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CPS Excel™ MediGuide Enabled™ Guidewire 
 

TRADITIONAL 510(K) SUBMISSION 
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Section 1- Medical Device User Fee Cover Sheet 
 
A copy of the Medical Device User fee Cover Sheet is provided on the following page. 
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Section 3- 510(k) Cover Letter 
 
The SJM 510(k) cover letter is provided on the following page. 
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Section 4- Indications for Use statement 
 
The Indications for Use Statement is provided on the following page.  
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Indications for Use 

Device Name:          CPS Excel™ MediGuide Enabled™ Guidewire 
   Models DS2M027, DS2M028, DS2M029 
 
 
Indications for Use:  

The St. Jude Medical CPS Excel™ MediGuide Enabled™Guidewire is 
intended for use with the MediGuide™ System to enable real-time tip 
positioning and navigation within the coronary and peripheral vasculature.  
The MediGuide system is intended for use as an adjunct to fluoroscopy.  

 
 
 
 
 
 
 
 
 
 
 
 

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

 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

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

(21 CFR 801 Subpart C)              
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Section 5- 510(k) Summary 

 
Submitter :             St Jude Medical, CRMD 
        15900 Valley View Court 
        Sylmar, CA 91324 
        Establishment Registration Number: 2017865 
 
Contact Person :    Colleen Canan 
         Staff Regulatory Affairs Specialist 
         Phone (818) 493 2960 
         Fax (818) 493 3615 
 
Date Prepared :      January 27, 2012 
 
Trade Name :         CPS Excel™ MediGuide Enabled™ Guidewire and accessories 
 
Classification :       Class II – 21 CFR 870.1330 
         Catheter, Guidewire 
 
Product Code :       DQX 
 
Predicate Device:  The subject device is equivalent to the following St Jude Medical and 
   MediGuide Devices  

 
St Jude Medical CPS Courier™ Guidewire (K073082) cleared on January 
9, 2008 
 
MediGuide Guided Measurement Catheter (GMC) (K091781) cleared on 
October 16, 2009 

 
Device Description :  The St. Jude Medical CPS Excel™, MediGuide Enabled™ guidewire is a 

MediGuide enabled guidewire with a hydrophilic coating.  The CPS 
Excel, MediGuide Enabled guidewire contains a magnetic sensor allowing 
it to be visualized using the MediGuide system  

 
Intended Use:         The St. Jude Medical™ CPS Excel™ MediGuide Enabled™ guidewire is 

intended for use with the MediGuide system to enable real-time tip 
positioning and navigation within the coronary and peripheral vasculature.  
The MediGuide system is intended for use as an adjunct to fluoroscopy 

 
 
Comparison to 
Predicate Devices       The St Jude Medical CPS Excel MediGuide Enabled guidewire has a 

similar intended use and the same fundamental scientific technology as the 
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predicate devices.  All technological characteristics of CPS Excel 
MediGuide Enabled guidewire kit are substantially equivalent to the 
predicate devices including packaging, biocompatibility, sterilization, and 
labeling. Where differences exist between the subject device and the 
predicate devices performance testing demonstrated that these differences 
do not adversely affect the safety and effectiveness of the subject device. 

 
Conclusion : St Jude Medical considers the CPS Excel MediGuide Enabled guidewire 

kit to be equivalent to the predicate devices listed above. This conclusion 
is based upon the device similarities in design, technological 
characteristics, principles of operation, materials and indications for use. 
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Section 6- Truthful and Accuarte Statement 
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Section 7- Class III Product Summary and Certification 
 
This is not a class III device and is not substantially equivalent to a class III device; therefore the 
Literature Search and Certification requirement of the Safe Medical Devices Amendments 
(SMDA) of 1990 is not applicable. 
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Section 8 – Financial Certification/ Disclosure Statement 
 
Clinical studies were not required in support of the premarket notification application, thus 
financial certifications and/or disclosures are not required. 
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Section 9- Declarations of Conformity and Summary Reports 
 
Declaration of Conformity and Summary Reports are not applicable, as this application is being 
submitted as a Traditional 510(K). 
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Section 10- Executive Summary 
 
Concise Description of the Device-CPS Excel MediGuide Enabled Guidewire 
 
The CPS Excel, MediGuide guidewire is a 0.014” MediGuide Enabled guidewire with a 
hydrophilic coating that is used to facilitate access in the coronary sinus during lead delivery.  
The guidewire comes in three unique base models distinguished by their unique distal flexibility 
profiles.  Each base model comes with an angled distal tip.  The guidewire contains a magnetic 
sensor allowing it to be tracked using the MediGuide System. 
 

