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TRADITIONAL 510(K) ACCEPTANCE CHECKLIST 

ACCEPTANCE CHECKLIST FOR A TRADITIONAL 510(K) 
REQUIREMENTS YES N/A NO 

LOCATION / 
COMMENT 

A.   ADMINISTRATIVE 
1.  All content used to support the submission is written in English 

(including translations of test reports, literature articles, etc.) 
X   All content is written 

in English 
2.  Submission identifies the following (such as in CDRH Premarket 

Review Submission Cover Sheet (Form 3514) or 510(k) cover letter): 
X   Section 2, page 16 

Section 3, page 17 
2a.  Device trade name or proprietary name X   Section 3, page 17 

 
2b. Device common name X   Section 3, page 17 
2c.  Device class and panel or 

Classification regulation or 
Statement that device has not been classified with rationale for that 
conclusion 

X   Section 2, page 16 
Section 3, page 17 

3.  Submission contains Indications for Use Statement with Rx and/or 
OTC designated (see also 21 CFR 801.109). 

X   Section 4, page 19 

4.  Submission contains 510(k) Summary or 510(k) Statement 
Either a) or b) must be answered “Yes” to be considered complete. 

X   Section 5, page 21 
510(k) Summary 
Provided 4a.  Summary contains all elements per 21 CFR 807.92 

See also 510(k) Summary Checklist 
X   

4b. Statement contains all elements per 21 CFR 807.93  X  
5.  Submission contains Truthful and Accuracy Statement per 21 CFR 

807.87(k) 
X   Section 6, page 24 

6.  Submission contains Class III Summary and Certification 
See recommended content. Form should be signed by a responsible 
person of the firm, not a consultant. Select “N/A” only if submission 
is not a Class III 510(k)  

 X  Not a Class III  
510(k) , page 25 
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ACCEPTANCE CHECKLIST FOR A TRADITIONAL 510(K) 
REQUIREMENTS YES N/A NO 

LOCATION / 
COMMENT 

9a. If there were prior submissions, the submitter has identified where in 
the current submission any issues related to a determination of 
substantial equivalence outlined in prior communications are 
addressed. 

“N/A” if the submitter states there were no prior submissions in criterion 
above. 

 X  No prior submissions 
in criterion above 

B.  DEVICE DESCRIPTION 
10a. If there are requirements regarding the device description, such as 

special controls, in a device-specific regulation that are applicable to 
the device, the submission includes device description information 
to establish that the submitter has followed the device-specific 
requirement. 

Select “N/A” if there are no applicable requirements in a device specific 
regulation.  

 X  There are no 
applicable 
requirements in a 
device specific 
regulation. 
 

10b. If there is a device-specific guidance, other than a special controls 
guidance document, applicable to the device, the submission 
includes device description information to establish that the 
submitter has addressed the recommendations or otherwise has met 
the applicable statutory or regulatory criteria through an alternative 
approach. 

Select “N/A” if there is no applicable device-specific guidance. 

 X  There is no applicable 
device-specific 
guidance 

11.  Descriptive information is present and consistent within the 
submission (e.g., the device description section is consistent with 
the device description in the labeling), including: 

X   Section 11, page 33 

11a. A description of the principle of operation and mechanism of action 
for achieving the intended effect. 

X   Section 11, page 33 

11b. A description of proposed conditions of use, such as surgical 
technique for implants; anatomical location of use; user interface; 
how the device interacts with other devices; and/or how the device 
interacts with the patient. 

X   Section 11, page 33 

11c. A list and description of each device for which clearance is 
requested. 

Select “N/A” if there is only one device or model. “Device” may refer to 
models, part numbers, or various sizes, etc. 

 X  There is only one 
device or model 

12.  Submission contains representative engineering drawing(s), 
schematics, illustrations and/or figures of the device that are clear, 
legible, labeled, and include dimensions. 

X   Section 11, page 33 

13.  If device is intended to be marketed with multiple components, 
accessories, and/or as part of a system, 

Select “N/A” if the device is not intended to be marketed with multiple 
components, accessories, and/or as part of a system. 

 X  Device is not intended 
to be marketed with 
multiple 
components, 
accessories, and/or as 
part of a system 

13a. Submission includes a list of all components and accessories to be 
marketed with the subject device. 

 X  

13b. Submission includes a description (as detailed in item 11.a. and b. 
and 12 above) of each component or accessory. 

 X  

13c. A 510(k) number is provided for each component or accessory that 
received a prior 510(k) clearance. 

 X  

C.  SUBSTANTIAL EQUIVALENCE DISCUSSION 
14.  Submitter has identified a predicate(s) device X   Section 12 
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ACCEPTANCE CHECKLIST FOR A TRADITIONAL 510(K) 
REQUIREMENTS YES N/A NO 

LOCATION / 
COMMENT 

14a. Predicate’s 510(k) number, trade name, and model number (if 
applicable) provided. 

X   Section 12, page 35 

14b. The identified predicate(s) is consistent throughout the submission 
(i.e., the predicate(s) identified in the Substantial Equivalence 
section is the same as that listed in the 510(k) Summary (if 
applicable) and that used in comparative performance testing. 

