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ITEM COMMENTS 
   
1. Device trade or proprietary name See 510(k) notice sections 2 

and 5 
   
2. Device common or usual name or classification 

name 
See 510(k) notice sections 2 
and 5 

   
3. Establishment registration number (only applies 

if establishment is registered) 
Not Applicable 

   
4. Class into which the device is classified See 510(k) notice sections 2 

and 5 
   
5. Classification Panel See 510(k) notice sections 2 

and 5 
   
6. Action taken to comply with section 514 of the 

Act 
Not Applicable 

   
7. Proposed labels, labeling and advertisements (if 

available) that describe the device, its intended 
use, and directions for use 

See 510(k) notice section 13 

   
8. A 510(k) Summary or Statement  See 510(k) notice section 5 
   
9. For class III devices only, a class III 

certification and a class III summary 
Not Applicable 

   
10. Photographs of the device See 510(k) notice section 11  
   
11. Engineering drawings for the device with 

dimensions and tolerances 
Not Applicable 

   
12. The marketed device(s) to which equivalence is 

claimed including labeling and description of 
the device 

See 510(k) notice sections 2, 5, 
10, and 12 
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ITEM COMMENTS 
13. Statement of similarities and/or differences 

with marketed devices 
See 510(k) notice section 10 
and 12 

   
14. Data to show consequences and effects of a 

modified device 
Not Applicable 

   
15. Submitter’s name and address See 510(k) notice section 2 and 

5 
   
16. Contact person, telephone number and fax 

number 
See 510(k) sections 2 and 5 

   
17. Representative/Consultant if applicable See 510(k) notice section 2  
   
18. Table of Contents with pagination See 510(k) notice, page i 
   
19. Address of manufacturing facility/facilities and, 

if appropriate, sterilization site(s) 
See 510(k) notice section 2  

   
20. Comparison table of the new device to the 

marketed device(s) 
See 510(k) notice section 10 

   
21. Action taken to comply with voluntary 

standards  
See 510(k) notice section 2  

   
22. Performance data See 510(k) notice sections 18, 

19, and 20 
   
23. Sterilization information Not Applicable 
   
24. Software information  See 510(k) notice section 16  
   
25. Hardware information See 510(k) notice section 11 
   
26. Is this device subject to issues that have been 

addressed in specific guidance documents(s)? 
Not Applicable 

   
27. Statement of Indications for Use See 510(k) notice section 4 
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28. Truthful and Accurate Statement See 510(k) notice section 6 
   
29. Other (specify)  None 
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1. MEDICAL DEVICE USER FEE COVER SHEET (FORM FDA 
3601) 

The MDUFMA Medical Device User Fee Cover Sheet is attached to this section.  
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ATTACHMENTS TO SECTION 1 
 
 
1-1 MDUFMA Medical Device User Fee Cover Sheet
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2. CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 

The CDRH Premarket Review Submission Cover Sheet is attached to this section 
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ATTACHMENTS TO SECTION 2 
 
 
2-1 CDRH Premarket Review Submission Cover Sheet 
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3. 510(K) COVER LETTER 

The 510(K) Cover Letter is attached to this section  
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ATTACHMENTS TO SECTION 3 
 
 
3-1 510(K) Cover Letter 
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4. INDICATIONS FOR USE STATEMENT 

The next page contains an indication for use statement, written on a separate sheet of 
paper according to recommended format in the FDA guidance 
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INDICATIONS FOR USE 

 

510(k) Number (if known): ___________ 

Device Name:    Guided Medical Positioning System (gMPS™)   

Indications for Use: 

   

The Guided Medical Positioning System (gMPS™) is intended for the evaluation of 
vascular and cardiac anatomy.  It is intended to enable real time tip positioning and 
navigation of a gMPS™ enabled (equipped with a gMPS™ sensor) diagnostic or 
therapeutic invasive device used in vascular or cardiac interventions in the Cath Lab 
environment, on both live fluoroscopy or recorded background.  The System is 
indicated for use as an adjunct to fluoroscopy. 