 
Concise Description of the Accessory- MediGuide Extension Cable 
 
The St Jude Medical MediGuide extension cable is a flexible, insulated cable constructed of 
metal and plastic materials.  This cable is compatible for single use only. 
 
Concise Description of the Accessory- MediGuide Guidewire Connector 
 
The MediGuide guidewire connector is a flexible, insulated cable that is used to connect the CPS 
Excel MediGuide Enabled guidewire to the MediGuide extension cable. 
 
Concise Description of the Accessory- MediGuide Guidewire Torque Clip 
 
The MediGuide torque clip is an accessory that is used to torque the guidewire.  It is also used to 
secure the LV pacing lead and guidewire together.  Locking the tip of the CPS Excel MediGuide 
Enabled guidewire with the tip of a LV pacing lead enables real-time tip visualization and 
navigation of the LV pacing lead that does not contain a MediGuide sensor. 
 
The CPS Excel, Mediguide Enabled guidewire indication for use is as follows 
 
The St. Jude Medical™ CPS Excel™ MediGuide Enabled™ guidewire is intended for use with 
the MediGuide system to enable real-time tip positioning and navigation within the coronary and 
peripheral vasculature.  The MediGuide system is intended for use as an adjunct to fluoroscopy. 
 
 
The indication for use is substantially equivalent to the referenced predicate device. 
 
Concise Summary for any Performance Testing in the Submission 
 
Performance Testing 
Product verification was performed on the CPS Excel MediGuide Enabled guidewire and 
accessories to confirm they met the design requirements and applicable industry standards.  The 
Functional Verification Report for the CPS Excel MediGuide Enabled guidewire,  

, is provided in Appendix 1.  The Functional Verification Reports for the accessories:  
guidewire connector, guidewire torque clip, and extension cable can be found in , 

, and  respectively (Appendices 2, 3, and 4). 
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 is attached in Appendix 14.  Biocompatibility testing was also conducted on the 
accessory guidewire torque clip in  (Appendix 15). 
 
The accessory MediGuide extension cable and guidewire connector are non patient contacting 
therefore no biocompatibility testing were required for these accessories. 
 
Substantial Equivalence 
St Jude Medical (SJM) has determined that the CPS Excel MediGuide Enabled guidewire is 
substantially equivalent to the current commercially available SJM and MediGuide devices 
below 
 

• St Jude Medical CPS Courier guidewire  
• MediGuide Measurement Catheter  

 
Comparison information provided in Table 3 and the supporting performance data (Appendix 1) 
demonstrates the subject device is substantially equivalent to the predicate devices. 
 
Both the CPS Excel MediGuide Enabled guidewire and the predicate CPS Courier guidewire 
facilitate navigation within the coronary and peripheral vasculature. 
 
The only technology utilized from the MediGuide Measurement Catheter (GMC) is the passive 
gMPS sensor set which is incorporated internally within the tip of the MediGuide Enabled 
guidewire to be located or read by the MediGuide gMPS System II (gMPS II) (K102905). 
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Section 11- Device Description 
 
Intended Use – CPS Excel MediGuide Enabled guidewire: 
 
The St. Jude Medical™ CPS Excel™ MediGuide Enabled™ guidewire is intended for use with 
the MediGuide system to enable real-time tip positioning and navigation within the coronary and 
peripheral vasculature.  The MediGuide system is intended for use as an adjunct to fluoroscopy 
 
The Intended Use for the accessory extension cable, guidewire connector and guidewire torque 
clip are: 
 
MediGuide Extension Cable: 
 
The Mediguide extension cable is indicated for use with St Jude Medical MediGuide Enabled 
products. 
 
MediGuide Guidewire Connector: 
 
The MediGuide guidewire connector is a flexible, insulated cable that is used to connect the CPS 
Excel MediGuide Enabled guidewire to the MediGuide extension cable. 
 
MediGuide Guidewire Torque Clip: 
 
The MediGuide torque clip is an accessory that is used to torque the guidewire.  It is also used to 
secure the LV pacing lead and guidewire together.  Locking the tip of the CPS Excel MediGuide 
Enabled guidewire with the tip of a LV pacing lead enables real-time tip visualization and 
navigation of the LV pacing lead that does not contain a MediGuide sensor. 
 
