaging

MNote & Power SieScape panoramic imaging

Note 6 For example: abdominal, vascular

Note7 Contrast agent imaging

Note 8 SieClear mulii-view spatlal compounding

Note 9 Tissue Equalization Technology

Note 10 Intracardiac imaging

”%LEASE BO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
(Divisio Sign-0ff) Concurrence of CDRH, Office of Device Evaluation (ODE)

( Division of Reproductive, Abdominal and
' Radiological Devices
510(k) Number . Yoso 760

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.10 of 6.29
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Siemens Medical Solutions USA, nc.
Ultrasound Division
CONFIDENTIAL

510(k) Number (i known):

Device Name:

intended Use:

ACUSON X300™ Ultrasound System
Special 510¢(k) Submission

Diagnostic Ultrasound Indications for Use Form

P8-4 Phased Array 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

Color

PWD Doppier

CwWD

Amplitude
Doppler

Color
Velocity
imaging

Combined
{Specify)

Other
{Specify)

Ophthalmic

Fetal

PIP[ P[P | P

BMDC

Note 2'3‘4‘5_7,8,9

Abdominal

PIPlP| P P

BMDC

Note 2,3,45,7.8,9

Intraoperative
(Note 6)

Intraoperative
Neurological

Pediatric

BMDC

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

Small Organ
(Note 1)

Neonatal Cephalic

BMDC

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

Adult Cephalic

Cardiac

BMDC

Note 2,3,45,7,8,9

Transesophageal

Transrectal

Transvaginaf

Transurathral

Intravascular

Peripheral vessel

BMDC

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

Laparoscopic

Musculo-skeletal
Conventional

BMDC

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

Musculo-skeletal
Superlicial

Other (specify)

N = naw indication; P = previously cleared by K072676; E = added under Appendix E

Nota1
Note.2
Note 3
Note 4
Note &
Note 8
Note 7
Note B
Note @

For example: breast, testes, thyroid, panis, prostate, ete.
Ensemble tissue harmanic imaging

3D imaging

B&W SieScape panoramic imaging

Power SiaScape panoramic imaging

For example: abdominal, vascular

Contrast agent imaging

SieClear multi-view spatial compounding

Tissue Equalization Technology

Note 10 Intracardiac imaging

Nt T,

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisioff Sigf-0ff)

Division of Reproductive, Abdominal and

"Radiological Devices

510(k) Number

JCavo6% s

Prescription Use (Per 21 CFR 801.109)

Section 6

Diagnostic Ultrasound Indications for Use Form

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

Ultrasound Division
CONFIDENTIAL

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name:

intended Use:

BES-4 Convex Array Transducer for use with:

ACUSON X300 Diagnostic Ultrasound Systems

ACUSON X300™ Ultrasound System

Special 510(k) Submission

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

Clinical Application

Mode of Operation

Color
Velocity
Imaging

Color
Doppler

Amplitude

PWD Doppler

cwD

Combined
(Specify)

Other
{Specify)

Ophthalmic

Fetal

PP P P [P

EMDC

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

Abdominal

Intraoperative
(Note 6)

Intracperative
Neurological

Pediatric

Small Organ
(Note 1)

BMDC

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

Neonatal Cephalic

BMDC

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

Adult Cephalic

Cardiac

Transesophageal

Transrectal

BMDC

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

Transvaginal

BMDC

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

Transurethral

intravascular

Peripheral vessal

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other {spscify)

N = new indication; P = previously clearad by KOT2676; E = added undar Appendix E

Note 1
Note 2
Note 3
Note 4
Note 5
Note 8
Note 7
Note 8
Note 9

For exarmple: breast, testes, thyroid, penls, prostate, eic,
Ensemble tissue harmonic imaging

3D imaging )

B&W SieScape panoramic imaging

Power SieScape panoramic imaging

For example: abdominal, vascular

Contrast agent imaging

SieClear multi-view spatial compounding

Tissue Equalization Technology

Note 10 Intracardiac imaging

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

(Division Sé?otﬁ?m/

/7 Concurrence of CDRH, Office of Device Evaluation (ODE)
% Prescription Use {Per 21 CFR 801.109)

