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Siemens Medica) Solutions USA, Inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510(k) Submission

SECTION 11

510(k) Summary
Sponsor: Siemens Medical Solutions USA, Inc.,
Ultrasound Division
1230 Shorebird Way NOV 1 4 2008
P.O. Box 7393
Mountain View, California 94039-7393
Contact Person: Sheila W. Pickering
Telephaone: (650) 943 7187
Fax: (650) 943 7053
Subimnission Date: October 06, 2006
Device Name: Siemens Acuson Sequoia Ultrasound System
Common Name: Diagnostic Ultrasound System with Accessories
Classification:
Regulatory Class: I
Review Category: Tier I1
Classification Panel: Radiology
Ultrasonic Pulsed Doppler Imaging System FR # 892.1550 Product Code 90-4YN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Produet Code 90-1YO
Diagnostic Ultrasound Transducer IR # 892.1570 Product Code 90-1TX
Diagnostic Intravascular Catheter FR # 870.1200 Product Code 74-DQO

A. Legally Marketed Predicate Devices

The Stemens Acuson Sequoia ultrasound system is a multi-purpose diagnostic ultrasound system with
accessories and proprietary software, and is substantially equivalent to our current product the Siemens
Acuson Sequoia ultrasound system (K052410).

B. Device Description:

The Siemens Acuson Sequoia hus been designed to meet the following product safety standards:

* UL 2601-1, Safety Requircments for Medical Bquipment
" IEC 60601-2-37 Diagnostic Ultrasound Safety Standards _
* CSAC22.2No. 601-1, Safety Requirements for Medical Equipment

" AIUM/NEMA UD-3, 1998 Standard for Real Time Display of Thermal and Mechanical
Acoustic Output Indices on Diagnostic Ultrasound Equipment

" AIUM/NEMA UD-2, 1998 Acoustic Cutput Measurement Standard for Diagnostic
Ultrasound

" 93/42/EEC Medical Devices Directive

* Safety and EMC Requirements for Medical Equipment
®  EN/EC 60601-1
" EN/IEC 60601-1-1
" EN/IEC 60601-1-2

® IEC 1157 Declaration of Acoustic Power

" IS0 10993-1 Biocompatibility

Section 11 SEOCk) Summary of Safety and Effectiveness Pg. 113 of 112



Sicrens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510(k) Submission

C. Intended Use
The Sequoia ultrasound imaging system is intended for use in the following applications:

General Imaging and Cardiology for Ietal, Abdominal, Intraoperative (abdominal and neurological),
Pediatrics, Small Organs (breast, testes, thyroid and penis), Neonatal/Adult Cephalic, Cardiac (adult,
pediatric and nconatal), Transesophageal, Transrectal, Transvaginal, Peripheral Vessels, and Musculo-
sceletal (superficial and conventional) applications, and intended uses as defined in the FDA guidance
document.

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 Sequoia modifications are verified and validated according to the company’s design control process.

Section 11 SHOk) Summary of Safety and Effectiveness Pe. 11.20f 11.2



Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Sheila Pickering, Ph.D. NOV 1 4 2006
Senior Director of Regulatory Affairs

Siemens Medical Solutions USA, Inc.

1230 Shorebird Way

MOUNTAIN VIEW CA 94039

Re: K063085
Trade Name: ACSON Sequoia™ Ultrasound Sysiem
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CIR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulation Number: 21 CFR 870.1200
Regulation Name: Diagnostic intravascular catheter
Regulatory Class: I
Product Code: 1YO, IYN, ITX, and DQO
Dated: Oclober 6, 2006
Received: October 16, 2006

Dear Dr. Pickering:

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 ACSON Seqguoia™ Ultrasound System, as described in your premarket notification:
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Transducer Model Number

4C1 914 vl
502 13L5SP 4V1c
6C2 1508 4V2
8C4 1518w 5V2¢
EC10c5 17L5 7V3c
EV8C4 . VSM TEE 8V3
6L3 VIM TEE 8V3
8L5 V7B TEE 10V4
8L5T 3V2e AUX CW

AcuNav (IC10VS5 or 10F) Ultrasound Catheter
AcuNav 8F Ultrasound Catheter

[f your device is classified (see above) into either class I1 (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
CIR 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 1s iIncomplete 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
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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 regutation (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 http://www.fda.gov/cdrh/industry/support/index.htm|

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

Sincerely yours,

) /QM&/ Cl j/»ﬁ%

Nancy C. 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 Sequoia™ Ultrasound System
Ultrascund Division Spectal 510¢k} Submission

510(k) Number Gf known): < 0 63085

Device Name: ACUSON Sequoia™ Ultrasound System

Indications for Use:

The Sequoia ultrasound imaging system is intended for use in the following
applications:

General Imaging and Cardiology for Fetal, Abdominal, Intraoperative (abdominal and
ncurological), Pediatrics, Small Organs (breast, testes, thyroid and penis),
Neonatal/Adult Cephalic, Cardiac (adult, pediatric and neonatal), Transesophageal,
Transrectal, Transvaginal, Peripheral Vessels, and Musculo-sceletal (superficial and
conventional) applications, and intended uses as defined in the FDA guidance
document.