X   Section 5, page 22  
Section 12, page 35 

15.  Submission includes a comparison of the following for the 
predicate(s) and subject device 

X   Section 12, page 36 

15a. Indications for use X   Section 12, page 36 
15b. Technology, including features, materials, and principles of 

operation 
X   Section 12, page 36  

16.  Submission includes an analysis of why any differences between the 
subject device and predicate(s) do not render the device NSE (e.g., 
does not constitute a new intended use; and any differences in 
technological characteristics are accompanied by information that 
demonstrates the device is as safe and effective as the predicate and 
do not raise different questions of safety and effectiveness than the 
predicate), affect safety or effectiveness, or raise different questions 
of safety and effectiveness (see section 513(i)(1)(A) of the FD&C 
Act and 21 CFR 807.87(f)) 

X   Section 12, page 35 

D.  PROPOSED LABELING 
17.  Submission includes proposed package labels and labeling (e.g., 

instructions for use, package insert, operator’s manual) that include 
a description of the device, its intended use, and the directions for 
use 

X   Section 13, page 48 

17a.  Indications for use are stated in labeling and are identical to 
Indications for Use form and 510(k) Summary (if 510(k) Summary 
provided) 

X   Section 13, page 48 

17b. Submission includes directions for use that 
- include statements of all conditions, purposes or uses for which the 

device is intended (e.g., hazards, warnings, precautions, 
contraindications) (21 CFR 801.5) 

 AND 
- Includes directions for layperson (see 21 CFR 801.5)  
OR 
submission states that device qualifies for exemption per 21 CFR 801 

Subpart D 

X   Section 13, page 48 
Section 3, page 18 

18.  If indicated for prescription use, labeling includes the prescription 
use statement (see 21 CFR 801.109(b)(1)) or “Rx only” symbol  

X   Section 13, page 48 

19.  General labeling provisions X   Section 13, page 48 
19a.  Labeling includes name and place of business of the manufacturer, 

packer, or distributor (21 CFR 801.1) 
X   Section 13, page 48 

19b. Labeling includes device common or usual name (21 CFR 801.61) 
Select “N/A” if device is for prescription use only. 

 X  Device is for 
prescription use only 
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ACCEPTANCE CHECKLIST FOR A TRADITIONAL 510(K) 
REQUIREMENTS YES N/A NO 

LOCATION / 
COMMENT 

21. If the device is an in vitro diagnostic device, provided labeling 
includes all applicable information required per 21 CFR 809.10.  

Select “N/A” if not an in vitro diagnostic device. 

 X  Not an in vitro 
diagnostic device 

E.  STERILIZATION 
Submission states that the device and/or accessories are: (one of the 

below must be checked) 
 Provided sterile 
 Provided non-sterile but sterilized by the end user 
 Non-sterile when used 
This information will determine whether and what type of additional 

information may be necessary for a substantial equivalence 
determination. 

X   Section 14, page 49 

22. Assessment of the need for sterilization information X   Section 14, page 49 
22a. Identification of device, and/or accessories, and/or components that 

are provided sterile. 
X   Section 14, page 49 

22b. Identification of device, and/or accessories, and/or components that 
are end user sterilized 

 X  Device is not end user 
sterilized 

22c. Identification of device, and/or accessories, and/or components that 
are reusable and cleaning/disinfection instructions are provided. 

 X  Device does not have 
reusable and cleaning/ 
disinfection 
instructions  

23. If the device, and/or accessory, and/or a component is provided 
sterile:  

Select “N/A” if no part of the device, accessories, or components is 
provided sterile, otherwise complete a-e below. 

X   Section 14, page 49 

23a. Sterilization method is stated for each component (including 
parameters such as dry time for steam sterilization, radiation dose, 
etc.) 

X   Section 14, page 49 
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ACCEPTANCE CHECKLIST FOR A TRADITIONAL 510(K) 
REQUIREMENTS YES N/A NO 

LOCATION / 
COMMENT 

23b. A description of method to validate the sterilization parameters 
(e.g., half-cycle method and full citation of FDA-recognized 
standard, including date) is provided for each proposed sterilization 
method.  

Note, the sterilization validation report is not required. 

X   Section 14, page 49 

23c. For devices sterilized using chemical sterilants such as ethylene 
oxide (EO) and hydrogen peroxide, submission states maximum 
levels of sterilant residuals remaining on the device and sterilant 
residual limits.  

Select “N/A” if not sterilized using chemical sterilants. 

X   Section 14, page 49 

23d. Submission includes description of packaging and packaging 
contents (e.g., if multiple devices are included within the same 
package, Tyvek packaging, etc.) 

X   Section 14, page 49 

23e. Sterility Assurance Level (SAL) stated X   Section 14, page 49 
24. If the device, and/or accessory, and/or a component is end user 

sterilized:  
Select “N/A” if no part of the device, accessories, or components are 

end user sterilized, otherwise complete a-d below. 

 X  No part of the device, 
accessories, or 
components are end 
user sterilized 

25a. If there are requirements regarding sterility, such as special 
controls, in a device-specific regulation that are applicable to the 
device, the submission includes sterility information to establish 
that the submitter has followed the device-specific requirement.  

Select “N/A” if there are no applicable requirements in a device-
specific regulation.  

 X  No applicable 
requirements in a 
device-specific 
regulation. 

25b.  If there is a device-specific guidance, other than a special controls 
guidance document, applicable to the device, the submission 
includes sterility information to establish that the submitter has 
addressed the recommendations or otherwise has met the applicable 
statutory or regulatory criteria through an alternative approach.  

Select “N/A” if there is no applicable device-specific guidance. 

 X  No applicable device-
specific guidance 

25c. If there is a special controls document applicable to the device, the 
submission includes sterility information to establish that the 
submitter has complied with the particular mitigation measures set 
forth in the special controls document or uses alternative mitigation 
measures but provides a rationale to demonstrate that those 
alternative measures identified by the firm will provide at least an 
equivalent assurance of safety and effectiveness.  

Select “N/A” if there is no applicable special controls document.  

 X  No applicable special 
controls document 

F.  SHELF LIFE 
26.  Proposed shelf life/ expiration date stated  X   Section 14, page 49 
27.  For sterile device, submission includes summary of methods used to 

establish that device sterility will remain substantially equivalent to 
that of the predicate through the proposed shelf life, or a rationale 
for why testing to establish shelf life is not applicable.  

X   Section 14, page 49 

28.  Submission includes summary of methods used to establish that 
device performance is not adversely affected by aging and therefore 
device performance will remain substantially equivalent to that of 
the predicate, or includes a rationale for why the storage conditions 
are not expected to affect device safety or effectiveness. 