(. Division of Reproductive, Abdominal and
Radiological Devices

510(k) Number

Y082 760

Section b

Diagnostic Ultrasound Indications for Use Form

Pg. 6.12 of 6.29




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

Ultrasound Division Special 510(k) Submission
CONFIDENTIAL

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

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

Mode of Operation

Clinical Application Color

Al s M |pwo|cwp Color {Ampiitude Velocity Combined Other

Doppler | Doppler imaging (Specify) (Specify)
Ophthalmic )

Fetal ‘ P

Abdominal

-

Intracperative
(Note 6)

T

|ntraoperative
Neurological

Pediatric

Small Organ
{Note 1)

Neonatal Cephalic

Adult Gephalic

Wi U |T

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel P

L aparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by K072676; E = added under Appendix E

Note 1  For example: breast, testes, thyroid, penis, prostate, etc.
Note2 Ensemble tissue harmonie imaging

Note 3 3D imaging

Note 4 B&W SieScape panoramic imaging

Note 5 Power SleScape panoramic imaging

Nota 6 For example: abdominal, vascular

Note 7 Contrast agent imaging

Note 8 SieClear multi-view spatial compounding

Note 9 Tissue Equalization Technology

Note 10 Intracardiac imaging

/ ) %I;EZSE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE

(P D ©08)

(Divisiod Sig-Off) 2 Prescription Use (Per 21 CFR 801.109)

. Division of Reproductive, Abdominal and
*._Radiological Devices

540(K) Number Lo8o 760

Section 6 Dviagnostic Ultrasound Indications for Use-Form Pg. 6.13 of 6.29




L Radiological Devices

Siemens Medical Sclutions USA, Inc.

Ultrasound Division
CONFIDENTIAL

Diagnostic Ultrasound indications for Use Form

510(k) Numbser (it known):

Device Name:

Intended Use:

CWS Continuous Wave Doppler Transducer for use with:
ACUSON X300 Diagnostic Ulirasound Systems

ACUSON X300™ Ultrasound System
Special 510(k) Submission

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

Clinical Application

Mode of Operation

Color
Velocity
Imaging

Color
Doppler

Amplitude

PWD [CWD Doppler

Combined
{Specify)

Other
{Specify)

Ophthalmic

Fetal

Abdominal

-

Intraoperative
-{Ncte 6)

o

Intraoperative
Neurclogical

Pediatric

Small Organ
(Note 1)

Neonatal Cephalic

Adult Cephalic

Cardiac

WlwW|9| © |V

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventicnal

Musculo-skeletal
Superficial

Other {spacify)

N = new indication; P = previously clearad by K072676; E = added under Appendix E

Note 1
MNote 2
Note 3
Note 4
Note 5
Note 6
Note 7
Note 8
Note 9

For example: breast, testes, thyroid, penis, prostate, elc.
Ensemble tissue harmonic imaging

3D imaging

B&W SieScapa panoramic imaging

Power SieScape panoramic imaging

For exampla: abdominal, vascular

Contrast agent imaging

SleClear multi-view spatial compounding

Tissue Equalization Technology

Note 10 Intracardiac imaging

/m/;/

(Division Signff) #

Division of Reproductive, Abdominai and

Yogo %o

510(k) Number

. (j Prescription Use (Per 21 CFR 801.109)

Section 6

Diagnostic Ultrasound Indications for Use Form

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE {F NEEDED)
? y% Concurrence of CDRH, Office of Device Evaluation (ODE)
? A 5y
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Siemens Medical Solutions USA, Inc. ACUSON X300™ Ultrasound System

Ultrasound Division
CONFIDENTIAL

Special 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known}:

Device Name:

intended Use:

AcuNav BF Intracardiac Transducer for use with :
ACUSON X300 Diagnostic Ultrasound Systems
Diagnostic imaging or fluid flow analysis of the human bedy as follows:

Clinical Application

Mode of Operation

i Color ;
B | M |Pwn|cwp| Color |Ampitude| 0o, [Combined Other

Doppler { Doppler Imaging (Specify) (Specify)

Ophthalmic

Fetal

Abdominal

Intraoperative
{Note 6)

