




Siemens Medical Solutions USA. Inc. 
Ultrasound Division 

Koy2sy 3 
AC&ON AcuNavw 8F Ultrasound Cathaer 

5 Iqk) Submission 

510(k) Number (if known): t(W2593 

Device Name: ACUSON AcuNavTM 8F Ultrasound Catheter 

Indications for Use: 

The ACUSON AcuNavTM Ultrasound Catheter is intended for intra-cardiac and 
intra-lurninal visualization of cardiac and great vessel anatomy and physiology as  
well as visualization of other devices in the heart. 

Prescription Use X AND/OR Over-The-Counter Use 
(Part 21 CFR 801 Subpart D) (2 1 CFR 807 Subpart C) 

(PLEASE DO NOT WRITE BELOWTI-IIS LINE - CONTINUE ON ANOTHER PAGE 
IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Division of &di&vascular Devlces 
51 0(k) Number 



Siemens Medical Solutions USA, Inc. 
Ultrasound Division 

ACUSON AcuNav 8F Ultrasound Catheter 
5 lqk )  Submission 

Diagnostic Ultrasound Indications for Use Form 
Cypress Ultrasound System 

510(k) Number: Koq25s3 

Device Name: ACUSON AcuNavTM 8F Ultrasound Catheter 

Indications for Use: The AcuNavTM Ultrasound Catheter is intended for intracardiac and 
intra-luminal visualization of cardiac and great vessel anatomy and 
physiology as well as visualization of other devices in the heart. 

Ultrasound System: Cypress 
Transducer: AcuNav 8F Ultrasound Catheter 

P=Previously cleared by the FDA undcr prcmarke( notification K99263 1. 

Additional Conln~ents:  
*The Cypress Ultrasound System does not r~rovidc comhincd ~no&s.xhe~-s  morc t h n  one scamin: modc 
is nctivc sinlul~s~~r.ously.  - 

(PLESE DO NOT IVRI'I'E I~EI,O\V THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

C o ~ ~ c u r r c ~ ~ c c  of CDRH,  Office of 1)cvicc E v ; ~ I u ; i t i o ~ ~  (ODE) 

I ' rc scr ip t io~~  CJsc (Per 2 1 C'VK SO 1.109) 

51qk) Number nq2 ? 5 9  3 



Siemens Medical Solutions USA, Inc. 
Ultrasound Division 

ACUSON AcuNav 8F Ultrasound Catheter 
5 LO&) Submission 

510(k) Number: 

Diagnostic Ultrasound Indications for Use Form 
Sequoia Diagnostic Ultrasound System 

Device Name: ACUSON AcuNavm 8F Ultrasound Catheter 

Indications for Use: The AcuNavm Ultrasound Catheter is intended for intra-cardiac and 
intra-luminal visualization of cardiac and great vessel anatomy and 
physiology as well as visualization of other devices in the heart. 

Ultrasound System: Sequoia 
Transducer: AcuNav 8F Ultrasound Catheter 

Transurethral 
Intra-lamina1 
Peripheral Vessel 
Laparoscopic 
Musculo-skeletal 

Additional Comnwnts: 
*Cornhinations include: B+M. B+PWD, B+CWD, B+Color Donnler. B+hl+ Color 
Doppler. B+PWD+Color Doppler. B+CWD+Color Doppler. B+Powcr Doouler. 
B i  M+Power Dowler. B+PWD+Powcr Dopplcr. B+CWD+PowerDo~~plcr 

Conventional 
Musculo-skeletal 
Superficial 
Other (Intra-Cardiac) 

(PLESE DO NOT WRITE IlEI,O\Y THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

P P  

P=Previously cleared by the FDA under premarket notification K99263 1. 
P P  
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P 
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P P* 

P P* 



Siemens Medical Solutions USA, Inc. ACUSON AcuNaVTm8F Ultrasound Calheter p3
Ultrasound Division OCT i 20 5 I0(k) Submission

SECTION 11

5 10(k) Summary of Safety and Effectiveness

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: September 22, 2004

Device Name: ACUSON AcuNav 8F Ultrasound Catheter

Common Name: Intracardiac/Intravascular Ultrasound Catheter

Classification:

Regulatory Class: II
Review Category: Tier II

FR #Product Code

Diagnostic Intravascular Catheter 870.1200 74-DQO

Diagnostic Ultrasound Transducer 892.1570 90-VEX

Predicate Devices:

* K 1033650 (February 24, 2004), cleared as ACUSON AcuNav® 90/10 Diagnostic
Ultrasound Catheter.

*# K(992631 (November 8, 200 1), cleared as ACUSON AcuNav® Diagnostic
Ultrasound Catheter.

*#1(010950 (June 27, 2001), cleared as Cypress Ultrasound System with AcuNav
Diagnostic Ultrasound Catheter.