X   Section 14, page 49 
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ACCEPTANCE CHECKLIST FOR A TRADITIONAL 510(K) 
REQUIREMENTS YES N/A NO 

LOCATION / 
COMMENT 

G.  BIOCOMPATIBILITY 
Submission states that there: (one of the below must be checked) 
 are 
 are not 
direct or indirect (e.g., through fluid infusion) patient-contacting 

components.  
This information will determine whether and what type of additional 

information may be necessary for a substantial equivalence 
determination.  

X   Section 11, page 34 

29.  Submission includes list of patient-contacting device components 
and associated materials of construction, including identification of 
color additives, if present 

X   Section 11, page 34 

30.  Submission identifies contact classification (e.g., surface-
contacting, less than 24 hour duration) 

X   Section 11, page 34 

31.  Biocompatibility assessment of patient-contacting components  
Submission includes:  
Test protocol (including identification and description of test article), 

methods, pass/fail criteria, and results provided for each completed 
test, OR  

a statement that biocompatibility testing is not needed with a rationale 
(e.g., materials and manufacturing/processing are identical to the 
predicate).  

X   Section 15, page 50 

H.  SOFTWARE 
Submission states that the device: (one of the below must be checked) 
 does 
 does not 
contain software/firmware.  
This information will determine whether and what type of additional 

information may be necessary for a substantial equivalence 
determination.  

If “does not” is selected, the software-related criterion is omitted from 
the checklist. If information regarding whether the device contains 
software is not provided, select “No.” 

X   Section 16, page 51 
The software-related 
criterion is omitted 
from the checklist 

I.  EMC AND ELECTRICAL SAFETY 
Submission states that the device: (one of the below must be checked) 
 does 
 does not 
require EMC and Electrical Safety evaluation. 

X   Section 17, page 52 

34.  Submission includes evaluation of electrical safety (e.g., per IEC 
60601- 1, or equivalent FDA-recognized standard, and if applicable, 
the device-specific standard),  

OR  
submission includes electrical safety evaluation using methods or 

standards that are not FDA-recognized and submission includes 
information to establish that the submitter has otherwise met the 
applicable statutory or regulatory criteria through this alternative 
approach (i.e., the submitter has identified alternate methods or 
standards with a rationale). 

Y   Section 17, page 52 
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ACCEPTANCE CHECKLIST FOR A TRADITIONAL 510(K) 
REQUIREMENTS YES N/A NO 

LOCATION / 
COMMENT 

35.  Submission includes evaluation of electromagnetic compatibility 
(e.g., per IEC 60601-1-2 or equivalent FDA-recognized standard 
and if applicable, the device-specific standard)  

OR  
submission includes electromagnetic compatibility evaluation using 

methods or standards that are not FDA-recognized and submission 
includes information to establish that the submitter has otherwise 
met the applicable statutory or regulatory criteria through this 
alternative approach (i.e., the submitter has identified alternate 
methods or standards with a rationale). 

X   Section 17, page 52 

J   PERFORMANCE DATA – GENERAL 
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1. MEDICAL DEVICE USER FEE COVER SHEET 

The Medical Device User Fee Cover Sheet is provided in Attachment 1. 
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2. CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 

The CDRH Premarket Review Submission Cover Sheet (FDA Form 3514) is provided 
in Attachment 2. 
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3. 510(K) COVER LETTER 

December 18, 2013 
 
Food and Drug Administration 
Office of Device Evaluation 
Document Mail Center - WO66-G609 
10903 New Hampshire Ave 
Silver Spring, MD 20993-0002 
 
RE: Traditional 510(k) for the ViewFlex Xtra ICE Catheter 
 
To Whom It May Concern: 
Irvine Biomedical, Inc., a St. Jude Medical Company, is submitting this Traditional 510(k) 
for the ViewFlex Xtra ICE Catheter. 
 
Trade Name of Device:   ViewFlex Xtra ICE Catheter 
Common Name:   ICE Catheter 
Classification Name:   Catheter, Ultrasound, Intravascular 
Device Classification:  II 
Product Code & Regulation: OBJ (870.1200)  
Device Panels:   Cardiovascular 

The purpose of this submission is to expand the indications for use of the currently cleared 
ViewFlex Xtra ICE Catheter (K121381, cleared on June 7, 2012).  The ViewFlex Xtra ICE 
Catheter is indicated to visualize cardiac structures and blood flow within the heart; this 
submission proposes to expand the indications for use to include visualization of other 
devices within the heart.  There are no previous FDA submissions or communications to 
expand the ViewFlex Xtra ICE Catheter indications for use. 

The ViewFlex Xtra ICE Catheter in this submission is substantially equivalent to the cleared 
ViewFlex Xtra ICE Catheter and the AcuNav Diagnostic Ultrasound Catheter (K071234, 
cleared June 29, 2007).  The proposed ViewFlex Xtra ICE Catheter is identical in materials, 
principles of operation and technological characteristics as the currently cleared ViewFlex 
Xtra ICE Catheter.  The differences between the ViewFlex Xtra ICE Catheter and the 
predicate devices do not raise new questions of safety or effectiveness. 

This premarket notification has been formatted in accordance with the FDA’s August 12, 
2005 guidance document titled Guidance for Industry and Staff: Format for Traditional and 
Abbreviated 510(k)s. 
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4. INDICATIONS FOR USE STATEMENT 

The indications for use statement is included on the following page. 
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Indications for Use 
510(k) Number (if known): 

 

Device Name: ViewFlex Xtra ICE Catheter 

 

Indications for Use: 

 

The ViewFlex Xtra ICE Catheter is indicated for use in adult and adolescent pediatric 
patients to visualize cardiac structures, blood flow and other devices within the heart. 