Intraoperative
Neurological

Pediatric

Small Organ
{Note 1}

PP P P P P BMDC [Note 2,3,7,8,9,10

Neonatal Cephalic

Aduit Cephalic

Cardlac

P I P P P P p BMDC |Note 2,3,7,8,8,10

Transesophageal

Transrectal

Transvagi_nal

Transurethral

Intravascular

PP P P P P BMDC |Note 2,3,7,8,8,10

Petipharal vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (Intra-cardiac)

P|P| P P P P BMDC |Note 2,3,7,8,5,10

N =new indication; P = praviously cleared by KO72676; E = added under Appandix E

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

Note 3 3D imaging

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

Note 7 Contrast agent imaging

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

Note 10 Intracardiac imaging

Concurrance of CORH, Ctfice of Device Evaluation (ODE)

/ M EASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
(3l MZ)

(Division Sigh-Cf) |
Division of Reproductive, Abdominal and
Radiological Devices

510(k) Number

YO8 760

Preseription Use (Per 21 CFR B01.109)

Section 6

Diagnostic Ultrasound Indications for Use Form Pg. 6.150of 6.29




Siemens Medical Solutions USA, Inc. ACUSON X300™ [ltrasound System

Ulirasound Division Special 510{k) Submission
CONFIDEMTIAL

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: AcuNav 10F Intracardiac Transducer for use with :
ACUSON X300 Diagnostic Ultrasound Systems
intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Meode of Operation

Clinical Application Colar

A B M |Ppwb icwo Colar | Amplitude Velocity Combined Other

Doppler | Doppler Imaging {Specity) . (Specify)

Qphthalmic

Fetal

Abdominal

Intraoperative
(Note 6)

Intragperative
MNeurological

Pediatric P| P P P P P BMDC [Note 2,3,7,8,9,10

Small Organ
{Note 1)

Neonatal Cephalic

Adutt Cephalic

Cardiac P P P P P P BMDC iNote 2,3,7,8,9, 10

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular P P P P P P BMDC INote 2,3,7,8,9,10

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (Infra-cardiac) Pl P P P P P BMDC |Note 2,3,7,8,8,10

N = new indication; P = previously cleared by K072676; E = added under Appendix E

Note1  For example: breast, testes, thyroid, penis, prostate, stc.
Note2 Ensemble tissue harmonic imaging

Note 3 3D imaging

Note 4 B&W SieScape panoramic imaging

Note § Power SieScape panoramic imaging

Note 6 For example: abdominal, vascuiar

Note 7 Contrast agent imaging _

Note 8 SieClear multi-view spatial compounding

Note 9 Tissue Equalization Technology

Note 10 Intracardiac imaging

APLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
: / Concurrence of CDRH, Office of Device Evaluation (ODE)
(Division Sigﬁiﬁw '

o Prescription Use (Per 21 CFR 801.109)
I,Dwrs:on of Reproductive, Abdominal and

‘Radiclogical Devices
5100 Number _____ 450 2¢ o

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.16 of 6.29




/ L7002°

Siemens Medical Soluticns USA, Inc.

Ultrasound Division
CONFIDENTIAL

510{k) Number (if known):

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

V5Ms TEE Transducer for use with:

ACUSON X300™ Ultrasound System

Special 510(k) Submission

ACUSON X300 Diagnostic Uitrasound Systems
Diagnostic imaging or fluid flow analysis of the human body as foilows

Clinical Application

Mode of Operation

Calor
Velocity

!magjgg

Color
Doppler

Amplitude

PWD Doppler

CWD

Combined
(Specity)

Other
(Specify)

Ophthalmic

Fetal

Abdominal

Intraoperative
{Note 6)

Intraoperative
Neurologiéal

Pediatric

Small Organ
(Note 1)

Neanatal Cephalic

Adult Cephalic

Cardiac

BMDC

Note 2,3,7,8,9

Transesophageal

BMDC

Note 2,3,7.8.9

Transrectal

Transvaginal

Transurethral

Intravascular

Paripheral vessel

Laparoscopic

Musculo-skelstal
Conventional

Musculo-skeletal
Superficial

Cthar (specify)

N = new indlcation; P = previously cleared by KO72676; E = added under Appendix E

Nota 1
Note 2
Note 3
Note 4
Note 5
Note 6
Note 7
Note 8
Note 8

For example: breast, testes, thyroid, penis, prostate, efc.
Ensemble tissue harmonlc imaging