The systemn 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 ARD/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

{ -
)//204/1/1 e, C 67/04/&6’&“
(Division Sign-0ff) CQV A'i)
Division of Repreductive, Abdominal,

and Radiclogical Devices : el
5100 N1 0oV%eS 4/ D B0 RS
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Sicmens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510¢k} Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K 043 08&

Device Name: Sequoia™ Ulfrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A |B[M|PWD | CWD | Color Power Color Combined Harmonic

Doppler | (Amplitude} Velocity {Specily) Imaging
Doppler Imaging

Ophthalmic

Fetal prpP P r P P p* P

Abdominal PP P P P (4 p* P

Intraoperative PP P P P P P* P

Abdominal

[ntracperative P[P P P P P p¥ P

Neurological

Pediatric PP p P P P P* P

Smatl Organ Bl P P P P P p* P

(specify)**

Neonatal Cephalic PP P P P P pP* P

Adult Cephalic PP P P P P P* P

Cardiac P| P P P P P P* P

Trans-esophageal PP P P P P p* P

Transrectal Pl P P 4 P P P* P

Transvaginal P| P P P P P p* P

Transurethral

Intravascuiar

Peripheral Vessel P| P P P P P p* P

Laparoscopic

Musculo-skelctal P| P P P P P p* P

{Conventional)

Musculo-skeietal P[P P P P p p* P

{Superficial)

Other (specify)*** P{P P P P P p* P

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, #K992631, #K992580, #K973767, #K935595/51.

Additional Comments: :

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, BAPWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE
**small organs (breast, testes, thyroid, penis)

***peonatal cardiac

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

Prescription Use (Per 21 CFR 831.169)

W’/)Wiw C. "))’U‘rﬂ//{/f'h/
(Division Sign-Off) KL /\
Division of Reprodtictive, Abdominal,
and Radiological Devices

510(k) Number K0G85

Section 6 Diagnostic Ultrasound Indications for Use Form ' Pgp. 6.20f 6.31




Siemens Medical Solutions USA, Inc ACUSON Sequoia™ Ultrasound System
Ultrasound DHvision Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K P63 08&
Device Name: 4C1

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

Clinical Application A B (M| PWD | CWD  Color Power Color Combined Harmonic

Doppler | (Amplitude} Velocity | (Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal PP p P P P pP* P

Abdominal PP P P P P p* P

Intraoperative

Abdominal

Intracperative

Neurological

Pediatric PP P p P P p* p

Smail Organ PP P P P P p* P

(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac PP P P P P P* P

Trans-esophageal

Transrectal

Transvaginal

Transurethral

[ntravascular

Peripheral Vessel | PP P P P P p* P

Laparoscapic

Musculo-skeletal
{Conventional)

Musculo-skeletal
{Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, and #K002807.

Additional Comments:

*Combinations include; B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

Bi+M+Power Doppler. B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes. thyroid, penis)

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

Prescription Use (Per 21 CFR 801.109)

\!qMVMJ (. /7%&:/[/"*’

{Division Sagn QOff}
Diwvision of Reproductive, Abdomlnal

nd R
g?g(kfgfﬁgg;al Devices /M@O)/}?Q
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Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound System
bltrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): ]< AT XS
Device Name: 5C2

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

Clinical Application A B | M :PWD [ CWD | Color Power Color Combined Harmonic

Doppler {Amplitude) Velocity (Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal | P P P P P* P

Abdominal P|P P P P P p* P

Intraoperative

Abdormninal

Intraoperative
Neurological

Pediatric PP P P P P p* P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac ' PP P P P P ) P* P

Trans-esophageal

Transreclal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel P| P P P P P p* P

Laparoscopic

Musculo-skeletal
{Conventional)

Musculo-skeletal
{Superficial)

Other (specify)

P=previously cleared by the FDA under premarket nofifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD-+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IIF NEEDED)
Concurrence of CDRH, Office of Device Evalvation (ODE)

Prescription Use (Per 21 CFR 801.109)

V/L&M/(*HC melzw

{Division Slgn Off) Q
Division of Reproductive, Abdommat

1 Radiol 1D
o osologea Devss ) )9035
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Sicmens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): |< 043 0fS
Device Namc: 6C2

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

Clinical Application A B|M | PWD | CWD | Color Power Color Combined Harmeonic
Doppler | (Amplitude) Velocity {Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal PP P 13 P P p* P

Abdominal PP P* P

]
—
e
)

Intraoperative P| P P P P P p#* P
Abdominal

Intraoperative SN P P P p p* P
Neurological

Pediatric P| P P P P P p* P

Small Organ PP P p P P p* P
(specify)”™™

Neonatal Cephalic

Adult Cephalic

Cardiac PP P P P P p* P

Trans-esophageal

Transrectal

Transvaginal

Transuretiiral

Intravascuiar

Peripheral Vessel PP P P P P p* P

Laparoscopic

Musculo-skeletal
{Conventional)

Musculo-skeletal
{Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K 022567, and #K002807.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M-+Power Doppler, B+PWD+-Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes, thyroid, penis)

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

Prescription Use (Per 21 CFR 801.109)

ﬁ_m_/ﬁ/lﬂ/& L, C @44 /
(Division Sign-0ff))) Gl

Oivision _of Reproductive, Abdominal
and Radiological Devices ,

510k) Number /K(%ﬁﬂgj

Section & Diagnostic Ultrasound Indications for Use Form Pg. 6.50f 6.31




Siemens Medical Solutions LISA, Inc.

