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Siemens Medical Solutions USA, Inc. ACUSON' Sequoia Diagnostic Ultfrasound System

Ultrasound Division 5

JUA -7 ZOO'4 SECTION 11

510(k) Summary of Safety and Effectiveness

Siemens Medical Solutions USA, Inc., Ultrasound Division has not disclosed its intent
to market this device modification and requests this notification be held
CONFIDENTIAL by the FDA, and not be released to any Freedom of Information
request or addressed with any outside parflies.

Sponsor: Siemens Medical Solutions USA, Inc., Ultrasound Division
1230 Shorebird Way
P.O. Box 7393
Mountain View, California 94039-7393

Contact Person: Iskra Mrakovi6
Manager of Regulatory Affairs
Telephone: (650) 694-5004
Fax: (650) 943-7053

Submission Date: May 13, 2004

Device Name: Sequoia Diagnostic Ultrasound System

Common Name: Diagnostic Ultrasound System with Accessories

Classification:

Regulatory Class: LI
Review Category: Tier 11
Classification Panel: Radiology

21 CFR 892.1550
FR # Product Code

Ultrasonic Pulsed Doppler Imaging System 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System 892.1560 90-IYO
Diagnostic Ultrasound Transducer 892.1570 90-LTX
Diagnostic Intravascular Catheter 870.1200 90-DQO

Predicate Devices:

* # K0321 14 (July 21, 2003) cleared as ACUSON® Sequoia 8.0 Diagnostic Ultrasound
System.

* # K033 196 (October 16, 2003) cleared as SONOLINE® Antares Diagnostic
Ultrasound System with ClarifyT m VE.
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Siemens Medical Solutions USA, Inc. ACUSON® Sequoia Diagnostic Ultrasound System

I iasound Division 510(k) Submission

Device Description:

The Sequoia system is a multi-purpose diagnostic ultrasound system with accessories

and proprietary software, and is substantially equivalent to our current product that is
already cleared for USA distribution under the following 510(k) PreMarket Notification
number:

# K032114 (July 21, 2003) cleared as ACUSON® Sequoia 8.0 Diagnostic Ultrasound
System.

The Sequoia Diagnostic Ultrasound System has been designed to conform to the

following product safety standards:

* UL 2601-1, Safety Requirements for Medical Equipment
* CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment

• AIUM/NEMA UD-2, 1998, Acoustic Output Measurement Standard for Diagnostic
Ultrasound

* AIUMINEMA UD-3, 1998, Standard for Real Time Display of Thermal and

Mechanical Acoustic Output Indices on Diagnostic Ultrasound Equipment

* 93/42/EEC Medical Device Directive
* Safety and EMC Requirements for Medical Equipment
* EN 60601-1

* EN60601-1-1
* EN 60601-1-2

* ISO 10993 Biocompatibility
* The system's acoustic output is in accordance with ALARA principle (as low as

reasonably achievable)

Intended Use:

The Sequoia platform is intended for use in the following applications:

General Imaging and Cardiology for Fetal, Abdominal, Intraoperative (abdominal and

neurological), Pediatrics, Small Organs (breast, testes, thyroid, penis and prostate),

Neonatal/Adult Cephalic, Cardiac (adult, pediatric, and neonatal), Trans-esophageal,

Transrectal, Transvaginal, Peripheral Vessel, 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.

Section I I 5 10(k) Summary of Safety and Effectiveness Pg. 2 of 3



Siemens Medical Solutions USA, Inc. ACUSON' Sequoia Diagnostic Ultrasound System

Ultrasound Divisic" 510(k) Submission

Technological Comparison to Predicate Device:

The Sequoia is substantially equivalent in its technologies and functionality to the

Sequoia 8.0 Diagnostic Ultrasound System that is already cleared under 5 10(k) premarket

notification number K032114.

The Sequoia functions in the same manner as other diagnostic ultrasound systems, in

that they transmit ultrasonic energy into the body via a transducer. In the body, acoustic

impedance of different tissues reflect different amounts of ultrasound energy back to the

transducer, where post processing of received echoes is performed to generate two-

dimensional on-screen images of anatomic structures and fluid flow within the body.