3D imaging

B&W SieScape panoramic imaging

Power SiaScape pancramic imaging

For example: abdominal, vascular

Contrast agent imaging

SieClear multi-view spatial compounding

Tissue Equalization Technology

Note 10 Intracardiac imaging

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sigh<Gtiy”

Radrologlcal Devices

910(k) Number

Prascription Use (Per 21 GFR 801.109)

Yogo 2 p

Section &

Diagnostic Ultrasound Indications for Use Form

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

 Division of Reproductive, Abdominal and

Pg. 6.17 of 6.29




Siemens Medical Solutions USA, Inc.

Ultrasound Division
CONFIDENTIAL

ACUSON X300™ Ultrasound System
Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name:

Intended Use:

4V1c Phased Array 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

Color
Velocity
Imaging

Color
Doppler

Amplitude
Doppler

Other
(Specify)

Combined

PWD (Specify)

cwD

Qphthalmic

Fetal

P P P P P ] P BMDC |Note 2,3,4,5,7,8,9

Abdominal

P P P P i P P BMDC

Note 2,3,5,6,7,8,9

Intraoperative
Note 6)

Intraoperative
Neurological

Pediatric

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

Small Qrgan
(Note 1)

Necnatal Cephalic

BMDC |Note 2,2,4,5,7,8,9

Adult Cephalic

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

Cardiac

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

Transesophagaal

Transrectal

Transvaginal

Transurethrai

Intravascular

Peripheral vessel

BMDC [Note 2,3,4,5,7,88

Laparoscopic

Musculo-skeletal
Conventional

Muscuto-skeletal
Superficial

Other (spacify)

N = new indication; P = previously cleared by KO72676; E = adde_d under Appendix E

Note 1
Note 2
Note 3
Note 4
Note 5
Note 6
Note 7
Note 8
Note 9

For example: breast, testes, thyroid, penis, prostate, ete.
Ensemble tissue harmonic imaging

3D imaging

B&W SieScape panoramic imaging

Power SiaScape panoramic imaging

For example: abdominal, vascular

Contrast agent imaging

SieClear multi-view spatial compaunding

Tissue Equalization Technology

Note 10 Intracardiac imaging

(DiviSior Sign-0ff)
Division of Repraductive, Abdominal and

Radiological Devices

510(k) Number

JogoFo

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

Prescription Use (Per 21 CFR 801 .109)

Section 6

Diagnostic Ulirasound Indications for Use Form Pg. 6.18 of 6.29




oS

Division of Reproductive, Abdominal and

Siemens Medical Solutions USA, Inc.

Ultrasound Division
CONFIDENTIAL

ACUSON X300™ Ultrasound System

Special 510(k) Submigsion

Diagnostic Ultrasound Indications for Use Form

510(k) Number (it known}:

Device Name:

Intended Use:

VF13-5SP Linear Array 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

Color
Velocity

Imaging

Color
Doppler

Amplitude
Doppler

Combined

PWD (Specify)

CWD

Other
{Specify}

Ophthalmic

Fetal

Abdominal

intrapperative
{Nots 8)

)

BMDC

Note 2,3,4,5.7,8,9

Intraoperative
Neurological

BMDC

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

Pediatric

BMDC

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

Small Organ
{Note 1}

BMDC

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

Neonatal Cephalic

o W | ©
o o (O vw| o
-] D {W| ©
o v v ©
v| » [Uw| ©

BMDC

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

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginat

‘§ Transurethrat

Intravascular

Paripharal vessel

BMDC

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

Laparoscopic

Musculo-skeletal
Conventional

BMDC

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

Musculo-skeletal
Superficial

BMDC

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

Other (specify)

N = new indication; P = previously cleared by KO72676; E = added under Appendix E

Note 1
Mote 2
Note 3
Note 4
Note 5
MNote 6
Note 7
Note 8
Note 9

For example: breast, testes, thyroid, penis, prostate, etc.
Ensemble tissue harmonic imaging '
3D imaging