 

 

Prescription Use ___X___   AND/OR  Over-The-Counter Use _______ 

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

 

 

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

________________________________________________________________ 

 

Concurrence of CDRH, Office of Device Evaluation (ODE) 
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5. 510(K) SUMMARY 

The 510(k) Summary of the ViewFlex Xtra ICE Catheter, per 21 CFR 807.92, is 
provided on the following pages. 
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510(K) SUMMARY 
 

 
1.  Administrative Information 
 
Name:   Irvine Biomedical, Inc. 

a St. Jude Medical Company 
Address:  2375 Morse Avenue 

Irvine, CA  92614 
Phone:   949-769-5053 
Fax:   877-482-7739 
Contact Person:  Jennifer Correa 
   Regulatory Affairs Specialist II   
Date:   December 18, 2013 
 
2.  Device Information 
 
Trade Name of Device: ViewFlex Xtra ICE Catheter 
Common Name:  ICE Catheter 
Regulation Name:  870.1200, Diagnostic Intravascular Catheter 
Product Codes:  OBJ 
 
3.   Predicate Device Information 
 

1) ViewFlex Xtra ICE Catheter (Irvine Biomedical, Inc. a St. Jude Medical 
Company) – K121381 cleared June 7, 2012 

2)  AcuNav Diagnostic Ultrasound Catheter (Siemens Medical Solutions USA, Inc.) 
– K071234 cleared June 29, 2007 
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4.  Device Description 
 
The ViewFlex Xtra ICE Catheter is inserted into the heart via intravascular access.  The 
ViewFlex Xtra is a sterile, single use, temporary, intracardiac ultrasound catheter indicated 
for use in adult and adolescent pediatric patients.  The ViewFlex catheter shaft is a 9 French 
catheter constructed with radiopaque tubing with a useable length of 90 cm.  The shaft is 
compatible with a 10 French or larger introducer for insertion into the femoral or jugular 
veins.  The catheter tip is a 64-element linear phased array transducer housed in silicone.  
The distal portion of the shaft is deflectable in four directions allowing for left-to-right and 
anterior-to-posterior deflection.  The handle of the device has two deflection mechanisms 
that correspond with the movement of the distal shaft in the four planes of movement.  The 
ViewFlex Xtra is compatible with ViewMate II, ViewMate Z and Philips CX50 ultrasound 
consoles. 
 
5.  Intended Use 
 
The ViewFlex Xtra ICE Catheter is indicated for use in adult and adolescent pediatric 
patients to visualize cardiac structures, blood flow and other devices within the heart. 
 
6.  Technological Characteristics 
 
The design, technological characteristics and materials of the proposed ViewFlex Xtra ICE 
Catheter are identical to the predicate, cleared ViewFlex Xtra ICE Catheter.  There have been 
no device changes. 
 
7.  Summary of Non-clinical Testing 

 
8.  Substantial Equivalence Conclusion 
 
The proposed ViewFlex Xtra ICE Catheter in this submission is substantially equivalent to 
previously cleared St. Jude Medical’s ViewFlex Xtra ICE Catheter (K121381, June 7, 2012) 
and Siemen’s AcuNav Diagnostic Ultrasound Catheter (K071234, June 29, 2007).  
Differences between the devices do not raise issues of safety or effectiveness. 
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7. CLASS III SUMMARY AND CERTIFICATION 

The Class II Summary and Certification Section does not apply to this 510(k) 
submission because the ViewFlex Xtra ICE Catheter is a Class II device. 
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8. FINANCIAL DISCLOSURE 
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9. DECLARATIONS OF CONFORMITY AND SUMMARY REPORTS 

No changes were made to the device and there are no FDA recognized standards applied to 
the ViewFlex Xtra ICE Catheter as a result of the expanded indications for use.  
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10. EXECUTIVE SUMMARY 

10.1. DEVICE DESCRIPTION 

 Trade Name:   ViewFlex Xtra ICE Catheter 

 Common Name:  ICE Catheter 

 Classification Name:  Catheter, Ultrasound, Intravascular 

 Product Code:  OBJ 

CFR Section: 21 CFR 870.1200 

 
The ViewFlex Xtra ICE Catheter is inserted into the heart via intravascular access. The 
ViewFlex Xtra is a sterile, single use, temporary, intracardiac ultrasound catheter 
indicated for use in adult and adolescent pediatric patients.  The ViewFlex catheter 
shaft is a 9 French catheter constructed with radiopaque tubing with a useable length of 
90 cm.  The shaft is compatible with a 10 French or larger introducer for insertion into 
the femoral or jugular veins.  The catheter tip is a 64-element linear phased array 
transducer housed in silicone.  The distal portion of the shaft is deflectable in four 
directions allowing for left-to-right and anterior-to posterior deflection.  The handle of 
the device has two deflection mechanisms that correspond with the movement of the 
distal shaft in the four planes of movement.  The ViewFlex Xtra is compatible with 
ViewMate II, ViewMate Z and Philips CX50 ultrasound consoles. 

10.2. INDICATIONS FOR USE 

This 510(k) is intended to expand the current ViewFlex Xtra ICE Cather indications for 
use.  The proposed indications for use to include visualizing other devices is shown 
below (addition shown in italics).   
 

The ViewFlex Xtra ICE Catheter is indicated for use in adult and adolescent 
pediatric patients to visualize cardiac structures, blood flow and other devices 
within the heart.  
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10.3. PREDICATE DEVICE COMPARISON 

The proposed ViewFlex Xtra ICE Catheter presented in this 510(k) is substantially 
equivalent to the following devices: 

Table 10.1: Predicate Devices  
 Predicate 1 Predicate 2 

Device 
Name ViewFlex Xtra ICE Catheter AcuNav Diagnostic Ultrasound 

Catheter 

510(k) K121381 K071234 

Common 
Name ICE Catheter Diagnostic Ultrasound System  

Regulation 
Number 21 CFR 870.1200* 21 CFR 870.1200 

Regulation 
Name 

Diagnostic Intravascular 
Catheter* 

Diagnostic Intravascular 
Catheter 

Regulatory 
Class Class II Class II 

Product 
Code OBJ* OBJ 

 
*Note:  Multiple product codes were submitted for the ViewFlex Xtra ICE Catheter 
(Predicate 1) in 510(k) K121381.  To identify the device as a catheter, the regulation 
number, regulation name and product code for a catheter is listed.  
 