Models  
The CPS Excel MediGuide Enabled guidewire (drawing  Appendix 16) consists of 
guidewires available in different stiffness profiles.  The CPS Excel MediGuide Enabled 
guidewires come in three unique base models distinguished by their unique distal flexibility 
profiles.  Each base model comes with an angled distal tip.  The guidewires all come in 195 cm 
lengths.  The accessory extension cable drawing  is provided in Appendix 17, the 
accessory guidewire connector drawing  is provided in Appendix 18 and the accessory 
guidewire torque clip drawing 60036377 is provided in Appendix 19. 
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Table 1 – MediGuide guidewire model numbers 
 
 
 
 
MediGuide 
guidewire Model 
Numbers: 

 

Model Number Description 

DS2M027 MediGuide guidewire- Soft (S) 
DS2M028 MediGuide guidewire- Medium (M) 
DS2M029 MediGuide guidewire- Extra Firm (XF) 

 
MediGuide 
guidewire 
Accessories  
packaged with 
guidewire: 

 
• Guidewire torque tool 
• J-straightener 

MediGuide 
guidewire 
Accessories 
packaged separately 

 

Model Number Description 

DS2M030 MediGuide guidewire torque clip 
DS2M031 MediGuide extension cable 
DS2M032 MediGuide guidewire connector 
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Description of Accessories: 
 
Each guidewire kit contains one guidewire and pouched J-straightener and torque tool.  The 
guidewire is packaged in a spiral dispenser with a luer adapter on the outer end.  The dispenser 
which is retained in its shape with polyethylene clips and has one anti-migration device which 
grips one point of the wire to prevent its movement within the hoop during transportation.  The 
polymer coated distal tip of the guidewire lies along the outside diameter of the dispenser nearest 
the luer adapter.  Each dispenser assembly and pouched J-straightener and torque tool are placed 
in an outer pouch and sealed.  
 
The Mediguide™ extension cable accessory is a flexible, insulated cable that is used to connect 
the CPS Excel Mediguide Enabled guidewire via the MediGuide guidewire connector to the 
Mediguide ™ System.   
 
The purpose of the cable is to provide the implanting physician with a sterile connection for the 
desired delivery tool. The MediGuide Enabled delivery tool needs to be connected to the 
MediGuide Cath Connect interface box to be able to track the tool on the MediGuide system. 
The MediGuide extension cable is used to bridge the gap between the MediGuide Cath Connect 
interface box and the MediGuide Enabled delivery tool. Thus the MediGuide extension cables 
creates an extra layer of protection by allowing the physician to keep the MediGuide Enabled 
delivery tool completely in the sterile field and offering the possibility to connect, disconnect and 
change delivery tools without having to extend beyond the sterile field. The length of the 
extension cables is sufficient enough to lay them over the sterile drapes without pulling either 
ends.  
 
The MediGuide extension cable consists of three connectors on each side. The three connectors 
allow connections of up to three MediGuide Enabled delivery tools to the MediGuide system. 
The cables that connect to the MediGuide system consists of standard ODU connectors that are 
plugged into the MediGuide system’s Cath Connect box. The other end of the cables is 
comprised of standard Redel connectors that are magnetically shielded and are compatible with 
the MediGuide Enabled delivery tools. Trifurcated cables on both ends are color coded 
respectively to identify correct device connection on both ends, as shown in Figure 3. 
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Figure 5: MediGuide Guidewire Torque Clip 

 
The guidewire clip has two ( ) molded arms 
attached by a hinge that allows the clip to pivot over the guidewire path. These arms are defined 
as the clip body and the torque body, as seen in Figure 5. The end of the clip body that is 
opposite of the hinge pin includes two opposing clip arms which can be pushed so as to insert or 
release the lead connector (Figure 5). A graphic of a lead connector is pad printed on one of the 
clip arms to guide the user in locating the lead connector within the clip arms (Figure 6).  The 
end of the torque body opposite of the hinge pin contains a tightening screen that is used to 
secure the guidewire to the torque clip. 
 