B&W SieScape panoramic imaging

Power SieScape panoramic imaging

For exampls: abdominal, vascular

Contrast agent imaging

SieClear multi-view spatial compounding

Tissue Equalization Technology

Note 10 Intracardiac imaging

- Radiological Devices

510(k) Number

O NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

L£O50 76 0

Section 6

Diagnostic Ultrasound Indications for Use Form
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Siemens Medical Solutions USA, Inc.
Ultrasound Division
CONFIDENTIAL

Diagnostic Ultrasound Indications for Use Form

510(k} Number {if known):

Device Name:

Intended Use:

ACUSON X300™ Ultrasound System

Special 31k} Submission

C8-5 Tightly Curved Array Transducer for use with:
ACUSON X300 Diagnostic Ultrasound Systems
Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application Color | Amplitude| . C9" [ combined Other
A B [ M IPWDICWD| ot | Danpler Velocity | (Specity) (Specify)
maging

Ophthalmic

Fetal P P P P P BMDC |Note 2,3,4,5,7,8,9
Abdominal P P P. P P BMDC |Note 2,3,5,6,7,8,9
Intracperative

{Note 6)

Intracperative

Neurological

Pediatric P P P P P BMDC |Note 2,3,4,5,7,8,9
?N'gfg grga“ Plep| P P P BMDC [Note 2,3,4,5,7.6.9
Neonatal Cephalic P P P P P BMDC |Note 2,3,4,5,7,8,9
Adult Cephalic P P P P P BMDC [Note 2,3,4,5,7.8,9
Cardiac P P P P P BMDC [Note 2,3,4,5,7,8,8
Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel P P P P P BMDC [Note 2,3,4,5,7.8,8
Laparoscopic

usculo-skeletal

gonvenﬁona, PiP| P p P BMDC |Note 2,3,4,5.7,8,8
“S‘t‘:ps::};:f‘e'e‘a' plrp| P P P BMDC |Note 2,3,4,5,7,8,9
Other (specify)
N = new indication; P = previously cleared by K0726786; E = added under Appendix E
Note 1 For example: breast, testes, thyroid, penis, prostate, etc.

Nots 2
Note 3
Note 4
Note 5
Note 6
Note 7

Ensemble tissue harmonic imaging

30 imaging

B3&W SieScape panoramic imaging
Power SieScape panoramic imaging
For example: abdominal, vascular
Contrast agent imaging

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

Note 10 Intracardiac imaging

Concurrence of CORH, Office of Device Evaluation {ODE)

. (Division Sigrtdtfy

/ Prescription Use (Per 21 CFR 801.109)

Dwzsmn of Reproductive, Abdominal and

Radiological Devices

510(k) Number

Y OF05% 0

~Sectiomy” Diagnostic Uttrasound Indications for Use Form

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

Pg. 6.200f 6.29




/%444 =N,

Siemens Medical Solutions USA, Ine,

Ultrasound Division
CONFIDENTIAL

510{k} Number (if knawn}:

Device Name:

intended Use:

ACUSON X300™ Ultrasound System
Spectal 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

BL3 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

Mode of Operation

PWD

CwWD

Color
Doppler

Amplitude
Doppler

Color
Velocity

fmaging

Combined
(Specify)

Other
(Specify)

Qphthalmic

Fetal

)
0
-

o

BMDC

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

Abdominal

BMBC

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

Intraoperative
{Note 6)

Intracperative
Neurological

Pediatric

BMDC

Note 2,3,4,5,7.6,9

Small Organ
{Note 1)

BMDC

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

Neonatal Cephalic

BMDC

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

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

BMDC

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

Laparoscopic

Musculo-skelatal
Conventional

BMDC

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

Musculo-skeletal
Superficial

BMDC

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

Other {specify}

N = new Indication; P = previously cleared by KO72676; E = added under Appendix E

Note 1
Nata 2
Note 3
Note 4
Note 5
Note 6
Note 7
Note 8
Note 8§

Note 10 Intracardiac imaging

For example: breast, testes, thyroid, penis, prostate, etc.
Ensemble tissue harmenic imaging
3D imaging

B&W SieScape panoramic imaging
Power SieScape panoramic imaging
For example: abdominal, vascular
Contrast agent imaging

SieClear multi-view spatial compounding
Tissue Equalization Technology

(Division $ign-Off)

Division of Reproductive, Abdominal and

\Radiological Devices

510(k) Number

ka0 Fe

Cancurrence of CDRH, Office of Davice Evaluation (ODE)