The proposed ViewFlex Xtra ICE Catheter is identical to the already cleared ViewFlex 
Xtra ICE Catheter (Predicate 1).  The proposed ViewFlex Xtra ICE Catheter has the 
same general indications for use and the same principles of operation as the AcuNav 
Diagnostic Ultrasound Catheter (Predicate 2). 
 
A comparison of the ViewFlex Xtra ICE Catheter to the legally marketed predicate 
devices is outlined in Table 10.2. 
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Table 10.2: Predicate Device Comparison 

Attribute 

Proposed 
Device Predicate 1 Predicate 2 

Discussion ViewFlex Xtra 
ICE Catheter 

(this 
submission) 

ViewFlex Xtra 
ICE Catheter 

(K121381) 

AcuNav Diagnostic 
Ultrasound 

Catheter 
(K071234) 

Indications 
 for Use 

The ViewFlex 
Xtra ICE 
Catheter is 
indicated for 
use in adult and 
adolescent 
pediatric 
patients to 
visualize 
cardiac, 
structures, 
blood flow and 
other devices 
within the 
heart. 

The ViewFlex 
Xtra ICE 
Catheter is 
indicated for use 
in adult and 
adolescent 
pediatric 
patients to 
visualize cardiac 
structures and 
blood flow 
within the heart. 

The Acuson 
AcuNav Diagnostic 
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 of adult and 
pediatric patients. 

Same as Predicate 2 
This 510(k) is to expand the 
indications for use of the 
ViewFlex Xtra ICE 
Catheter to include 
visualizing other devices 
within the heart.  The 
proposed ViewFlex Xtra 
ICE Catheter and the 
Predicate 2 (AcuNav 
Diagnostic Ultrasound 
Catheter) have substantially 
equivalent indications for 
use. Both of the devices are 
used for the visualizing 
heart anatomy and other 
devices within the heart.  

Transducer 
Type 

64 element 
phased array 

64 element 
phased array 

64 element phased 
array  

Same as Predicate 1 and 
Predicate 2  

Manufacturer 
of Compatible 
Consoles 

Zonare 
Philips 

Zonare 
Philips  

Siemens 
GE 
 

Same as Predicate 1  

Maximum 
Field of Depth 

18 cm 18 cm 15 cm Same as Predicate 1 

Steering Anterior / 
Posterior, 
Left/Right 

Anterior/Posteri
or, Left/Right 

Anterior/Posterior, 
Left/Right 

Same as Predicate 1 and 
Predicate 2 

Catheter 
Dimension 

9 F 9 F 8F, 10F  Same as Predicate 1 

Usable Length 90 cm 90 cm 90 cm  Same as Predicate 1 and 
Predicate 2  

Transducer 
Type 

64 element 
phased array 

64 element 
phased array 

64 element phased 
array  

Same as Predicate 1 and 
Predicate 2  
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The differences between the proposed ViewFlex Xtra ICE Catheter and the predicate 
devices do not raise new questions of safety or effectiveness.  The proposed ViewFlex 
Xtra ICE Catheter can be considered substantially equivalent to the listed predicate 
devices. 
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10.4. SUMMARY OF PERFORMANCE TESTING 
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11. DEVICE DESCRIPTION 

11.1. DEVICE CONSTRUCTION & COMPONENTS 

The device construction and components of the proposed ViewFlex Xtra ICE Catheter are 
identical to the cleared ViewFlex Xtra ICE Catheter.  The following description 
provides a summary of the ViewFlex Xtra ICE Catheter device construction and 
components. 
 
The ViewFlex Xtra ICE Catheter is a sterile, single use, temporary, intracardiac 
ultrasound catheter indicated for use in adult and adolescent pediatric patients.  An 
illustration of the ViewFlex ™ Xtra is provided in Figure 11.1.  The catheter is inserted 
into the heart via intravascular access.  The catheter shaft is a 9 French catheter 
constructed with radiopaque Pebax® tubing with a useable length of 90 cm.  The shaft 
is compatible with a 10 French or larger introducer for insertion into the femoral or 
jugular veins.  The catheter tip is a 64-element linear phased array transducer housed in 
silicone.  The distal portion of the shaft is deflectable in four directions allowing for 
left-to-right and anterior-to-posterior deflection with an angle of at least 120 degrees in 
each direction.  The handle of the device has two deflection mechanisms that 
correspond with the movement of the distal shaft in the four planes of movement.  The 
ViewFlex Xtra is compatible with ViewMate II, ViewMate Z and Philips CX50 
ultrasound consoles. 
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11.2.  PATIENT CONTACT MATERIALS  
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12. SUBSTANTIAL EQUIVALENCE DISCUSSION 

The proposed ViewFlex Xtra ICE Catheter is substantially equivalent to the ViewFlex 
Xtra ICE Catheter cleared June 7, 2012 (Predicate 1, K121381) and the AcuNav 
Diagnostic Ultrasound Catheter cleared June 29, 2007 (Predicate 2, K071234).   
 
The proposed ViewFlex Xtra ICE Catheter is identical in design, materials, 
technological characteristics and principles of operations as the ViewFlex Xtra ICE 
Catheter (Predicate 1).  The proposed ViewFlex Xtra ICE Catheter has the same 
general indications for use and the same principles of operation as the AcuNav 
Diagnostic Ultrasound Catheter (Predicate 2). 