Ultrasound Division

510(k) Number (if known): KD 53 1/ 8?

Device Name:

Intended Use:

8C4

Diagnostic Ultrasound Indications for Use Form

ACUSON Sequoia™ Ultrasound System
Special 510(k) Submussion

Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application

B| M PWD | CWD | Color Power

Doppler | (Amplitude)
Doppler

Color
Velocity
Imaging

Combined
(Specify)

Harmonic
Imaging

Ophthalmic

Fetal

P*

Abdominal

~

P*

-

[ntragperative
Abdominal

p*

Intraoperative
Neurological

P*

Pediatric

P*

Small Ozgan
(specily)**

Neonatal Cephalic

Adult Cephalic

Cardiac

P*

Trans-esophageal

Transrectal

Transvaginal

Transurethral

I[ntravascular

Peripheral Vessel

P*

Laparoscepic

Musculo-skeletal
(Cenventional)

Musculco-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FD'A under premarket notifications #K0352410, #K051139, #K041319, #K0321 14,

#K022567, #K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+#CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

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

Section 6

Prescription Use (PCQZ/I:;]R 301.109)
H/)ﬁ/w peg C :

(Division Slbn Off)
Division of Reproductive, Abdommal

gr;t(i){ Fi:?;ss:::g;al Devices g 0(0 6 02’ D

Diagnastic Ultrasound Indications for Use Form
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Siemens Medical Solutions USA, Inc.

Ultrasound Division

510(k) Number (if known): K o£30 8%

Device Name:

Intended Use:

EC10¢5

Diagnostic Ultrasound Indications for Use Form

ACUSON Sequeia™ Ultrasound System
Special 510¢k) Submission

Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application

B M {PWD [ CWD { Color
Doppler

Power
(Amplitude)
Doppler

Color
Velocity
Imaging

Combined Harmonic
(Specify) Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Trangrectal

P* P

Transvaginal

P* P

Transurethsal

Intravascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficialy

Other (specify)

P=previously cleared by the FXA under premarket notifications #K0524 10, #K051139, #K041319, #K0321 14,
#K 022567, and #K002807.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B-+M+Power Doppler, B+PWD+Power Doppler, B+CWD-+Power Doppler, B+Clarify VE

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

Section 6

Prescription Use (Per 21 CFR 801.109)

)/IM e C g/l/&ﬂ Ao

{Division Sign-Off)

Division of Reproductive, Abdominal,

and Radiological Devices

o

EOp3085

510tk) Number

Diagnostic Ultrasound Indications for Use Form
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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

KokderS
EV8C4

ACUSON Sequeia™ Ultrasound System
Special 510(k) Submission

Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application

B|M|PWD | CWD ; Color Power Calor
Doppler | {Amplitude) Velocity
Doppler Imaging

Combined
(Specify) Tmaging

Harmonic

Ophthalmic

Fetal

Pl P P P P P

p* P

Abdominal

P| P P P P P

P* P

Intraoperative
Abdominal

[ntraoperative
Neurological

Pediatric

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

p* P

Transurethral

Intravascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
{Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD-+Color Doppler, B+Power Doppler,

B-+M+Power Dappler. B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

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

Section

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
)j/ﬂ/i/\,(‘,m C/

(D¥ivision Stgn Off éj ré
Division of Reproductive, Abdonvinal,

nd Radiclogic : -
E?Q{Rfmsgrsg;ra! Devices Moé) 6085

Diagnostic Ultrasound Indications for Use Form
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Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): k& 043 0 &S~
Device Name: 6L3

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

Clinical Application A B | M| PWD | CWD | Color Power Color Combined Harmonic
Doppler | (Amplitude) Velocity (Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal PP P |3 P P P* P

Abdominal

Intraoperative P{ P P P P P p* P
Abdominal

Intraoperativc PP P P P P p* P
Neurological

Pediatric

Small Organ Pl P P P P P p* P
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac PP P P P P P* P

‘Trans-esophageal

Transrectal

Transvaginal

Transurethrai

Intravascular

Peripheral Vessel PP P P P P P* P

Laparoscopic

Musculo-skeletal P| P P P r P px P
(Conventional)

Musculo-skeletal P[P P P P P p* P
(Superficial)

Other (specify)

P=previously cleared by the FDXA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include; B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+FWD+Color Doppler, B+CWD-+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

*#*omall organs (breast, testes, thyroid, penis)

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

Prescription Use (Per 21 CER 801.109)

Vidne L @wq/f/ow
(Division Sign-Off) |
Division of Reproductive, Abdominal,

d Radiologi i 2
S100) Nomber o K OO D05

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.9 0f 631




Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Davision Special 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K pf 363§
Device Name: 81.5