Prescription Use (Per 21.CFR 801.109)

Section b

Diagnostic Ulirasound Indications for Use Form

(EPERSEDONOTWRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
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Siemens Medical Solutions USA, Tnc.
Ultrasound Diviston
CONFIDENTIAL

ACUSON X300™ Ultrasound System
Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name:

Intended Use:

10V4 Phased Array Neonatal High Frequency Transducer fbr use with:
ACUSON X300 Diagnostic Ultrasound Systems
Diagnostic imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

M [PWD

CWD

Color
Velocity
imaging

Color
Doppler

Amplitude
Doppler

Comhined
(Specity)

Other
(Specify)

Ophthalmic

Fetal

T

o
0

U

iz
1

BMDC

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

Abdominal ] P

BMDC

Note 2,3,45,7,8,9

© Note 1

Intracperative
(Note 6)

Intracperative
Neurological

Pediatric

BMDC

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

Small Organ
(Note 1)

Neonatal Cephalic

BMDC

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

Aduit Cephalic

Cardiac

BMDC

Note 2,3,4.5,7.8,0

Transesophageai

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessal

BMDC

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

Laparoscopic

Musculo-skeletal
Conventional

BMDC

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

Muscuio-skalatal
Superficial

Other {specify)

N = new indication; P = previously clearad by_r KO72676;. E = added under Appendix E

Note 2
Note 3
Note 4
Note 5
Nete &
Note 7
Note 8
Note 9

3D imaging

B&W SieScape pancramic imaging
Power SieScape panoramic imaging
For example: abdominal, vascular
Contrast agent imaging

SieClear multl-view spatial compounding
Tissue Equalization Technology

Note 10 Intracardiac imaging

For example: breast, testes, thyroid, penis, prostate, etc.
Ensemble tissue harmonic imaging

{Div suo S:gn-Oﬂ)

Division of Reproductive, Abdominal and

Radiological Devices

510(k) Numbe%cmm_bhdsfa%‘d

Prescription Use (Per 21 CFR 801.109)

Bisgnostic Ultrasound Indications for Use Form

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

Pg. 622 of 6.29




Siemens Medical Solutions USA, Inc.

Ultrasound Division
CONFIDENTIAL

510(k) Number (if known):

Device Name:

Intended Use:

ACUSON X300™ Uitrasound System
Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

C7F2 Curved Array Mechanical 3D/4D Transducer for use with -
ACUSON X300 Diagnostic Ultrasound Systems
Diagnostic imaging or fiuid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

Color

|Fwo Doppler

CWD

Amplitude
Doppler

Color
Velocity

Imagigg

Combined
{Specity)

Other
(Specify)

Cphthaimic

Fetal

)
o
)
a1l

BMDC

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

Abdominal

aMoc

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

Intraoperative
Note 6)

Intraoperative

Naurological

Pediatric

BMDC

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

Small Organ
{Note 1)

Neonatal Cephalic

Adult Cephatic

Cardiac

BMDC

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

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

BMDC

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

Laparoscopic

Musculo-skeletal
Conventional

BMDC

Note 2.3.4.5.7.6.9

Musculo-skeletal
Superficlal

Other (specify)

N = new Indication; P = praviously cleared by K072676; E = added under Appendix E

Notg 1
MNota 2

Note 3 3D imaging

Note 4
Note &6
Note 6
MNote 7

Note 8

Note 9

For example; breast, testes, thyroid, penis, prostate, etc.
Ensemble tissue harmonic imaging

B&W SieScape panoraniic imaging
Power SieScape panoramic imaging
For example: abdominal, vasciiar
Contrast agent imaging

- SieClear multi-view spatlal compounding

Tissue Equalization Technology
Note 10 Intracardiac imaging

/,,,/Q.,,/M “ T Pt Ly PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

(Bivision Sign-0ff)

Division of Reproductive, Abdominal and

Radiologicai Devices

Jxsze o

COnttM8hce of CDRH, Office of Device Evaluation (ODE)

510(k) NumberSec

{ion b

Prescription Use (Per 21 CFR 801.109)