Doppler principles are used to process reflected ultrasound energy to display moving

blood as a spectrum, or as color-coded two-dimensional images. All predicate devices

listed above, allow for specialized measurements of structures and flow, and provide

various calculations' functions.
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/,.~~~~~~~~~ nrn'r-..% Public Health Service
DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUN - 7 2004

Mr. lskra Mrakovi6
Manager, Regulatory Affairs
Siemens Medical Solutions USA, Inc.
Ultrasound Division
1230 Shorebird Way
P.O. Box 7393
MOUNTAIN VIEW CA 94039-7393

Re: K041319
Trade Name: Sequoia Diagnostic Ultrasound System

Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CFR 892.1560

Regulation Name: Ultrasonic pulsed echo imaging system

Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: 90 IYN, IYO, and ITX
Dated: May 17, 2004
Received: May 18, 2004

Dear Mr. Mrakovid:

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 Sequoia Diagnostic Ultrasound System, as described in your premarket notification:

Transducer Model Number

4CI EC10c5 8L5T

5C2 EV8C4 13L5SP

6C2 6L3 15L8

8C4 8L5 15L8w



Page 2 - Mr. Mrakovi6

V5M TEE 4Vlc 8V5

V7M TEE 4V2 I 0V4

V78 TEE 5V2c AUX CW

3V2c 7V3c AcuNav (1C10V5 or 10F10)

4V1 8V3

If 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 CFR Part 807);

labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the quality

systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation control

provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket notification.

The FDA finding of substantial equivalence of your device to a legally marketed predicate device

results in a classification for your device and thus permits your device to proceed to market.

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

contact the Office of Compliance at (301) 594-4591. Additionally, for questions on the promotion

and advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also,

please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR

Part 807.97). Other general information on your responsibilities under the Act may be obtained from

the Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or at (301) 443-6597 or at its Internet address
"http://www fda.gov/cdrh/dsmamain.html".

If you have Pny questions regarding the content of this letter, please contact Rodrigo C. Perez at

(301) 594-1212.

Sincerely yours,

Nancy C. Bbbgdon t/
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 Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: Sequoia Diagnostic Ultrasound System

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

Clinical Application A B M PWD CWD Color ower Cor Comed rm c
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler hnaging

O2phthalmic
Fetal P1 P P P P P.1

Abdominal P P P P P P

lntraoperative P P P P P P' P* P

Abdominal
Intraoperativc P P P P P p. P

Neurological

Pediatric P P P P P P P. P

Small Organ P -P P P P P P. P

(specify)*

Neonatal Cephalic P P P P P l' P

Adult Cephalic P P I' P P P P. P

Cardiac P P P P P p P

Trans-esophageal P I P P P PP

Transrectal P P P P P P I P

Transvaginal I P P P P P P. P

Transuretbral
Intravascular

Peripheral Vessel P P P P P P Pt P

Laparoscopic

Musculo-skeletal P P P P P I' P~ P

(Conventional)

Musculo-skeletal P P P I I I P

(Superficial)

Other (specify)*t* p P Pt P

P=previously cleared by the FDA under premarket notifications #K033650 and #K033196.

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+iPower Doppler. B+CWD+Power Doppler. B+Clarify yE

·**snmall orgtans (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)

Division of Reproductive, Abd nal,
and Radiological Devl n ,
610{k) Number ,)

Section 6 Diagnostic Ultrasound Indications for Usc Form Pg. I of 27



Siemens Medical Solutions USA, Inc. ACUSON" Sequoia Diagnostic Ultrasound System

Ultrasound Division 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 4Cl

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 narmonie
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P P P P P* P

Abdominal P P P P P P P* P

Intraoperative
Abdominal
Intraopcrative
Neurological

Pediatric p p P P P P P. P

Small Organ P P P P P P P*

(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac P P P P P P P* P

Trans-csophageal
ITransrectal
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 notifications #K033650 and #K033196.

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 TiI1S LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescrip]4on Use (Per 2 CFR 801.109)

(Division Sign-Oftj
Division of Reproductive, Abdomina.
=mnd Radiological Devices

50() Number o'ts c

Section 6 Diagnostic Ultrasound Indications for Use Form Pg 2 of 27



Siemens Medical Solutions USA. Inc. ACUSON® Sequoia Diagnostic Ultrasound System

Ultrasound Division 510(k) 'bissoo

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

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 P. P

Abdominal P P P P P _ _ P

lntraoperativc
Abdominal
Intraoperative
Neurological

Pediatric P P P P P p*

Small Organ
(specify)**

Neonatal Cephalic
Adult Cephalic
Cardiac P P P P P P I P

Trans-esophageal
Transrectal
Tran svag inal

Transurethlal
Intravascular

Peripheral Vessel P P P P P P Pt P

Laparoscopic
Musculo ~skeletal
(Conventional)

-Musculo-s.keletal
(Superficial)

P=previously cleared by the FDA under premarket notifications #K033650 ard #K033196.