 

  

 

 

 

 

  

Prescription Use __√_____ 
(Part 21 CFR 801 Subpart D)  AND/OR Over-The-Counter Use _______

(21 CFR 801 Subpart C)            

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

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

A 510(k) Summary is attached to this section. This summary is being submitted in 
accordance with the requirements of the Safe Medical Devices Act of 1990. This 510(k) 
Summary meets the requirements identified in 21 CFR 807.92 
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ATTACHMENTS TO SECTION 5 
 

 
5-1 510(K) Summary 
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510(K) SUMMARY 
 
 

510(K) Number K____________ 
 
 

5.1 Applicant’s Name:    
MediGuide Ltd. 
Advanced Technology Center, POB 15003, Haifa, Israel  
Tel: +972-4-8137000 
Fax: +972-4-8550412 

 
5.2 Contact Person:     

Jonathan S. Kahan, Esq. 
Hogan & Hartson, L.L.P. 
Columbia Square 
555 Thirteenth Street, NW 
Washington, DC 20004-1109 
Tel: (202) 637-5794 
Fax: (202) 637-5910 
Mail: JSKahan@hhlaw.com  

 
And/Or 

 
Merav Yarmus, Ph.D. 
BioMedical Strategy (2004) Ltd. 
7  Jabotinsky Street. 
Ramat Gan 52520, Israel 
Tel:  +972-3- 6123281 
Fax:  +972-3-6123282 
Mail: merav@ebms.co.il 

 

5.3 Date Prepared: 
June, 2009 

 

5.4 Trade Name:   

Guided Medical Positioning System (gMPS™)  
 

5.5 Classification Name:   
Programmable diagnostic computer 
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5.6 Product Code: 

DQK 

5.7 Device Class: 

II 

5.8 Regulation Number:  

870.1425  

5.9 Panel: 

Cardiovascular 

5.10 Predicate Devices:  

• The IC-PRO System, model version 3.2 [Paieon, Inc.] cleared under 
K083745.  

 
• CARTO XP EP Navigation System, Version 9 [Biosense Webster, Inc.] 

cleared under K070240; hereinafter: CARTO System. 
 

• Niobe Magnetic Navigation System w/Navigant Navigation Workstation 
[Stereotaxis Inc.] cleared under K060967; hereinafter: Niobe System. 

5.11 Intended Use / Indication for Use: 

The Guided Medical Positioning System (gMPS™) is intended for the evaluation of 
vascular and cardiac anatomy.  It is intended to enable real time tip positioning and 
navigation of a gMPS™ enabled (equipped with a gMPS™ sensor) diagnostic or 
therapeutic invasive device used in vascular or cardiac interventions in the Cath Lab 
environment, on both live fluoroscopy or recorded background.  The System is 
indicated for use as an adjunct to fluoroscopy. 

5.12 Device Description: 

The gMPS™, used in conjunction with an X-ray System, employs magnetic 
positioning technology to track a gMPS™ enabled diagnostic or therapeutic invasive 
device for the 3D position relative to any X-ray image, in real-time or previously 
recorded cine-loop.  
 
The gMPS™ system is intended to provide the following:  

Catheter tip positioning and navigation - The real time position of the gMPS™ 
sensor (and thus of the gMPS™ enabled device) is displayed in real time ("Live") 
fluoroscopy mode or in a recorded mode.  
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Smart trace (foreshortening indication) - A 3D trace of the gMPS™ enabled device 
trajectory is projected and superimposed on the 2D X-ray images (either on live 
fluoroscopy, recorded cine-loop or recorded still image).  

3D reconstructed model – The system reconstructs a 3D model of the inspected 
anatomical structure.   

Quantitative longitudinal measurements – The measurements are based on the 3D 
trace, thus overcoming length measurement errors induced by the foreshortening 
effect. 

Quantitative Coronary Angiography (QCA) - While working in conjunction with 
gMPS™ enabled coronary device, the gMPS™ provides 3D QCA. 

Virtual landmarking - A manually marked point or region of interest superimposed on 
X-ray images (real-time angiography and cine-loop) and on the 3D reconstruction.  