Dhagnostic Ultrasound Indications for Use Form

Pg. 6.23 of 6.29




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

Ultrasound Division - Special 510(k) Submission
CONFIDENTIAL

Diagnostic Ultrasound Indications for Use Form

510(k) Number (it known):

Device Name: EVOF4 Curved Array Mechanical 3D/4D Transducer for use with
ACUSON X300 Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color

Clinicat Application ; ;
Als | M |ewpicw Color | Amplitude Velocity Combined Other

Doppler | Dopplar Imaging {Specify) (Specify)
Ophthalmic

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

Abdominal

Intraoperative
(Note 6)

Intraoperative
Neurological

Pediatric

Small- Organ
(Note 1) PIP| P P P BMDC {Mote 2,3,4,5,7,8,9

Neonatal Caphalic P P P P P BMDC {Note 2,3,4,5,7,8,8

Adult Cephalic

Cardiac

Transesophageal

o
o

Transrectal P P P BMDC [Note 2,3,4,5,7,.8,9

Transvaginal P P P P ) P BMDC |Note 2,3,4,5,7.8,9

Transurethral

Intravascular

Peripheral vessal

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by KO72676; E = added under Appendix E

Note 1 For example: breast, testes, thyraid, penis, prostate, ete.
Note2 Ensemble tissue harmonic imaging

MNote 3 3D imaging

MNote 4 B&W SieScape panoramic imaging

Note 5 Power SleScape panoramic imaging

Note €  For example: abdominal, vascular

Note 7 Cantrast agent imaging

Note 8 SieClear multi-view spatial compounding

Note 9 Tissue Equalization Technology

Note 10 Intracardiac imaging

OW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

LEASE DO NOT WRITE BEL
; f CDRH, Office of Device Evaluation (ODE)

isibn Sign-0ff) . )
Division of Reproductive, Abdominal an

iological Devices )
Radiologica /C P90 It

mber
510(k) N Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.24 of 6.29
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Siemens Medical Solutions USA, Inc,

Ultrasound Division
CONFIDENTIAL

510(k) Number (if known}:

Device Name:

Intended Use:

ACUSON X300™ Uttrasound System
Special 5t0(k} Submission

Diagnostic Ultrasound Indications for Use Form

L13F5 3D/4D Mechanical Wobbter Linear 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

Color
Velocity
Imaging

Combined
{Specity)

Othar
{Specify)

Amplitude

Color
B | M IPWD|CWD Doppler

Doppler

Ophthalmic

Fetal

PlP| P P P BMDC _|Note 2,3,4,5,7.8.9

Abdominal

PP P P P BMDC _|Note 2,3,4,5,7,8,9

Intraoperative
(Note 6)

Intraoperative
Neurological

Pediatric

BMDC |Note 2,3,4,5,7,8,8

Smalf Organ
{Note 1) .

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

Neonatal Cephalic

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

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vesse!

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

Laparoscopic

Musculo-skeletal
Convantional

PlP| P P P BMDC [Note 2,3,4,5,7,8,9

Musculo-gkeletal
Superficial

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

Other (specify)

Note 1
Note 2
Note 3
Note 4
Note &
Note 6
Note 7

N = new indication; P = previously clearad by KO72676; E = added under Appendix E

For example: breast, testes, thyroid, penis, prostats, etc.
Ensembls tissue harmonic imaging

3D imaging

B&W SieScape panoramic imaging

Power SieScape panoramic imaging

For example: abdominal, vascular

Contrast agent imaging

Note 8 SleClear multi-view spatial compounding
Note @ Tissue Equalization Technology
Note 10 Infracardiac imaging

5 igl‘I-Off).'
¢ Division of Reproductive, Abdominal and

" Radioloical Devices

510(k) Number

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

Concurrence of CDRH, Office of Device Evaluation (QDE)

Prescription Use (Per 21 CFR 801.109)

KOg o2t n

Section 6

~ Diagnostic Ultrasound Indications for Use Form Pe. 6.25 of 6.29




Siemens Medical Solutions USA, Inc. ACUSON X30G™ Ultrasound System

Uttrasound Division Special 510¢k) Submission
CONFIDENTIAL

Diagnostic Ultrasound Indications for Use Form

510(k) Numbser {if known):
Device Name: ' VFB8-3 Linear Array Transducer for use with:
ACUSON X300 Diagnostic Uitrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:
Made of Operation
Clinical Application Color |Ampiitude | . C%%" | combined Other
A1 B | M PWDICWDY nobnier | Doppler I‘ﬁ;‘;‘;‘g (Specify) (Spacify)