Additiokal Comments:

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

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

B+M+Power Doppler, B +PWD+Power Doppler oer Doppler, B+Clarify yE

(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-Off) c / /
Division of Reproductive. I1
and Radiological Devices
510{k) Number lM- r'- i

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 3 of 27



Siemens Medical Solutions USA, Inc ACUSON" Sequoia Diagnostic Ultrasound System

Tilhrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 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 tarmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal p P P P p P. P~~~~p p P P*P

Abdominal P P P P

lntraoperative I' P P P P P P. P
P* P

Intrao~~~~~~~~~~~~~~~~~pe
t i v PPP PP

P ~~~~P* P

Neurological

Pediatric P P P P PPP

Small Organ P P P P P' P
(specify)-,

Neonatal Cephalic
Adult Cephalic
*Combinationsdinclude: B+M,+PW.B+DP o pr B D P P

Trans-esophageaI
Transrectal

TransuretCral
Intravascular

Peripheral Vessel I P P P 2 0 P

LaDparoscopic

(Conventional)

(Superficial)

OtherkN er cify)

P=previously cleared by the FDA und gno96 reaken ndications #K336cFm #g.o

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Dpler, B+M+ CotorDplr

B+PWD+Color o p perB CWDClor Doppler, B+Power Doppler,.

B+M+Power Doplr t+W+oer DopeB+CWD+Power Doppler, B+Clarif¥ VE

**small oran breast, testes, th roid penis

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division ofRpoue

and Radiological Devicest C
510{OM N umber " )IC

Section 6 Diagnostic Ultrasound indications for Use Form ['g 4 of 27



Siemens Medical Solutions USA, Inc. ACUSON® Sequoia Diagnostic Ultrasound System

ltJirasodnd Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 8C4

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 Hlarmonic

Doppler (Amplitude) Velocity (Specify) Imaging
Doppler Intaging

Ophthalmic
Fetal P P P p P P P. P

Abdominal P P P P P P P1*

lntraolperative P P P P P P P* P

Abdominal
Intraopcrative P P P P P P P. P

Neurological

Pediatric P P P P P P P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac P p P P P P P

Trans-esophageal
Transrectal
Transvaginma
Trans urethral
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 notifications #K033650 and #K033196.

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±Clarifv 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)

(Division Sin-ff/ /
Division of Reproduct , Abdomifiat,
and Radiological Devices . j Li
51 0k) Number '.

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 5 of 27



Siemens Medical Solutions USA, Inc. ACUSON' Sequoia Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: EC10c5

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

Abdominal
Intraoperative
Abdominal
Intraoperative
Neurological

Pediatric
Small Organ
(specify)t*

Neonatal Cephalic

Adult Cephalic

Trans-esophagcal
Transrectal P P P P P P P* p

Transvaginal P P P P P P P P

Tansurethfral
intravascula

Peripfieral Vessel.
Laparoscopic
Musculo-skelelal
(Conventional)

Musculo skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K033650 and #K033196.

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 CDRII, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign.~)*~
Division of Reproductive, Abdominal.
and Radiological Devices
51o N Number tiooPf

Section 6 Diagnostic Ultrasoun.d Indications for Use Form Pg. 6 of 27



Siemens Medical Solutions USA, Inc. ACUSON® Sequoia Diagnostic Ultrasound System

hltrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: EV8C4

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 P. P

Abdominal P P P I P P.

Intraoperative

Neurological

Small Organ
(specify)**
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal

Transvaginal P P P P P P P*

Transurethral
Intravascular

_Peripheral Vessel
Laparoscopic
Musculo-skeletal
(Conventional)

Musculo-skelecl
(Superficial)
Other (specify)

P=previously cleared by the FDA under premarket notifications #K033650 and #K033196.

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+tPower Doppler. B+Clarifv 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)

(Division Sign-bff)
Division of Reproductive, Abdominal,
and Radiological Devices '- i

510(k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 7 of 27



Siemens Medical Solutions USA, Inc. ACUSON' Sequoia Diagnostic Ultrasound System

Ultrasound Division 5!0(k) !'misston

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 6L3

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

Clinicl Appicat __ __i_ FW _CWC olor P ower C folor C ombined HIar-monie

Doppler (Amplitude) Velocity (Specify) lnnmging
Doppler Imaging

Ophthal-ic -
Fetal P P P P P
Abdominal

lniraopetative P P P P P

Neurological

Pediatric
Small Organ P P P P P

(specify)**

Neonatal Cephalic 
______

Adult Cephalic

Cardiac P P P p P P______P P P P ~ P P P.

Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral Vessel P P P P P P P. P

Laparoscopic
Musculo-skeletal P P P P P P

(Conventional)

Musculo-skeletal P P P P P P
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K033650 and #K033196.

Additional Comments:

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

B+tPWD±Color Doppler. B+CWD+Color Doppler. B+Power Doppler.

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

**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 2l CFR 801.109)

1:vision Sign-
'Th~ion of Reproductive, AbdO flll

t 6 Dak) N oumberau Idtofr s

Section 6 Diagnostic Ultrasound Indications for Use Form Pg g of 27



Siemens Medical Solutions USA, Inc. ACUSON' Sequoia Diagnostic Ultrasound System

i''1?'rid Division 
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 8L5

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

body as follows:

Clinical Application A B M PWD CWID Color Power Color Combined Hnaonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal
Abdominal
lntraoperative P P p P P P PP

Abdominal
lntraoperative P P P P P p Pp

Neurological

Pediatric
Small Organ P P P P P P p* P

(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac P I' P P P PPPP P

Trans esophageal
Transrectal
Trans vagin al

WTansurethral
Intravascular
Pcripheral Vessel P p P P P P4 P

Laparoscopic

Musculo-skeletal P P P P P

(Conventional)

Musculo skeletal P PP P P P

(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K033650 and #K033196.

Additional Comments:
*Combinations include: B+M. B+PWD.B+CWD. B+-DColor 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 Sin-m/
Division of Reproduct Abdomi I.
and Radiological Devices *,.( l i, 2
51 (Xk) Number .

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 9 of 27



Siemens Medical Solutions USA, Inc ACUSON® Sequoia Diagnostic Ultrasound System

Ultrasound l)ivision 5 10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 8L5T

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

Clinical Application A B M PWD CwD WColor Power Color Combined Harmonic

Doppler (Amplitude) Velocity (Specify) Imaging
Doppler Imaging

Ophthalmic
Fetal
Abdominal
Intraoperative P P P p P P' P

Abdominal
Intraoperative P P P P P P P. P

Neurological

Pediatric P P P P P P P. P

Small Organ P P P P P P P. P

(specify)*

Neonatal Cephalic

Adult Cephalic
Cardiac P P p P P P P. P

Trans-esophageal
Transrectal
Transvaginal

Transurethral
Intravascular

Peripheral Vessel P P P P P P P. P

P ~~~~~ P* PLaparoscopic
Musculo-skeletal p I I' P I, P P*

Pt PP(Conventional)

M1usculo-skeletall P P P P P P

P=previously cleared by the FDA under premarket notifications #K033650 and #K033196.

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+Pow er 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 CDRIL, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) L -/
Dtvision of Reproductive, Abdominal,

1d Padiological DevicesvL± * .
:, ' ski Number _

Section 6 Diagnostic Ultrasound Indications fmr Use Form Pg. 10 of 27



Siemens Medical Solutions USA, Inc. ACUSON® Sequoia Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 13L5SP

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 narmomc
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal

Abdominal
lntraoperative P P I, P P P P

Abdominal
Intraoperative P P P P P P P* P

Neurological

Pediatric P P P P P P* p

Small Organ P P P P P P P* P

(specify)**

Neonatal Cephalic

[ Adutpbarocic
MuCaroskeaca P P P P' P

Musculo-skeletal P P P P P Pp P
Transuesophageal
Transrecify
TradditnalCo
-Transurethral
lntravascular

Peripheral VesselP P P P 1 P P 1

Laparoscopic

MusculoBskeletal P P P CW CPP D
(Conventional)

_Mu-1C1111k~ -Prescrpo Usea P 2C 01 0

Ote seify)

p-previously cleared by the FDA under premarket notifications #Kf33650 and #Ki33196.