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

Clinical Application A |B|M|PWD | CWD | Color Power Color Combined Harmonic

Poppler | (Amplitude) Velocity (Specify) Imaging
Poppler Imaging

Ophthalmic

Fetal

Abdominal

Intracperative Pl P P P p P p* P

Abdominal

Intraoperative PP P P P P p* P

Neurological

Pediatric

Small Organ P T P P P P p P

(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac Pl P P P r P P* P

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel P| P P P P P p* P

Laparoscopic

Musculo-skeletal PP P P r P p* P
{Conventional}

Musculo-skeletal PP P P P P . P* P
(Superficial)

Other (specify)

P=previousty cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+4PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler. B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD-+Power Doppler, B+CWD+Power Doppler, B+Clarily VE

##small organs (breast, testes, thyroid, penis)

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

Prescription Use (Per 21 CFR 801.109)
Y]MW‘/[ rC Q/%}?f
(Division Sigh-Off) () biinat
Division of Reproductive, .
and Radiological Devices M O@ _90

510{k) Number
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Siemens Medical Solutions USA, Inc. ACUSON Seguota™ Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K pb3od &
Device Name: SL5T

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

Clinical Application A | BiM!PWD | CWD | Color Power Color Combined Harmonic

Doppler | (Amplitude) Velocity (Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative P| P P P P 3 p* P

Abdominal

[ntraoperative PP P P P P p* P

Neurotogical

Pediatric PiP P P P p p* P

Small Organ P| P P p P p p* P

(specify)™*

Neonatal Cephalic

Adult Cephalic

Cardiac PP P P P P p* P

Trans-esophageal

Transrectal

Transvaginal

Transurethral

ntravascular

Peripheral Vessel P|P P P P P p* P

Laparoscopic

Musculo-skeletal P| P P r P P P* P
(Conventional)

Mausculo-skeletal P| P r P P P - P* P
{Superficial}

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114, and
#K022567.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD-+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler. B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes, thyroid, penis)

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

Prescription Use (Per 21 CFR 801.109)
(Division Sign-0ff) J (J
Division of Reproductive, Abdominal,

-
and Radiologicat Devices Z_()
h10{k} Number /L/% 6/7

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.11 of 6.31




Siemens Medical Solutions USA, Inc. ACUSON Sequota™ Ultrasound System
Ultrasound Division Special 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Nuber (if known): K p 40 §¢&
Device Name: 914

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

Clinical AlBI M PWD CWD | Color Power Coler Combined Harmonic
Application Dappler | (Amplitude) | Velocity (Specity) Imaging
Doppler Imaging

Ophthalmic

Fetal N| N N N N N N* N

Abdominal

Intraoperative N| N N N N N N* N
Abdominal

Intraoperative N| N N N N N N* N
Neurological

Pediatric N| N N N N N N* N

Small Organ N| N N N N N N* N
(specify)* *

Neonatal
Cephalic

Adujt Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginat

Transurethral

Intravascular

Peripheral Vessel N| N N N N N IN* N

Laparoscopic

Musculo-skeletal N[N N N N N N* N
(Conventional)

Musculo-skeletal N| N N N N N N* N
(Superficial)

Other
(specify)***

N=New Indication

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Colar Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD-+Color Doppler, B+Power Doppler

B+M-+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes. thyroid, penis)
***neonatal cardiac

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

Prescription Use (Per 21 CFR 801.109)

\//)WM C @4/#7 A

{Division Sign- Off‘ &
Dhviston of Reproductive, Abdemlnai

ant Radinlogical Devices /66)&] 6 Xj

71k} Mumber
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Siemens Medical Sclutions USA, Inc. ACUSON Sequoia™ Ultrasound System
Uitrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K 04 30§
Device Name: - 13L58P

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

Clinical Application A |B| M| PWD | CWD | Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal

Abdornunal

Intraoperative Pl P P P P P p* P
Abdominal

Intraoperative PP P P P P p* P
Neurologicat

Pediatric PP P P P P p* P

Small Organ PP P P P P p* P
(specify)**

Necnatal Cephalic

Adult Cephalic

Cardiac PP P P P P p* P

Trans-esophageal

Transrectal

Transvaginal

Transurethrat

Intravascular

Peripheral Vessel PiP P P P P p¥ P

Laparoscopic

Muscuio-skeletal PP 3 P P P p* P
{Conventional)

Musculo-skeletal PP P P P P pP* P
(Superficial)

Other (specify)

P—previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114, and
#K022567. '

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Daoppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs {breast, testes, thyroid, penis)

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

Prescgiption Use (Ber 21 CER 801.109)
Y dsage, £ @/Lh .

vision Sign-0Off

o Reproductive, Abdominal,

cal Devices ,8&&;605)"
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Siemens Medical Solutions USA, Inc ACUSON Sequoia™ Ulrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): k- p43 p §&

Device Name: 1518
Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B|(M | PWDH | CWD | Coler Power Color Combined Harmonic
Doppler | (Amplitude} Velocity | (Specify) Imaging
Doppler Iinaging

Ophthalmic

Fetal

Abdomunal

Intraoperative P[P P P P P p* P
Abdominal

Intraoperative PP P P P p p* P
Neurological

Pediatric P[P 3 P P P p#* P

Small Organ P| P P P P P p* P
(specifyy**

Neonatal Cephalic

Adult Cephalic

Cardiac PP P P P P p* P

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel P| P P P P P p* P

Lagparoscopic

Musculo-skeletal PP P P P P p* P
(Conventional)

Musculo-skeletal Pl P r P P P p* P
(Superficial)

Other (specify)

P=previousty cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K0321 14,
#K022567, #K002807, and #K973767.