Ophthalmic
Fetal P P F P P BMDC |Note 2,3,4,5,7.8,9
Abdominal P P P P P 8MDC |Note 2,3,4,5,7,8,9
Intraoperative
{Note 6)
Intraoperative
Neurciogical
Pediatric P P P P P BMDC  [Note 2,3,4,5,7,8,9
3‘;’;"1‘2 10)’93” Plrp] P P P BMDC |Note 2,3,4,5,7,8,9
Neonatal Cephalic P P P P P BMDBC |Note 2,3,4,5,7,8,9
Adult Cephalic

Cardiac
Transesophageaal

.Transrectal

Transvaginal
Transurethral
Intravascular
Peripheral vessal p P P P P BMDC [Note 2,3,4,5,7,8,9
Laparoscopic
gg{fﬁ;‘:ﬁ;ﬁﬁ:}m‘ Ple| e P P BMDC |Note 2,3,4,5,7,8,9
g‘ﬁ::r‘;:gi‘::‘e'e‘a' ple|p P P BMDC INote 2,3,4,5,7,8,9
Other {specily)

N = new indication; P = previousiy cleared by KO72676; E = added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.

Note 2 Ensembie tissue harmonic imaging

MNote 3 3D imaging

Note 4 BA&W SieScape panoramic imaging

Note 5 Power SieScape panoramic iImaging

Note 6 For example: abdominal, vascular

Note 7 Contrast agent imaging

Note 8 SieClear multi-view spatial compounding

Note 9 Tissue Equalization Technology .

Note 10 Intracardiac imaging

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
/ ?W/ﬁ/)\jfw Prescription Use (Per 21 CFR 801.109)

(Divisiod Sign-0ff)

Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number

KoSo 760

Section 6

Diagrostic Ultrasound Indications for Use Form Pg. 6.26 of 6.29
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Siernens Medical Solutions USA, Inc.
Ultrasound Division

CONTFIDENTIAL

Diagnostic Ultrasound Indicati.ons for Use Form

510(k) Number (if known):

Device Name:

Intended Use:

P5-1 Phased Array Transducer for use with :
ACUSON X300 Diagnostic Ultrasound Systems

ACUSON X300™ Ulrasound Systern
Special 510k) Submission

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

Clinica! Application

Mode of Operation

Color
Vealocity

Imaging

GCoior
Doppler

Amplitude
Doppler

Combined

PWO (Specify)

CwWD

Other
(Specity)

Ophthalmic

Fetal : P

BMDC

Note 2,3,4,5,7,8,89

Abdominal P

BMDC

MNote 2,3,5,6,7,8,9

Intracperative
{Naote 6)

Intraoperative
Neurological

Pediatric FlP| P | P P P

BMDC

Note 2,3,4,5,7,89

Small Qrgan
{Note 1)

Neonatal Cephalic P P P

o
-
T

BMDC

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

Adult Cephalic P [<] P P

BMDC

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

Cardiac P P P P

|0
-

P BMDC

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

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Periphera vessel P P P P P p

BMDC

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

Laparoscoplc

Musculo-skeletal
Canventional

Musculo-skelstal
Superficial

Other (specify)

N

= new indication; P = previously cleared by KO72676; E = added under Appendix E

Note 1 -
Note 2
Note 3
Note 4
Note 5
Note 6
Note 7
Note 8
Note 9

For example: breast, testes, thyroid, penig, prostate, etc.
Ensemble tissus harmonic imaging

3D imaging . ‘

Ba&W SiaScape panoramic imaging

Power SieScape panoramic imaging

For example: abdominal, vascular

Contrast agent imaging

SigClear mutti-view spatial compounding

Tissue Equalization Technology

Note 10 Intracardiac imaging

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

>/ ,21/'2 1 .~ Prescription Use (Per 21 CFR 801.109)

(Divisiow'Signdi)
Division of Reproductive, Abdominal ang

3

Radiological Devices
5100 Number Loge 24,
Section 6 Bingmostic Ultrasound Indications for Use Form
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