5.13 Substantial Equivalence: 
The intended use and indications for use of the gMPS™ are similar to or encompassed 
within the intended use and indications for use of its predicate devices. In addition, the 
gMPS™ has substantially similar technological characteristics, as well as principles of 
operation, as its predicate devices. Specifically, the gMPS™ and its predicates use 
magnetic technology for navigating invasive devices through tissue. 
 
Performance testing was conducted in order to demonstrate the performance and 
accuracy of the gMPS™ and to verify that it does not raise any new safety and 
effectiveness issues in comparison to its predicate devices.   

 
Tests results indicated that the gMPS™ is as safe and effective as its predicate 
devices for its intended use and is substantially equivalent to its predicate devices 
without raising any new safety and/or effectiveness issues 
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6. TRUTHFUL AND ACCURACY STATEMENT 

 
A truthful and accuracy statement is attached to this section 
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ATTACHMENTS TO SECTION 6 
 

 
Truthful and Accuracy Statement 
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7. CLASS III SUMMARY AND CERIFICATION  

This section does not apply. 
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8. FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT 

In accordance with 21 CFR 807.87(i), FORM FDA 3454, Certification: Financial 
Interests and Arrangements of Clinical Investigators, is attached to this section 
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ATTACHMENTS TO SECTION 8 
 
 
8-1 Certification: Financial Interests and Arrangements of Clinical Investigators 

(Form 3454) 
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9. DECLARATIONS OF CONFORMITY AND SUMMAY REPORTS 
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ATTACHMENTS TO SECTION 9 
 
 
9-1   Standards Data Form (Form 3654) for gMPS™. 
 
9-2   FDA Form #3674 for gMPS™. 
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10 

FORM FDA 3654 (9/07) Page 1 PSC Graphics  (301) 443- 1090   EF

 

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(K)S 
(To be filled in by applicant) 

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references 
a national or international standard. A separate report is required for each standard referenced in the 510(k). 

TYPE OF 510(K) SUBMISSION 

  Traditional  Special  Abbreviated 
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Form Approved: OMB No. 0910-0120; Expiration Date: xx/xx/xx 
 
 
 
 
D DD 
H HHH HH HHH HHH HH DF G 
 

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(K)S 
(To be filled in by applicant) 

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references 
a national or international standard. A separate report is required for each standard referenced in the 510(k). 
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FORM FDA 3654 (9/07) Page 1 PSC Graphics  (301) 443- 1090   EF
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Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(K)S 
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10.  EXECUTIVE SUMMARY  

10.1 Device Description 

10.1.1 Intended Use 
The Guided Medical Positioning System (gMPS™) is intended for the evaluation of 
vascular and cardiac anatomy.  It is intended to enable real time tip positioning and 
navigation of a gMPS™ enabled (equipped with a gMPS™ sensor) diagnostic or 
therapeutic invasive device used in vascular or cardiac interventions in the Cath Lab 
environment, on both live fluoroscopy or recorded background.  The System is indicated 
for use as an adjunct to fluoroscopy. 

10.1.2 Technology and Principles of Operation 
The gMPS™, used in conjunction with an X-ray System, employs magnetic positioning 
technology to track a gMPS™ enabled diagnostic or therapeutic invasive device such as 
the GMC™ catheter. (The GMC™ is the subject of a parallel 510(k) notice). The 
gMPS™ system provides the gMPS™ enabled device’s 3D position relative to any X-ray 
image, in real-time or previously recorded cine-loop.  
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Principles of Operation 

gMPS 510(k) submission page 000053 of 001112

(b) (4)

(b) (4)





 10-6

Technological Characteristics 

gMPS 510(k) submission page 000055 of 001112

(b) (4)

(b) (4)
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10.3  Summary of Performance Testing 
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(b) (4)

(b) (4)
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gMPS™ Component Tests  
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(b) (4)

(b) (4)
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Static System Tests  
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(b) (4)

(b) (4)
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Overall System Performance Tests  
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(b) (4)

(b) (4)
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General System Tests 
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(b) (4)
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10.3.2  Testing 

gMPS 510(k) submission page 000062 of 001112

(b)(4)Trade Secret Process-Testing

(b)
(4)T d  

 
(b)(4)Trade Secret Process-Testing
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10.3.4 Software Validation 
 

gMPS 510(k) submission page 000065 of 001112

(b)(4)Trade Secret Process-Testing

(b) (4)
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10.3.5 Electrical safety and electromagnetic compatibility 