Additional Comments: .

*Combinations include: B4M, B+PWD. B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+-Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Paower Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes, thyrotd, penis)

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

Prgscription Qsem FR 801.109)
e €
RS v
{Division Slggn—Offﬁ
Dhvision of Reproductive, Abdominal,

ticlngical Devices -
R ) /S
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Siemens Medical Solutions USA, Inc.

Ultrasound Division

510(k) Number (if known):

Device Name:

Intended Use:

ACUSON Sequoia™ Ultrasound Systern
Special 510¢k) Subimission

Diagnostic Ultrasound Indications for Use Form

Kob308S

15L8w

Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application B (M| PWD | CWD | Color ower Color Combined Harmonic

Doppler ] (Amplitude) Velocity {Specify) Imaging
Doppler [inaging

Ophthalmic

Fetal P| P P P p P p* P

Abdominal PP r P P P p* P

Intraoperative PP P P P P P p

Abdominal

Intraoperative PP P P p P p* P

Neurological

Pediatric Pyor P P p p p# P

Smal! Organ FiP P P P P Pt P

(specify)**

Neonatal Cephalic

Aduilt Cephalic

Cardiac P[P P P P P p* P

Trans-csophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel Pl P P P P p P P

Laparoscopic

Mousculo-skeletal PP P P r P P* P

{Conventional)

Musculo-skeletal PP P P P P p* r

{Svperficial)

Other {specify}

P=previously clcared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**gmall oreans (breast, testes, thyroid, penis)

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

Section 6

Concurrence of CDRH, Office of Device Evaluation (ODI)

Prescription Use (Per 21 CFR 801.109)

.)/zﬂ/%(iér ¢ gﬂ/ﬁl(/ﬁﬂ”ﬂ/

{Division Sign—OfQ b(ﬂ
Myision of Reproductive, Abdbminal,

Diagnastic Ultrasound Indications for Use Form

s rononseavewes ) ) 15
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Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use IForm

510¢k) Number (if known): L< O é 20 8’._;_
Device Name: 17L5

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

Clinical Al B | M| PWD CwWD | Color Power Color Combined Harmonic
Applhication Doppler | (Amplitude} | Velocity (Specify} Imaging
Doppler Imaging

Ophthalmic

Fetal N| N N N N N N* N

Abdominal Ni N N N N N N*

ZZ

Intraoperative NI N N N N N N*
Abdominal

[ntraoperative N| N N N N N N* N
Neurological

Pediatric N| N N N N N N* N

Small Organ N| N N N N N N* N
(specify)**

Neonatal
Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascufar

Peripheral Vessel N| N N N N N N* N

Laparoscopic

Musculo-skeletal N[ N N N N N N* N
(Conventional)

Musculo-skeietal N| N N N N N N* N
(Superficial)

Other
(specify)*+*

N=New Indication

Addittonal Comments:

*Combinations include: B+M, B+PWD. B+CWD, B+Color Doppler, B+M+ Color Dappler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD-+Power Doppler, B-+Clarify VE

#*small orpans (breast, testes, thyroid, penis)
***neonatal cardiac

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

Prescription Use (Pgf 21 CFR 801.109)
Ar e, C A YV
— 7T T ;
(Division Sign-Ofy (J
Dwision of Reproductive, Abdominal,

anad Hadiologica! Devices M 6 j._
B1CER) Number % ﬂ(?
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Siemens Medical Solutions USA, [nc.

Ultrasound Division

510(k) Number (il known):
Device Name:

Intended Use:

ACUSON Sequoia™ Ultrasound Systern

Special $10(k) Submission

Diagnostic Ultrasound Indications for Use Form

KobBo&&

V5M TEE

Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application

BiM | PWD CWD Color
Velocity

[maging

Power
(Amplitude)
Doppler

Color
Doppler

Combined
{Specify)

Imaging

Ophthalmic

Fetal

Abdomigal

P* P

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatne

[ P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac

pr P

Trans-esophageal

p* P

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specily)

=previously cleared by the FDA wnder premarket notifications #K052410, #K052021, #K051139, #K041319,
#K032114, #K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Co[or Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+-Power Doppler, B+CWD+Power Doppler, B+Clarify VE

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

Section 6

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

W Aty @4/("4/1:&"1/

{Division Sfé}h Off)o
Division of Reproduct:ve Abdomma!

and Radiol I Device
T 7/ 73, /) O

Diagnostic Ultrasound Indications for Use Form

Pg. 617 of 6.31
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Siemens Medical Sotutions USA, Inc.