Additional Comments:
*Comb nu Color Doppler, B+M+ Color Doppler,

**smale oians Ulrason tnitis for orm peniof

(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)

LDivision of R erdcive, aboil,

and Radiological Deie

Section 6 Diagnostic Ulbrasound Indications for Use Form Pg I I of 27



Siemens Medical Solutions USA, Inc ACUSON® Sequoia Diagnostic Ultrasound System
Siemens Medical Solutions USA, Inc ~~~~~~~~~~~5 10(k) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 15L8

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

Clinical Application A B M pWD CWD Colo r Power Color Combined

Doppler (Amplitude) Velocity (Specify) Imaging
Doppler Imnging

Ophthalmic
Fetal
Abdominal
lntraoperative P P P P P P. p

Abdominal
Intraoperative P P P P P. P

Neurological

Pediatrc P P P P P P P. P

Small Organ P P P P P P P. P

(specify)*

Neonatal Cephalic

Adult Cephalic
Cardiac P P P P P P P.

Trans-csophageal
Transrectal
Trans vaginal

Transurethral
Ithravascular

Peripheral Vessel P P P P P P P. P

Laparoscopic
Musculo-skeletal P P P P P P P' P

(Conventional)

Musculo-skeletal P P' P P P P

(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K033650 and #K033196.

Additional Comments:

*Combinatjons 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 CDRf, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-~ g)
Division of Reproductive, Abdominal.
and Radiological Devices c
510Ok) Number Z t /

Section 6 Diagnosuc Ultrasound Indications for Use Form Pg. 12of27



Siemens Medical Solutions USA, Inc. ACUSON
® Sequoia Diagnostic Ultrasound System

Ultrasound Division 
:,10(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 1SL8w

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

Clinical Application A B M PWD CWD Color wer Cobied
lDoppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P P P P P.