 
Table 12.1 provides a comparison of the ViewFlex Xtra ICE device and the predicate 
devices to demonstrate similarities and differences.  Though there are some minor 
differences, none of these differences raise new questions in safety or effectiveness.
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Table 12.1: Comparison of the Proposed ViewFlex Xtra Catheter to the Predicate 
Devices 

Attribute 

Proposed 
Device Predicate 1 Predicate 2 

Discussion ViewFlex Xtra 
ICE Catheter 

(this 
submission) 

ViewFlex Xtra 
ICE Catheter 

(K121381) 

AcuNav Diagnostic 
Ultrasound 

Catheter 
(K071234) 

Indications 
 for Use 

The ViewFlex 
Xtra ICE 
Catheter is 
indicated for 
use in adult and 
adolescent 
pediatric 
patients to 
visualize 
cardiac, 
structures, 
blood flow and 
other devices 
within the 
heart. 

The ViewFlex 
Xtra ICE 
Catheter is 
indicated for use 
in adult and 
adolescent 
pediatric 
patients to 
visualize cardiac 
structures and 
blood flow 
within the heart. 

The Acuson 
AcuNav Diagnostic 
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 of adult and 
pediatric patients. 

Same as Predicate 2 
This 510(k) is to expand the 
indications for use of the 
ViewFlex Xtra ICE 
Catheter to include 
visualizing devices within 
the heart.  The proposed 
ViewFlex Xtra ICE 
Catheter and the Predicate 2 
(AcuNav Diagnostic 
Ultrasound Catheter) have 
substantially equivalent 
indications for use. Both of 
the devices are used for the 
visualizing heart anatomy 
and devices in the heart.  

Transducer 
Type 

64 element 
phased array 

64 element 
phased array 

64 element phased 
array  

Same as Predicate 1 and 
Predicate 2  

Manufacturer 
of Compatible 
Consoles 

Zonare 
Philips 

Zonare 
Philips  

Siemens 
GE 
 

Same as Predicate 1  

Maximum 
Field of Depth 

18 cm 18 cm 15 cm Same as Predicate 1 

Steering Anterior / 
Posterior, 
Left/Right 

Anterior/Posteri
or, Left/Right 

Anterior/Posterior, 
Left/Right 

Same as Predicate 1 and 
Predicate 2 

Catheter 
Dimension 

9 F 9 F 8F, 10F  Same as Predicate 1 

Usable 
Length 

90 cm 90 cm 90 cm  Same as Predicate 1 and 
Predicate 2  

Transducer 
Type 

64 element 
phased array 

64 element 
phased array 

64 element  
phased array  

Same as Predicate 1 and 
Predicate 2  

Page 36 of 77



 ViewFlex™ Xtra ICE Catheter                                        

Premarket Notification 510(k)  

 

Confidential   

 

12.1. SIMILARITY WITH PREDICATE DEVICES 

The similarities of the proposed ViewFlex Xtra ICE Catheter, the cleared ViewFlex 
Xtra ICE Catheter (Predicate 1) and the AcuNav Diagnostic Ultrasound Catheter 
(Predicate 2), are summarized within this section.  

12.1.1. INTENDED USE 

The currently cleared ViewFlex Xtra ICE Catheter indications for use is being 
expanded in this 510(k) to include visualizing other devices.  The proposed 
ViewFlex Xtra ICE Catheter and the AcuNav Diagnostic Ultrasound Catheter have 
similar indications for use.  Both of the devices are indicated for visualizing the 
anatomy and structure of the heart, and other devices within the heart.  The 
proposed ViewFlex Xtra ICE Catheter indications for use is within the scope of the 
AcuNav Diagnostic Ultrasound Catheter indications for use.  
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12.1.2. PRODUCT DESIGN 

The design and materials of the proposed ViewFlex Xtra ICE Catheter are identical 
to the cleared ViewFlex Xtra ICE Catheter (Predicate 1).  There are no design 
changes to the device. 

12.1.3. STERILITY 

The sterility characteristics of the proposed ViewFlex Xtra ICE Catheter are 
identical to the cleared ViewFlex Xtra ICE Catheter (Predicate 1).  There are no 
changes to the sterility of the device. 

12.2. DIFFERENCES WITH THE PREDICATE DEVICES 
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12.3. CONCLUSION  

 
The differences between the proposed ViewFlex Xtra ICE Catheter and its predicate 
devices do not raise new questions of safety or effectiveness.   
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13. PROPOSED LABELING 

13.1. EXPANDED INDICATIONS FOR USE 
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14. STERILIZATION AND SHELF LIFE 

14.1. METHOD OF STERILIZATION AND STERILIZATION VALIDATION 

14.2. SHELF LIFE AND PACKAGING 
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15. BIOCOMPATIBILITY 

15.1. BIOCOMPATIBILITY  
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16.  SOFTWARE 

The Software Section of the 510(k) does not apply as the ViewFlex Xtra ICE Catheter 
does not contain or use any software. 
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17. ELECTROMAGNETIC COMPATIBILITY AND ELECTRICAL 
SAFETY 
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18. PERFORMANCE TESTING -  
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19. PERFORMANCE TESTING –  
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20. PERFORMANCE TESTING –  
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21.  CONCLUSION 

 
The differences between the proposed device and its predicate devices do not raise new 
questions of safety or effectiveness.  Therefore, the proposed ViewFlex Xtra ICE 
Catheter is substantially equivalent to the predicate devices.    
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Form Approved  OMB No. 0910-0511 Expiration Date  April 30, 2016. See Instructions for OMB Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 
 MEDICAL DEVICE USER FEE COVER SHEET 

  PAYMENT IDENTIFICATION NUMBER:     
 Write the Payment Identification number on your check.