Ultrasound Division

510(k) Number (if known):

Device Name:

Intended Use:

VM TEE

Diagnostic Ultrasound Indications for Use Form

Kob308s

ACUSON Sequoia™ Ultrasound System
Special 510(k) Submission

Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application

PWD | CWD | Color
Doppler

Power
{Ampl

itude)

Dappler

Color
Velocity
Imaging

Combined
(Specify)

Harmonic
Imaging

Ophthalmic

Tretal

Abdoménal

p*

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

P*

Small Organ
{specifyy**

Neonatal Cephalic

Adult Cephalic

Cardiac

P*

Trans-esophageal

p*

Transrectal

Transvaginal

Transurethral

Intravascualar

Penpheral Vessel

Laparoscopic

Musculo-skeletal
(Conveational)

Musculo-skelctal
{Superficial)

Other (specify)

P=previously cleared by the FIDA under premarket notifications #K(52410, #K051139, #K041319, #K032114, and

#K022567.

Additioral Comments:
*Combinations include: B+M, B4PWD, B+CWD B-+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

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

Section 6

\,/?’{A'/wr,{/] e

Prescription Use (Per 21 CFR 801.109)

(i aflon

{Division Sign-Qff)

Division of Reproductive, Abdo
and Radiologica! Devices
510k Number

Diagnostic Ultrasound Indications for Use Form

£ d@ﬁ%’é

Pg. 6.18 of 6.31




Siemens Medical Solufions USA, inc. ACUSON Sequoia™ Ultrasound Sysiem
Ultrasound Division Special 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K 0630 &S~
Device Name: ViB TEE

Intended Use: Ultrasound imaging or ftuid flow analysis of the human
body as follows:

Clinical Application A B[ M| PWD | CWD j Color Power Ceolor Combined Harmonic
Doppler (Amplitude) Velocitly {Specily) Imaging
Doppler Imaging

Ophthalmic

Tetal

Abdominal P| P P P P P p* P

Intracperative
Abdominal

Intraoperative
Neurological

Pediatng Pl P P P P p P P

Smali Organ
(specify)*”

Neonatal Cephalic

Adult Cephalic

Cardiac P| P P P P P P* P

Trans-esophageal P| P P p P P p* P

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel

Laparoscopic

Muscule-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114, and
#K022567.

Additional Comments: .
*Combinations nclude: B+M, B+PWD, B+CWD. B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

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

P{/@Wn HS@)&E&;?&%ER B801.10%)

{Dirizion Sigsnt-f)fﬂ i
reductive, Abdominal,

a lé.’)evnces /é_// 57@5 O /}75‘

Towimign of B
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Siemens Medical Solutions USA, Inc ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510¢k) Number (if known): X 05 308¢$
Device Name: IV2e

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

Clinical Application A1TB | M| PWD [ CWD | Color Power Coler Combined | Harmonic -
‘ Doppler (Amplitude) Velocity {Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal PP P P P P p* P

Abdominal PP P r P P p* P

Intraoperative
Ahdominal

Intraoperative
Neurological

Pediatric PP P P P r p* P

Small Organ
(specifyy**

Neonatal Cephalic

Adult Cephalic P| P P P P P p* P

Cardiac PP P P P P P* P

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vesscl

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeleral
(Superficial)

Other (specify)*** PP P P P P p* P

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114. and
#K022567.

Additional Comments: .

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler. B+Power Doppler,

B+M+Power Doppler, B+PWD+Pawer Doppler, B+CWD+Power Doppler, B+Clarify VE

***neonatal cardiac

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

Prescription Use (Per 21 CFR 801.109)

-7/]%/14541.- C mem-
(Division Sign-Off) ..d '
Division of Reproduttive, Abdominal

and Radiological Devices A OO /0’0 Xﬁ:

_ B 10 Ny .
Section 6 I)1agnos)$'é}[mli"a%ﬁ5 Indieattens-for-Hse-Eorm Bg. 6.200f 6.31




Siemens Medical Solutions USA, nc. ACUSON Sequoia™ itrasound System
Ultrasound Dhvision Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510¢k) Number (if known): K 42085

Device Name: 4v1

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

Clinical Application A|B |M|PWD CWh Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity {Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal P[P P P 4 P p* P

Abdominal p P p#*

la~)
T
=l
a+]
la~]

Intraoperative Pl P P p P P p* P
Abdominal

Intracperative
Neurological

Pediatric PP P p P P p* P

Smali Organ
(specify}**

Neonatal Cephalic

Adult Cephalic N | N N* N

Zz
p
z
2z

Cardiac P P P P P P P* P

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel PP P P P P p* P

Laparoscopic

Musculo-skeletal
{Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114, and
#K022567.

N=New Indication

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD-+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

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

Prescription Use (Per 21 CFR 801.109)

\/qm 1oy C Qﬂ 07 ééf” o
(Division Sign-Off) () A
Division of Reproductive, Abdeminal,

and Radiologica!l Devices ; :
5104k) Number 0690 35
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Siemens Medical Solutions USA, Inc. . ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (it known): K pgpdo& &
Device Name:; 4V1ic

Intended Use: Ultrasound imaging or {luid flow anal)}sis of the human
body as follows:

Clinical Application A B| M| PWD CWD Color Power Color Combined Harmonic
Doppler {(Amplitude) Velocity {Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal Py P P P P P p* P