10.3.6 Risk analysis 
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(b) (4)

(b) (4)

(b) (4)
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ATTACHMENTS TO SECTION 10 
 
 
10-1 Device Comparison Table 
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11. DEVICE DESCRIPTION 
 

gMPS 510(k) submission page 000074 of 001112

(b)(4)Trade Secret Process-Product Specs



 11-2
gMPS 510(k) submission page 000075 of 001112

(b)(4)Trade Secret Process-Product Specs



 11-3
gMPS 510(k) submission page 000076 of 001112

(b)(4)Trade Secret Process-Product Specs



 11-4

11.2 Device Description 

11.2.1 Intended Use/Indications for Use 
 
The Guided Medical Positioning System (gMPS™) is intended for the evaluation of 
vascular and cardiac anatomy.  It is intended to enable real time tip positioning and 
navigation of a gMPS™ enabled (equipped with a gMPS™ sensor) diagnostic or 
therapeutic invasive device used in vascular or cardiac interventions in the Cath Lab 
environment, on both live fluoroscopy or recorded background.  The System is indicated 
for use as an adjunct to fluoroscopy.    

11.2.2 Technological Characteristics  

gMPS 510(k) submission page 000077 of 001112
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11.2.3 System Configuration 

11.2.3.1 gMPS™ Hardware Components 

gMPS 510(k) submission page 000084 of 001112
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(b)(4)Trade Secret Process-Product Specs
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11.2.3.3 gMPS™ Software (SW) Components 
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11.3  Principles and Mode of Operation 
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11.3.2 Mode of Operation 
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11.4 Device Compatibility and Software Modifications 
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11.5 Specifications 
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12. SUBSTANTIAL EQUIVALENCE DISCUSSION 

12.1 Predicate Devices 
MediGuide is relying on the combination of the following predicate devices for the 
gMPS™ substantial equivalence discussion: 
 
• The IC-PRO System, model version 3.2 [Paieon, Inc.] cleared under K083745 

(Angiographic x-ray system, Class II-IZI); hereinafter: IC-PRO System.  
 
• CARTO XP EP Navigation System, Version 9 [Biosense Webster, Inc.] cleared under 

K070240 (Programmable diagnostic computer, Class II-DQK); hereinafter: CARTO 
System. 

 
• Niobe Magnetic Navigation System w/Navigant Navigation Workstation [Stereotaxis 

Inc.] cleared under K060967 (Steerable catheter control system, Class II-NDQ); 
hereinafter: Niobe System. 

 

12.2 Comparison Table 
A substantial equivalence table, which summarizes the similarities and differences 
between the gMPS™ System and its predicate devices, is attached to Section 10 
(Executive Summary) of this submission. 
 

12.3 Substantial Equivalence Discussion 
The rationale for claiming substantial equivalence is discussed below, divided into the 
following sections: Intended Use/Indications for Use, Technological Characteristics, 
Performance Specifications and Summary/Conclusion.  

12.3.1 Intended Use/Indications for Use 
Following is the proposed intended use of the gMPS™ System: 
 

The Guided Medical Positioning System (gMPS™) is intended for the evaluation 
of vascular and cardiac anatomy.  It is intended to enable real time tip positioning 
and navigation of a gMPS™ enabled (equipped with a gMPS™ sensor) diagnostic 
or therapeutic invasive device used in vascular or cardiac interventions in the 
Cath Lab environment, on both live fluoroscopy or recorded background.  The 
System is indicated for use as an adjunct to fluoroscopy.    
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System Hardware 

System Software 
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Conclusion:  Technological Characteristics and Principles of Operation 
 

12.3.3 Performance Specifications 
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ATTACHMENTS TO SECTION 12 
 
 
12-1 Predicate Device Documentation 
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CARTO XP EP Navigation System 

The CARTO XP Navigation System was the world’s first 3-D electroanatomical navigation system. It 

provides unparalleled views of the electrical activity of the heart through real-time data on 3-D, 

color-coded cardiac maps. It also ensures precise real-time tracking of catheter location, allowing 

for safe and accurate diagnosis.  