Abdominal P P P P P P P
~~~~~P P P * P PPP

lntsaoperative P P P P PPF
Abdominal
lntraoperative P P P P P* P

Neurological

Pediatric P P P P P P Fp

SmallOrgan P P P P P P P. P

(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac P P P P P P P. P

Trans-esophageal
Transrectal
Transvaginal

ITransurethial
I Intravascular

Lperipheral Vessel P P P P P P P P

Laparoscopic

Musculo-skeletal P pI P P P P P. P

(Conventional)

Musculo-skeletal P I P p P P P. P

(Superficial)

Othcr (specify)

P-previously cleared by the FDA under premarket notifications #K033650 and #K033196.

Additional Comments:

*Combjnations 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 yE

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

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

Concurrence of CDRI, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-OC) 6
Division of Reproductive, Abdominal,
and Radiological Devices z
510(k) Number _,jl+{ __I Q

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 13 of 27



Siemens Medical Solutions USA, Inc. ACUSON® Sequoia Diagnostic Ultrasound System

I iritu, l 1 ):,is'.n 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: V5M TEE

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 inaging

Ophthalmic
Fetal

Abdominal P p P P P P PP

lntraoperative
AbdouCinal
Intraoperative
Neurological

CadiatcP p P P P P Pt P
Smiall Organ
(specify)**

N Neonatal Ccphalic
Adult Cephalic

Cardiac~~~~~~ P P P P P.

Trans-esophageal P P P P P P P. P

Transrectal
Transvaginal

Trans urethral
Intravascular

Peripheral Vessel
Laparoscopic
Musculo-skeletal
(Conventional)

(Superficial)

Other (specify)

P=prcviously cleared by the FDA under premarket notifications #K033650 and #K033196.

Additional Comments:
*Combjnations include: B+M. B+-PWD. B+CWD. B+Color Doppler. B+M+ Color Doppler,

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

B+M+Power Doppler. B+PWD±Power Doppler. B+CWD+Power Doppler. B+Clarifv 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 2l CFR 801.109)

(Division Sign-Ol f ~
Division of Reproductive, Abdominal,
and Radiological Devices
Sc1iok) Number lg14ofl

Section 6 Diagnostic Ultrasound Indications for Use Form. l'g 14 of 27



Siemens Medical Solutions USA, Inc. ACUSON® Sequoia Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: V7M TEE

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
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal

Abdominal P P P P P P P. P

ntraoperative
Abdominal
Intraoperative
Neurological

Pediatric P P P P P P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephaic
Cardiac P P P P P P P* P

Trans-csopbageal P P P P P P P* P

Transrectal
Transvaginal

Transurethral
Iniravascular
Peripheral Vessel

Mfusculo-skeletal
(Conventional)

Musculo skeletal
(Superficial)

P=previously cleared by the FDA under premarket notifications #K033650 and #K033 196.

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±Clarifv 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)

(Division Sign-6m)
Division of Reproductive, Abdominal,
and Radiological Devices

b lO(k) Number , 3 /

Section 6 Diagnostic Ultrasound Indications for Use Form Pg 15 of 27



Siemens Medical Solutions USA, Inc ACUSON® Sequoia Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: V7B TEE

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

Ophohalmic
Fetal

Abdominal P P P P P P* P

lntraoperative
Abdominal
Intraoperative
Neurological

Pediatric P P P P P P P P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephndie
Cardiac I I P P P PP P P* P~~~~~~~~

Trans-esophageal IP P P P P P P. P

Tranisrectal
Transvaginal

Intravasc-ular

Peripheral Vessel
Laparoscopic

M usculo skeletal
(Convcmional)

Muscudo skeletal
(Superficial)

Other (specify)

P-previously cleared by the FDA under premarket notifications #K033650 and #K033196.

Additional Comments:

*Combinations ind:BMB+W+CD, B+oo Dopper, B+M~+Color Doppfler,

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

B+M+Power Doppler. B+PWD+Pow Doer Doppler. B+Clarifv 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)

(iovision sigot
Division of Reproductive, Abdominal.
and Radiological Devices c/ .
510(k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 16 of 27



ACUSON' Sequoia Diagnostic Ultrasound System

Siemens Medical Solutions USA, Inc. 
51()Sbiso

Ultrasound Division 
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 3V2c

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

body as follows:

Clinical Application 
Col orP Combined armonic

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Optamc P 
Pp

Fetal 
._PP

Abdominal
lntraoperative

Adminal._-

Neurological

Ped c PP 
P* P

Small Organ
(specify)**

Neonatal Cephaic

Adult Cephalic P* p

Trn-esophrageal

Transrectal
TransvagiaJ-

Transuretha
lntravascu ay

Peripheral Vessel

Laparoscopc
Musculo-skelctal
(Conventional)

Musculo-skeletal
(Superficial)

Oter (specify)*** p p P*PPPp

PupreviousYns 
#K033650 and #K033196.

Additional Comments:

·*Combinatiols include: B+M B+PWD B+CWD B+Color Do ler B+M+ Color Dopler

B+PWD+CoIoE Doppler. B+CWD±Clor Dop let B+Power Do let

B-M-+Power Dopler. B+PWD+Power Dopler B+CWD+Power Doppler B+Clarif VE

**neuonatal cardiace

(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-
Division of Reproductive, Abdominal.

~~i .oi~noqical Devices KD,/ 44_-z
S ; Dj \iagrnor

Section 6 Diargnostic Ultrsound Indications for Use Fmorm Pg. 17 of 27



Siemens Medical Solutions USA, Inc. ACUSON® Sequoia Diagnostic Ultrasound System

Ultrasound Division 5 if(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 4V1

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 harm onic

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P P P P P. P

Abdominal P P P P P P P. P
-P -P -P -PP -PP *

lntraoperative P P P P PPL
Abdominal
Intraoperative
Neurological

Pediatric P P P P P P P. P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac P P p PpPP* pp P, P P P P P

Trans esophageal
Transrectal
Transvaginal
Trans urethral

Intravascular
Peripheral Vessel P P P P P P P P

Laparoscopic

Musculo-skeletal
(Conventional)

M uscu.l- skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K033650 and #K033196.

Additional Comments:

*Combjnations 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+vPower Doppler. B+PWD+Power Doppler. B+CWD+Power Doppler. B+Clarifv 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)

(DOivision Sign-f)
Division of Reproductive, Abdomin il
and Radiological Devices I11) '~

510(k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg 18 of 27



ACUSON® Sequoia Diagnostic Ultrasound System
S iemen s Medical Solutions USA, Inc 510(k) Submission

Ultrao-in'! IDivisie

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 4Vlc

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

Clinical Applicautio A~ BR M _PWD _CWD Co~lor P~ower Color Combined Hroi