Abdominal p*

]
=
a~]
=]
=}
L]
e

Intraoperative PP P P P P p* P
Abdomninal

Intraoperative pl P P P P P p+* P
Neurelogical

Pediatric Pl P P P P P p* P

Small Organ
{specify)**

Neonatal Cephalic

Adult Cephalic Pl P P P P P P* P

Cardiac Py P P P P P P* r

Trans-esophageal

Transrectal

Transvaginal

Transurethrat

[ntravascular

Peripheral Vessel PP P P P P p* P

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specifyy ™+ Pl P P 2 P P P+ P

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114, and
#K 022567

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE
***pneonatal cardiac

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

Prescription Use (Per 21 CFR 801.109)

ﬂa‘t@w;f QWW
((}nwsson $gn Oﬁgj

Division of Reproductive, Abéommal
and Radiological Devices -l
510k Number /60@%25
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Siemens Medical Solutions USA, Inc, ‘ ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): l< 0/30 8"_5—
Device Name: 4v2

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

Clinical Application A Bi M| PWD CWD Color Power Color Combined Harmonic
Doppler {Amplitude) Velocily {Specify} Imaging
Doppler Imaging

Ophthalmic

Fetal PP P P P P P* P

Abdominal Pl P P P P P p* p

[ntraoperative
Abdorminal

[ntraoperative
Neurotogical

Pediatric Pl P P P P P p* P

Small Organ
(specifyy*~

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify}

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Dappler, B+M+ Color Doppler
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

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

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Soluiions USA, Inc. ACUSON Sequeia™ Ultrasound System
Ultrasound Division Special 510(k) Submigsion

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): ] D é 3088
Device Name: S5V2c¢

Intended Usc: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A | B| M| PWD | CWD Color Power Color Combined
Doppler (Amplitude) Velocity {Specify)
Doppler Imaging

Harmonic
Imaging

Ophthalmic

Fetal Pl P P P P P p*

Abdominal P} P P P P P P

Intraoperative
Abdominal

Intraoperative
Neurological

Pediattic P| P P P P P p*

Smali Organ
{specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac | P P r P P p*

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel PP P P P |3 P*

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeleial
(Superficial)

Other (specifyy*** P[P P P r P P

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,

#K022567, #K002807, and #K973767.

Additional Comments

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+-Power Doppler.

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

#**naonatal cardiac

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

{Dwision Sign-Off)
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and Radiological Devices ,(J 0{0 3 }?J
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Siemens Medical Solutions USA, inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): £ 04 308§
Device Name: 7V3c

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

Clinical Application A B: M| PWD | CWD Color Power Color Combined Harmonic |
. Doppler (Amplitude) Velocity (Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal Pl P P P P P p* P
Abdominal Pi P P P P*

-]
=
-]

Intraoperative PP P P P 4 P* P
Abdominal

Intraoperative P| P 3 P P P pP* P
Neuroiogicat

Pediatric F| P P P P P p* r

Small Organ
(specifyy**

Neonatal Cephalic P| P P P p P p* P

Adult Cephalic

Cardiac P1 P P P P P p* v P

‘Trans-esophageil

Transrectal

Transvaginal

Transurethral

Tntravascular

Peripheral Vessel P| P P P P P P* P

Laparoscopic

Mausculo-skeletal
{Conventional)

Musculo-skeletal
(Superficial}

Other (specif{y)*** P| P P P P P p* P

P=previously cleared hy the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B4PWD. B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CW D+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clanify VE

**#neonatal cardiac

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

Prescription Use (Per 21 CIFR 801.109)
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Stemens Medical Solutions USA, Inc.

Ultrasound Division

ACUSON Sequoia™ Ultrasound System

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K 043 08§

Device Name;

Intended Use:

8Vv3

Special 510(k) Submission

Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application

PWD CWwWD Color
Doppler

Power Color
(Amplitude) Velocity
Doppler Imaging

Combined
{Specify)

Imaging

(Iphthalmic

Fetal

P* P

Abdominal

-

el

=]
~
~
la~)

p*

=]

[ntracperative
Abdominal

pP* P

[ntracperative
Neurclogical

P

p* P

Pediatric

p* P

Small Organ
{specify)**

Neonatal Cephalic

P* P

Adult Cephalic

Cardiac

p* P

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel

p* P

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)***

[_)

P

P P P P

p* P

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, and #K032114.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B4+ M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler. B+PWD+Power Doppler, B+CWD-Power Doppler, B+Clarify VE

***neonatal cardiac

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

Section 6

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
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Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510(k} Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): k& 9 62085
Device Name: 8V5

Intended Use:  Ultrasound imaging or fluid flow analysis of the human
hody as follows:

Clinical Application A B M|I'WD | CWD Color Power Color Combined Harmonic
Doppler {Amplitude) Velacity (Specify) Imaging
Doppler Tmaging

Ophthalmic

Fetal Pl P P P P P p* P

Abdoeminal P pP*

la=]
~
=]
=]
=]
av)

Intraoperative Pl P P P P r p* P
Abdominal

Intracperative Pl P P P P P P* P
Neurological

Pediatric PIP P P P P p* P

Small Grgan
(specify)**

Neonatal Cephalic PP P P P P p* P

Adult Cephalic

Cardiac Pl P P P P P P* P

Trans-esophageal

Transrecta!