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or 
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at: 
http://www.fda.gov/oc/mdufma/coversheet.html

1.  COMPANY NAME AND ADDRESS (include name, street 
address, city state, country, and post office code)

IRVINE BIOMEDICAL INC
2375 MORSE AVE
IRVINE
Orange 
CA 92614
US

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)
*****9722

2.  CONTACT NAME
Kellie Stefaniak

2.1 E-MAIL ADDRESS
kstefaniak@sjm.com

2.2 TELEPHONE NUMBER (include Area code)
949-769-5059

2.3 FACSIMILE (FAX) NUMBER (Include Area code)
855-902-0875

3.  TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application 
descriptions at the following web site: 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm345263.htm 
Select an application type: 3.1 Select a center 
 [X] Premarket notification(510(k)); except for third party [X] CDRH
 [ ] 513(g) Request for Information [ ] CBER
 [ ] Biologics License Application (BLA) 3.2  Select one of the types below
 [ ] Premarket Approval Application (PMA) [X] Original Application
 [ ] Modular PMA Supplement Types:
 [ ] Product Development Protocol (PDP) [ ] Efficacy (BLA)
 [ ] Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PDP)
 [ ] 30-Day Notice [ ] Real-Time (PMA, PMR, PDP)

[ ] 180-day (PMA, PMR, PDP)

4.  ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status) 
 [ ] YES, I meet the small business criteria and have submitted the required 
qualifying documents to FDA

 [X] NO, I am not a small business

 4.1   If Yes, please enter your Small Business Decision Number:  

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE 
THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA? 
 [X] YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within 
30 days of FDA's approval/clearance of this device.) 
 [ ] NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/ucm053165.htm for 
additional information) 

6.  IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE 
APPLICABLE EXCEPTION. 
 [ ] This application is the first PMA submitted by a qualified small business, 
including any affiliates

 [ ] The sole purpose of the application is to support 
conditions of use for a pediatric population

 [ ] This biologics application is submitted under section 351 of the Public 
Health Service Act for a product licensed for further manufacturing use only

 [ ] The application is submitted by a state or federal 
government entity for a device that is not to be distributed 
commercially

7.  IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A 
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is 
subject to the fee that applies for an original premarket approval application (PMA).
 [ ] YES [X] NO

PAPERWORK REDUCTION ACT STATEMENT 
Public reporting burden for this collection of information is estimated to average 18 minutes per response, including the time for reviewing 
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of 
information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for 
reducing this burden, to the address below. 

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 1350 Piccard Drive, 4th 
Floor Rockville, MD 20850 
[Please do NOT return this form to the above address, except as it pertains to comments on the burden estimate.] 

8.  USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
   18-Nov-2013

Form FDA 3601 (01/2007)

"Close Window" Print Cover sheet

Page 1 of 1Site: null
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ATTACHMENT 2: CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 
(FDA FORM 3514) 
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Page 1 of 5 Pages

Supplement

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval 
OMB No. 0910-0120 
Expiration Date: December 31, 2013 
See PRA Statement on page 5.

Date of Submission

(If Yes, please complete Section I, Page 5)

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City

Contact Name

Contact E-mail Address

Company / Institution Name

Contact Title

ZIP/Postal CodeState / Province

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City

Contact Name

Contact E-mail Address

Evaluation of Automatic 
Class III Designation 

(De Novo)

APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

FORM FDA 3514 (1/13)

PMA PMA & HDE Supplement

Establishment Registration Number (if known)

Original Submission

PDP 510(k)

Other SubmissionHumanitarian Device 
Exemption (HDE)

Amendment

Class II Exemption Petition

Original Submission
Additional Information

Original Submission Original Submission

Additional Information
Original Submission

Amendment

No

Supplement

SUBMITTER, APPLICANT OR SPONSOR

IDE

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION

Report Amendment

TYPE OF SUBMISSION

State / Province ZIP Code Country

Country

Additional Information

Other 
(describe submission):

Contact Title

FDA Submission Document Number (if known)User Fee Payment ID Number

513(g)

Notice of Completion
Amendment to PDP

Original PDPRegular (180 day)
Special
Panel Track (PMA Only)
30-day Supplement
30-day Notice
135-day Supplement
Real-time Review

Abbreviated (Complete 
section I, Page 5)

Special
Traditional

Original Submission:

Modular Submission

Other

Amendment
Report
Report Amendment

Premarket Report

Licensing Agreement Third Party

Amendment to PMA & 
HDE Supplement

Company / Institution Name

Have you used or cited Standards in your submission?

Report

Yes

12/18/2013

Irvine Biomedical, Inc. a St. Jude Medical Company 2030404

Cardiovascular and Ablation Technologies Division 949-769-5053

2375 Morse Avenue 877-482-7739

Irvine CA 92614 USA

Jennifer Correa

Regulatory Affairs Specialist II jcorrea05@sjm.com

SECTION A 

SECTION C

SECTION B

PSC Publishing Services (301) 443-6740          EF

Request for Feedback

Informational Meeting

Study Risk Determination

Pre-Submission

Day 100 Meeting
Agreement Meeting
Determination Meeting

Submision Issue Meeting

Other (specify):
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Additional or Expanded Indications

Request for Applicant Hold

Withdrawal

Post-approval Study Protocol

Request to Remove or Add Manufacturing Site

Request for Extension

Request for Removal of Applicant Hold

New Device

Manufacturing Packaging
Sterilization

Other (specify below)

Post-approval Study

Packager

Process change:

Response to FDA correspondence: Change of Applicant Address

Location change:

Sterilizer
Manufacturer

New Indication

Request Hearing

Other Reason (specify):

Adverse Reaction
Device Defect
Amendment

Change in design, component, or 
 specification:

Report Submission:
Annual or Periodic

Color Additive
Material

Software / Hardware

Change in Ownership
Change in Correspondent

Specifications
Other (specify below)

Labeling change:
Indications

Performance Characteristics
Instructions

Shelf Life
Trade Name
Other (specify below)

Other Reason (specify):

Change in TechnologyNew Device

REASON FOR APPLICATION - PMA, PDP, OR HDE

REASON FOR SUBMISSION - 510(k)

FORM FDA 3514 (1/13)

REASON FOR APPLICATION - IDE

New Device

Expansion / Extension of Study
IRB Certification

Addition of Institution

Termination of Study
Withdrawal of Application

Continued Access

Unanticipated Adverse Effect

Compassionate Use Request
Treatment IDE

Notification of Emergency Use

Change in:

Design / Device
Informed Consent

Correspondent / Applicant

Manufacturer

Protocol - Feasibility
Protocol - Other

Manufacturing Process

Response to FDA Letter Concerning:

Sponsor

Deemed Approved
Deficient Final Report

Conditional Approval

Site Waiver Report

Current Investigator
Annual Progress Report

Report submission:

Deficient Progress Report

Disapproval
Request Extension of 
Time to Respond to FDA

Deficient Investigator Report

Request Meeting

Final

Other Reason (specify):

Additional or Expanded Indications

SECTION D1 

SECTION D3 

SECTION D2 
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Trade or Proprietary or Model Name510(k) Number

Product codes of devices to which substantial equivalence is claimed

5

Manufacturer

Information on devices to which substantial equivalence is claimed (if known)

1

PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

2

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification name

Trade or Proprietary or Model Name for This Device

3

Model Number

3

FDA document numbers of all prior related submissions (regardless of outcome)

8

2

9

3

10

Data Included in Submission
Laboratory Testing Animal Trials Human Trials

Device ClassProduct Code C.F.R. Section (if applicable)

Classification Panel

Indications (from labeling)

Class I Class II

Class III Unclassified

Summary of, or statement concerning, 
safety and effectiveness information

510 (k) summary attached
510 (k) statement

ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

FORM FDA 3514 (1/13)

7

3

4

8

4

2

3

6

2

7

1

11

5

12

6

3

1 1

4

5

6

4

5

6

2

3

1

4

5

6

4

1

2

5

4

1

2

5

OBJ

K121381 ViewFlex Xtra ICE Catheter Irvine Biomedical, Inc. a St. Jude Medical 
Company

K071234 AcuNav Diagnostic Ultrasound Catheter Siemens Medical Solutions USA, Inc.

ICE Catheter

ViewFlex Xtra ICE Catheter D087031

K121381

OBJ 870.1200

Cardiovascular

The ViewFlex Xtra ICE Catheter is indicated for use in adult and adolescent pediatric patients to visualize cardiac structures, blood flow and other devices within the 
heart.

SECTION F 

SECTION G 

SECTION E
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January 24, 2014 
 
 
 
U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center - WO66-G609 
10903 New Hampshire Ave 
Silver Spring, MD 20993-0002 
 
RE: K133853  

 
ViewFlex Xtra ICE Catheter 

 
To Whom It May Concern: 

 

St. Jude Medical 
2375 Morse Ave. 
Irvine, CA  92614 USA 
Tel   949 769 5000 
Fax  949 769 5144 
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11. DEVICE DESCRIPTION 

11.1. DEVICE CONSTRUCTION & COMPONENTS 

The device construction and components of the proposed ViewFlex Xtra ICE Catheter are 
identical to the cleared ViewFlex Xtra ICE Catheter.  The following description 
provides a summary of the ViewFlex Xtra ICE Catheter device construction and 
components. 
 
The ViewFlex Xtra ICE Catheter is a sterile, single use, temporary, intracardiac 
ultrasound catheter indicated for use in adult and adolescent pediatric patients.  An 
illustration of the ViewFlex ™ Xtra is provided in Figure 11.1.  The catheter is inserted 
into the heart via intravascular access.  The catheter shaft is a 9 French catheter 
constructed with radiopaque Pebax® tubing with a useable length of 90 cm.  The shaft 
is compatible with a 10 French or larger introducer for insertion into the femoral or 
jugular veins.  The catheter tip is a 64-element linear phased array transducer housed in 
silicone.  The distal portion of the shaft is deflectable in four directions allowing for 
left-to-right and anterior-to-posterior deflection with an angle of at least 120 degrees in 
each direction.  The handle of the device has two deflection mechanisms that 
correspond with the movement of the distal shaft in the four planes of movement.   
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11.2.  DEVICE ACCESSORIES 

The ViewFlex Xtra is compatible with ViewMate II, ViewMate Z and Philips CX50 
ultrasound consoles.  The ViewFlex Xtra ICE Catheter is connected to a compatible 
ultrasound console via the appropriate Catheter Interface Module (CIM).  The 
ViewFlex Xtra ICE Catheter compatible ultrasound consoles and CIMs are described 
below: 

 
ViewMate II 
The ViewMate II console is cleared under K062247as the HD11 Diagnostic 
Ultrasound System (510(k) submitted by Philips).  The ViewMate II and HD11 
are identical.  St. Jude Medical distributes the device as the ViewMate II with 
no changes made to the product design, manufacturing or labeling.  The 
compatible ViewFlex CIM (model 100038191) is a Class I device and is 510(k) 
exempt.    

 
ViewMate Z 
The ViewMate Z console is cleared under K101091 as the Z.one Ultra 
Ultrasound System (510(k) submitted by Zonare Medical Systems Inc.).  St. 
Jude medical distributes the device as the ViewMate Z with no changes made to 
the product design, manufacturing or labeling. The compatible ViewFlex CIM 
(model 100043720) is a Class I device and is 510(k) exempt.    

 
Philips CX50 
The Philips CX50 console is cleared under K123754 (510(k) submitted by 
Philips Ultrasound, Inc.).  The Philips CX50 clearance included the ViewFlex 
Xtra ICE Catheter (transducer model listed in the clearance letter).  The 
compatible ViewFlex CIM (model H700296) is a Class I device and is 510(k) 
exempt.    
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11.3. PATIENT CONTACT MATERIALS  
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16.  SOFTWARE 

The Software Section of the 510(k) does not apply as the ViewFlex Xtra ICE Catheter 
does not contain or use any software. 
 

Page 6 of 425

(b)(4)



 ViewFlex™ Xtra ICE Catheter                                        

Premarket Notification 510(k)  

 

Confidential   

18. PERFORMANCE TESTING  
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