Doppler (Amplitude) Velocity (Specify) Imaging
Doppler Inaging

Ophthahi
Fetal P P P P PP

lntraoperative P P P P P P

Abdominal P P P P

lntraoperative P P P P P P P P

Neurological

P P P P P P ___P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic P P P P P P

Cardiac PP P P P P

Trans-esophageal
Tranisrectal

[Transvaginal
Trnssu ret hrn

IIntravascular
{ Peripheral Vessel P P P P P P P*

Laparoscopic
Musculo-skeletal
(Conventional)

Mu scuob-skeletal
(Superficial)

Other (specify)*** P P P P P P P P

P=previously cleared by the FDA under premarket notifications #K033650 and #K033 196.

Additional Comments:

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

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

B+M+Power Doppler. B-+-PWD±Power DopplerB+CWD+Power Dopp ler. B+Clarify VE

***neonatal cardiac

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

Concurrence of CDRII, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Of) /
Division of Reproductive, Abdominal,
and Radiological Devices / /9 C
510(k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 19 of 27



Siemens Medical Solutions USA, Inc. ACUSON® Sequoia Diagnostic Ultrasound System

Ultrasound Division 
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 4V2

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 P. P

Abdominal P P P P P P Pt P

lntraoperative
Abdominal
InlraoperatiVe
Neurological

Pediatric P P P P P PP

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac

Trans-esophageal

-Transvaginal

Transuredhral
IFntav-asc.lar

Peripheral Vessel
L~aparoscopic
Musculo skeletal
(Conventional)
Musculo s-keletal
(Superficial)

-Other (spe~cify)

P=previously cleared by thle FDA under premarket notifications #K033650 and #K033196.

Additional Comments:

*Combinations icue +,BPD +WBClrDplr ++ClrDplr

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 CDRI, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Divisions.-1- 0
Division of Reproductive, Abdominal.
and Radiological Devices 2 C
SeIeO(k) Number nd a tio o -

Section 6 D~iagnostic Ultrasound Indications for Use Form Pg. 20 of 27



Siemens Medical Solutions USA, Inc. ACUSON® Sequoia Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 5V2c

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

Clinical Application A B M PWD CWD o ow Color
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic __ ____

Fetal P P P p P P P~~~~~~~~~~~P
Abdominal P P P P P P P.

lntraoperative

Trns -esophageal~_ ~ ~

Abdominal
Intravperasve
Neurological

Pediatrac P P P P P P P*

e(specify)**

Aditonatl Comentas:

Adult Cephalic
P P P BW P P P.

Trans-esophageal
Transrcntal
Transvaginal

Transurethral

Peripheral1 Vessel P P P P P 2C P0.0
Laparoscopic
Musculo-skeletal
(Conventional)
Musculo RailoialD
(Superficial)
Other(speci fy)*tru P P 2 o 27

P-previously cleared by the FDA under premarket notifications #K033650 and #K033196.

Additional Comments:

*Combinations include: B+M, B+PW ~D, BWDB+ooDppler, B+M+ Color Doppler,

***neonatal earda

(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)

?),vision Si - f) ,J /-
o"Vision of Rpoute ldmrIi)!i adooilDevices 0 5
') 10{k} Number

Section 6 Diagnostic IJ hrasound Indications for Use Form Pg. 21 of 27



Siemens Medical Solutions USA, Inc. ACUSON® Sequoia Diagnostic Ultrasound System

Ultrasound Division SI{XL Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

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 ilarmoni
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P P P P P.

Abdominal P P P P P P P.

lntraoperative P P P -P P PP p

Abdominal
Intraoperative P P P P P P

Neurological
pediatric P P P P P P P P

Small Organ
(specify)**

Neonatal Cephalic P P P P p P. P

Adult Cephalic
Cardiac PpP p P I 1' P. P

Trans-esophageal

Mutrvascular

(Superficial)
OtPerpheral (espec) P P P P P P P*

_P~~ ~P

PWpreviously cleared by the FDA under premarket notifications #K033650 and t*K033 196.

Additional Comments:

*Combjnations include: B+M, BP +WD, B+Color Doppler. B+M+ Color Doppler.

B+PWD+i-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)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Division of Reproduct ,Abdominal.
and Radiological Devices S

510(k) Number Deics -' / I Q

Section 6 Diagnostic Ultrasound Indications for Use Form Pg- 22 of 27



Siemens Medical Solutions USA. Inc ACUSON® Sequoia Diagnostic Ultrasound System

Ultrasound Division 
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 8V3

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 P.

Abdominal P P P P P P P
P P ~ ~~P P P * PP P

lnlraoperative P P P P P Pp
Abdominal
Intraoperative P P P P P P P. P

Neurological

Pediatlrc P P P P P P P® P

Smlall Organ
(specify)**

NeonataICephalic -P PP 1 P P P® P

Adult Cephalic
Cardiac P P P P P P P. P

Trans-esophageal
Transrectal
Transvaginal
Trans urethral
Intravascular

Peripheral Vessel P P P P P P P. P

Mvusculo skelta
(Conventional)

Mus... o skeletal
(Superficial)

Other (specify).*. p P P P P P pP

P-previously cleared by the FDA under premarket notifications #K033650 and #KO33196.

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+iPower Doppler, B+CWD+Power Doppler. B±Clarifv yE

***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)

(DivisionSonf)
Division of Reproductive, Abdomirf,
and Radiological Devices
51 Okl Number ____ ' &_

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 23 of 27



Siemens Medical Solukons USA, Inc ACUSON
® Sequoia Diagnostic Ultrasound System

Ultrasotud Divisior 
510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 8V5

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

Clinical Application A B M PWD WD Color Power Color Combined Ilarmonic

Doppler (Amplitude) Velocity (Specify) Imaging
Doppler Irmging

Ophtbalmic
Fetal P P P P P P P

Abdomninal P P P P P P P

Intraoperative P P P P P P pp

Abdominal
Intraoperative P P P P P P.

Neurological

Pediatric P P P P P P P* P

Small Organ
(specify)**

Neonatal Cephalic P P P p P P p, P

Adult Cephalic
Cardiac P P P P P P P. P

Trans-esophageal
Transrectal
Transvaginal

Trarsurethral
Intravascular

Peripheral Vessel P P P P P P P, P

[Laparoscopic

Musculo skeletal
(Couventioal)

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

P=previously cleared by the FDA under premarket notifications #K033650 and #K033196.

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+tPower 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)

(Division Sign-
Division of Reproductive. Abdomina

Section 6 Diagnostic Ultrasound Indications for Use Form Pg 24 of 27



Siemens Medical Solutions USA. Inc. ACUSON® Sequoia Diagnostic Ultrasound System

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 10V4

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 larmonic

Doppler (Amplitude) Velocity (Specify) Imaging
Doppler Imaging

O2phthtlmic_
Feral P P P P P P P. P