Section I I 5 10(k) Summary of Safety and Effectiveness Pg. 1 of 3



Siemens Medical Solutions USA, Inc. ACUSON AcuNav TM 9F Ultrasound Catheter

Ultrasound Division 51(

Device Description:

The AcuNav catheter is comprised of a single-use, disposable ultrasonic phased-

array imaging transducer and a catheter which is 8 Fr in diameter and 110 cm in

insertable length.

The device is capable of imaging at multiple frequencies and obtaining blood flow

data in multiple ultrasound modes. The distal portion of the catheter can be deflected in

four directions in two orthogonal planes: left-right (in a plane perpendicular to the image

plane) and anterior-posterior (in a plane coincident with the image plane). The range of

deflection is 1600 in each direction. The AcuNav catheter is comprised of three major

components: (1) the catheter itself; (2) the steering mechanism; and (3) the reusable

system cable.

The AcuNav 8F ultrasound catheter is substantially equivalent to our current product

that is already cleared for USA distribution under the following 5 10(k) PreMarket
Notification numbers:

* # K033650 (February 24, 2004), cleared as ACUSON AcuNav 90/10 Diagnostic
Ultrasound Catheter.

· # K992631 (November 8, 2001), cleared as ACUSON AcuNav Diagnostic
Ultrasound Catheter.

* #K010950 (June 27, 2001), cleared as Cypress Ultrasound System with AcuNav

Diagnostic Ultrasound Catheter.

The AcuNav 8F Ultrasound Catheter has been designed to conform to the following
product safety standards [as required by 21 CFR § 807.87()]:

* UL 60601-1, Safety Requirements for Medical Equipment

* EN 60601-1: 1990+A1 (1992) +A2 (1995)
* IEC 60601-2-37: 2001+AM1 (2004)
* CAN/CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment
* CISPR 11, Class A
* ISO 10555-1: 1995+AM1 (1999)
* EN 60601-1-2: 2001
* EN 55011:1991 (Radiated and Conducted Emissions) - Class A or B, Group 1

* EN 61000-3-2, edition 2.1 (Harmonic Current Emissions)

* EN 61000-3-3:1994, plus AMI (2001) (Voltage Fluctuations, Flicker Emissions)

* IEC 61000-4-2, edition 1.2 (ESD)
* IEC 61000-4-3, edition 2.1 (Radiated RF)
* IEC 61000-4-4:1995, plus AMl (2000) and AM 2 (2001) (EFTIBurst)

* IEC 61000-4-5, edition 1.1 (Surge)

Section I I 510(k) Summaty of Safety and Effectiveness Pg. 2 of 3
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Siemens Medical Solutions USA, Inc. ACUSON AcuNav'T M 8F Ultrasound Catheter

Ultrasound Division 510(k) Submission

* IEC 61000-4-6, edition 2.0 (Conducted RF Immunity)
* IEC 61000-4-8, edition 1.1 (PF Magnetic Fields)
* IEC 61000-4-11, edition 1.1 (Voltage Dips and Interruptions)
* AIUM/NEMA UD-2: 1998: Acoustic Output Measurement Standard for

Diagnostic Ultrasound
* AIUM/NEMA UD-3: 1998: Standard for Real Time Display of Thermal and

Mechanical Acoustic Output Indices on Diagnostic
Ultrasound Equipment

* IEC 1157: Declaration of Acoustic Power
* ISO 10993-1, 2003: Biological evaluation of medical devices - Part 1:

Evaluation and Testing

* ISO 10993-7, 1995: Biological evaluation of medical devices - Part 7: Ethylene
oxide sterilization residuals

* ISO 11135, 1994: Sterilization (Medical devices-Validation and routine
control of ethylene oxide sterilization)

* ISO 14971: Medical Devices - Application of Risk Management to Medical
Devices

* 93/42/EEC Medical Device Directive

Indications for Use:

The AcuNavTM Ultrasound Catheter is intended for intra-cardiac and intra-luminal

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

Technological Comparison to Predicate Device:

The AcuNav 8F Ultrasound Catheter is substantially equivalent in its technologies

and functionality to the AcuNav 90/10 Diagnostic Ultrasound Catheter that is already

cleared under 510(k) premarket notification numbers K033650 (Feb. 24, 2004), K992631

(Nov. 8, 2001), and K010950 (June 27, 2001).

Both, AcuNav 8F and AcuNav 90/10 catheters are ultrasound-tipped catheter devices

used directly within the vasculature and/or the heart for intravascular or intracardiac

ultrasound imaging, as well as for the measurement of blood flow.

Devices are specifically indicated for intra-cardiac and intra-luminal visualization of

cardiac and great vessel anatomy and physiology as well as visualization of other devices

in the heart.
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