Designed to minimize RF applications, unnecessary radiation exposure and procedure times, the 

CARTO XP Navigation System improves location accuracy and site-targeting results while 

maintaining an excellent safety profile. As a result, it provides the physician with the potential to 

perform more procedures, more rapidly than conventional fluoroscopy.  

Platform flexibility allows physicians to easily upgrade performance and add functionality.  

• CARTOMERGE Module merges pre-acquired CT or MRI images with electroanatomical 

information 

• CARTO RMT System enables remote and automated procedure navigation for greater 

reproducibility 

• The CARTO XP Navigation System can be fully interfaced with the CardioLab® EP monitoring 

system and is compatible with all EP monitoring systems and radiofrequency generators on the 

market 
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Because the working tip of the disposable interventional device is directly controlled by these external magnetic 

fields, the physician has the same degree of control regardless of the number or type of turns, or the distance 

traveled, by the working tip to arrive at its position in the blood vessels or chambers of the heart, which results 

in highly precise digital control of the working tip of the disposable interventional device.  

Our proprietary Stereotaxis Magnetic Navigation System provides the physician with remote instrument control 

through user friendly “point and click” and/or joystick-operated technology, which can be operated either from 

beside the patient table, as in traditional interventional procedures, or from a 

room adjacent to the patient but outside the x-ray fluoroscopy 

field. The Stereotaxis Magnetic Navigation System navigates disposable  

 

 

 

 

 

Stereotaxis’ unique proprietary products include:  

• Stereotaxis NIOBE® Magnetic Navigation System  

• NAVIGANT™ Software User Interface  

• Magnetic GentleTouch™ Catheters  

• Magnetic Coronary Guidewires  

• CARDIODRIVE™ Catheter Advancement System  

Through our alliances with Siemens, Philips and Biosense Webster, Inc., a Johnson & Johnson company, this 

precise digital instrument control has been integrated with the imaging and information systems used during 

interventional cardiology and electrophysiology procedures in order to provide the physician with a fully-

integrated and automated information and instrument control system. We have integrated our Stereotaxis 

Magnetic Navigation System with Siemens’ and Philips’ digital x-ray fluoroscopy systems to provide advanced 

imaging. In addition, we have integrated the Stereotaxis Magnetic Navigation System with Biosense Webster’s 

3D catheter location sensing technology, to provide accurate real-time information as to the three dimensional 

location of the working tip of the instrument, and with Biosense Webster’s ablation catheter technology. 
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ATTACHMENTS TO SECTION 13 
 
 
13-1 gMPS™ User's Manual – Draft 

13-2 gMPS™ Promotional Brochure – Draft 
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GUIDED MEDICAL
POSITIONING SYSTEM

(gMPS™)

User’s Manual
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September 11, 2009 Jonathan S. Kahan 
Partner 
202-637-5794 
JSKahan@hhlaw.com 

 
BY HAND DELIVERY 
 
U.S. Food and Drug Administration 
Center for Devices and Radiological Heath 
Document Mail Center – WO66-0609 
10903 New Hampshire Avenue 
Silver Spring, MD  20993-0002 
 
Attn: James Cheng (Room 1326) 
 
Re: Response to Request for Additional Information regarding the MediGuide GMC 

and gMPS 510(k) notices (K091780 and K091781) 
 
Dear Mr. Cheng: 
 
We are writing in response to the Food and Drug Administration’s (“FDA” or “the agency”) 
August 16, 2009, e-mail requesting additional information with regard to the 510(k) notices for 
the MediGuide Ltd (“MediGuide” or “the company”) GMC™ Guided Measurement Catheter 
(K091780) and the gMPS™ Guided Medical Positioning System (K091781), and the August 21, 
2009, facsimile placing the submissions on hold. 
 
An exact copy of this response in electronic format is provided on the enclosed CD. 
 
For the agency’s ease of review, the items raised in the agency’s August 16 e-mail are 
reproduced below, followed by the company’s response.    
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