~~~~~~~P® P
Abdominal P P P P

bInraoperative P P P PP1 P.

Abdominal
ntraoperative P P P P P P P. P

Neurological

Pediatric P P P P P P P P

Small Organ P P P P P P. P

(specify)**

Neonatal Cephalic P P P P P P® P

Adult Cepbalic
Cardiiac P P P P PPP~~~P P® P*

Trans-esophagcal

_Tanisvaginal

Transuretbral

ilntravascular

IPeripheral Vessel.
Laparoscopic
Musculo-skeletal
(Conventional)

Musc.u-lo-skeleul-
(Superficial)

Other (specifyP® * * * P p P P P®~~~~~P P P*~ P.

P=prev~ously cleared by the FDA under premarket notifications #K033650 and #K033196.

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+Clarifv 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)

(Division Sign-
Division of Reproductive, Abdominal,
;red Radiological Devices

S Digos Number
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ACUSONe Sequoia Diagnostic Ultrasound System
Siemens Medical Solutions USA, Inc, 5510(k) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: AUX CW

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
Abdominal
lntraoperative
Abdominal
lmraoperative
Neurological

Pediatric P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Trans-esophageal
Transrectal

lintravascular

Perihera Velsse P

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo -skeletal
(Superficial)

Other (specify)

P=pteviously cleared by the FDA under premnarket notification # K032114.

Additional Comments:

(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)

{DivisinSg- (d
Division of Reproductive, Abdominal.
and Radiological Devices /rJ4/,//(
510(k) Number
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Siemens Medical Solutions USA, Inc. ACUSON® Sequoia Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: Sequoia Diagnostic Ultrasound System, Harmonic Imaging

Transducer: AcuNav (IC1OVS or 10Fl0) Diagnostic Ultrasound Catheter

Indications for Use: The AcuNaVTM Diagnostic Ultrasound Catheter is intended fur
intra-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 B M PWD CWD Color Power Color Combined harmonic

Doppler (Amplitude) Velocity (Specify) Imaging
Doppler Imaging

Ophthalmic
Fetal
Abdominal
lntraoperative
Abdominal
lntraoperati ve
Neurological

[1Pediatric
Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac11 P P. P

~~~~~P 4P P

T~rans esophaeal
Transrectal

Transuet-hral~
Intraluminal ~~P P P P P P P

Peripheral Vessel
Laparoscopic
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (Intra-Cardiac) P P P P P P

P=previously cleared by the FDA under premarket notifications #K033650 and #K033196.

Additional Comments:
*Combinations include: B±M, B±PWD. B+CWD, B-iColor Doppler. B+iM+ 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

(Division ign/tf ~Admnl
Division of Reproducti Av

td Radiological Dev, s . C
o 6;iaNocmbera.... Ini.os f U Form Pg 2
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