Transvaginal

Transurethral

Intravascular

Peripheral Vessel Pl P P P P P p* P

lLaparoscopic

Muscuolo-skeleral
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)*** Plr P P P P pe T

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #KI73767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

***neonatal cardiac

{(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF¥F NEEDED)
Concurrence of CDRH, Office of Device Evaluation {ODE}

Prescription Use (Per 21 CFR 801.109)
\,/b/%&fi L (Q/Vﬁ‘ﬂ/;éfr’u
{Dvision Sign—OfQ b?
Oivision of Reproductive, Abdominal,
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Siemens Medical Solutiens USA, Inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 5104k} Subrnission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): kK p4' 30 &~
Device Name: 10V4

Intended Use: Ultrasound 1maging or flutd flow analysis of the human
body as follows:

Clinical Application A |BiM | PWD | CWD | Color Power Color Combined Harmonic

Doppler (Amplitade} Velocity (Specify) Imaging
Dappler Imaging

Ophthalmic

Fetal PP p P r P P* P

Abdominal Pl P P P P P P* P

[ntraoperative PLP P P P P p* P

Abdominal

Intraoperative P| P P P P P p* P

Neurological

Pediatne Pl P P P P P p* p

Small Organ Pl P P P P P p* p

{specifyy**

Neonatal Cephalic P( P P P P P p* P

Adult Cephalic

Cardiac PiP P P P P p* P

Trans-csophageal

Transrectak

Transvaginal

Transurethral

Intravascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Cenventional)

Musculo-skeletal
(Superficial}

Other (specify)*** Pl P P P P p P* P

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114, and
#K022567.

Addifional Comments:

*Combinations include; B+M, B+PWD, B+CWD. B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B4+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE
*omall organs (breast, testes, thyroid, penis)

***neonatal cardiac

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

Prescription Use (Per 21 CFR 801.109)
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Stemens Medical Solutions USA, Inc.

Ultrasound Division

510(k) Number (if known): K pb6BOFSE

Device Name:

Intended Use:

AUX CW

Diagnostic Ultrasound Indications for Use Form

ACUSON Sequoig™ Ultrasound System

Special 510k} Submission

Ultrasound imaging or ftuid flow analysis of the human

body as follows:

Clinical Application

B| M | PWD CWD Color Power
Doppler (Amplitude)
Doppler

Color
Velocity
Imaging

Combined
(Specily)

Harmonic
Imaging

Ophthatmic

Fetal

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardrac

Trans-esophageal

Transrectal

Transvaginal

Transurcthral

Intravascular

Peripheral Vessel

Laparoscopic

bMusculo-skeletal
(Costventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDDA under premarket notifications #K052410, #K051139, #K041319, #K032114,

#K 022567, #K002807, and #K973767.

Additional Comments:

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

Section 6

Prescription Use (Per 21 CFR 801.109)
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Sieniens Medical Selutions USA, Inc. ACIUSON Sequoia™ Ultrasound System
Ulrasound Division Special 510(k) Subnission

Diagnostic Ultrasound Indications for Use Form

C 510k Number (if known): ]< D és 05‘5’

Device Name: Sequoia Ultrasound System
Transducer: AculNav (IC10V5 or 10F) Ultrasound Catheter
Indications for Use: The AcuNav™ Ultrasound Catheter is intended for imtra-cardiac

and intra-luminal visualization of cardiac and great vessel
anatomy and physiology as well as visualization of other devices
in the heart.

Clinical Application A (BIM|[PWD | CWD | Color Power Color Combined Harmonic
Dappler (Amplitude) Velocity (Specify) Imaging
Doyppler Imaging

Ophthalmic ]

Fetal

Abdominal ;

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardtac ‘ Pl P p P P P p* P

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intra-luminal Pl P P P P P p* P

Penipherat Vessel

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
{Superficial}

Other (Intra-Cardiac) Py P P P P I p* P

P=previously clcared by the FDA under premarket notifications #K052410, #K051139, #K033650, #K033196, and
#K992631.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B4M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarity VE .

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

Prescription Use (Per 2&)(;’;2801.109)
Yaarew & Oﬂifw/ '
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Siemens Medical Solutions USA, Inc,

Ultrasound Division

ACUSON Sequoia™ Ultrasound System

Special 510¢k} Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K 95 30 ?\S’

Device Name:
Transducer:

Indications for Use:

Sequoia Ultrasound System

AcuNav 8F Ultrasound Catheter

The AcuNav™ Ultrasound Catheter is intended for intra-cardiac

and mntra-luminal visualization of cardiac and great vessel

anatomy and physiology as well as visualization of other devices

in the heart.

Clinical Application A

B M| PWD | CWD | Coler Power Color
Doppler (Amplitude) Yelocity
Doppler Imaging

Combined
(Specify)

Harmonic
Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac

p*

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intra-lumina!

P*

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
{Superficial)

Other (Intra-Cardiac)

PP P P P P

P*

P=previously cleared by thc FDA under premarket netifications #K052410, #K051139, and #K042593.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppier.,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler B+Clarify VE

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

Section 6

Concurrence of CDRH, Office of Device Evaiuation (QDE)

Prcscripti%Use (Per 21 CHER8(1.109)
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