 
Figure 6: Lead Connector Side of the Torque Clip 
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The MediGuide Enabled guidewire is passed through the torque clip and the pacing lead as 
shown in Figure 5. The tip of the guidewire is then matched with the tip of the pacing lead and 
the nut on the clip is tightened to lock the two together. When inserted inside the anatomy, the 
implanting physician can now visualize the tip of the pacing lead by using the guidewire sensor 
locked at its tip. To advance the guidewire past the lead tip, the implanting physician would 
compress the finger tabs to remove the clip from the lead and advance the clip towards the lead 
connector. Similar to a typical over-the-wire technique, the physician can now safely track the 
lead over the wire by holding the guidewire in position and advancing the lead over the wire 
until it reaches the distal end of the wire. To re-position the guidewire with the tip of the lead, 
reconnect the clip to the lead connector. Thus the MediGuide guidewire torque clip gives the 
physician the ability to visualize the lead tip while tracking the lead safely over the wire at the 
same time.  Details on how to use the MediGuide guidewire torque clip can be found in the CPS 
Excel MediGuide Enabled guidewire Instructions for Use (IFU) manual.  
 
 

MEDIGUIDE SYSTEM – GUIDED MEDICAL POSITIONING SYSTEM II (K102905) 
 
MediGuide Technology cleared under K102005 on October 29, 2010 is a 3D magnetic tracking 
system which provides real-time position and orientation of the magnetic sensors embedded in 
the MediGuide Enabled diagnostic or therapeutic invasive device. These devices are used in 
vascular or cardiac interventions in the Cath Lab environment. The MediGuide system is 
integrated with the fluoroscopic imaging system and tracks the sensors continuously within the 
imaging volume of the fluoroscopic system, on both live fluoroscopy and recorded background. 
The system is indicated for use as an adjunct to fluoroscopy.  
 
MediGuide system consists of hardware and software elements, which are installed in 
conjunction with the existing X-ray Imaging System in a Cath Lab. The conventional X-ray 
Imaging System, equipped with the System elements, continues to perform safely as intended, 
while enabling device tracking and enhanced visualization tools supplied by MediGuide 
capabilities.  Figure 7 shows the layout of the MediGuide system.  
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Figure 7: MediGuide System Layout 

 
The hardware element of the system consists of Magnetic Transmitter Assembly (MTA) that 
generates a controlled magnetic field above the patient’s chest. The MTA is assembled on the X-
Ray detector. MediGuide Enabled devices that are connected to the system through the 
MediGuide Cath Connect interface box will be sensed by the system once they enter the 
magnetic field. For accurate projection of the MediGuide Enabled device, the MediGuide Patient 
Reference is used to compensate for patient motion along with respiratory compensation. 
MediGuide Patient Reference is externally attached to the patient chest using the MediGuide 
Patient Reference Patch. The device projection is also synchronized with the patient’s cardiac 
cycle using the MediGuide ECG recorder. 
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radiopaque. 
• The midsection of each guidewire shall have a 

 coating. The Guidewire  coating 
must withstand 1 insertion and withdrawal 
into a lead while the lead is placed in 
labyrinth path. 

• The distal tip of the guidewire shall 
incorporate a coil for Radiopacity. The coil 
shall be  

• The distal tip will contain a MediGuide 
sensor. The MediGuide sensor will be 
contained within the  coating and 
will be attached to the guidewire via the core 
wire.  

• The polymer coating will be over-coated with 
a hydrophilic coating. Each guidewire shall 
not exhibit any polymer coating damage 
when inserted into a device 10 times within a 
vessel model. 

• Metallic components of the guidewire shall 
show no signs of corrosion that affects 
functional performance or biocompatibility 
test results when tested per the corrosion 
resistance test method described in annex B 
of ISO 11070. 

  
Structural Requirements 
 
Structural Requirements 
Guidewire 

• The core wire acts as the safety wire for the 
device thus the core wire and the distal bond 
joint must withstand 0.5 lbs of axial load. 

• The guidewire shall withstand a minimum of 
5 turns without failure while a 0.03 lbf tensile 
force is applied.  

• The guidewire must track thru a lead when it 
is placed into a vessel model. 

• The guidewire must pass the  Test 
described in ISO . 

• The guidewire must pass the  Test 
described in ISO . 

Electrical Requirements   
Electrical Requirements 
Guidewire 

• The proximal section of each guidewire will 
have electrical connections that provide 
compatibility with the Guidewire Connector 
handle/interface cable. The proximal portion 
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of the guide wire must withstand five (5) 
insertion withdrawals into the Guidewire 
Connector Handle without physical damage 
or loss of electrical integrity. 

• Electrical Integrity: The electrical resistance 
across the two conductor rings should be 
between 200 and 300 ohms. The resistance 
from each of the conductor rings to the 
exposed metal on the guidewire body must be 
greater than 3 mega-ohm. 

• The electrical integrity must be maintained 
when the guidewire is inserted into a device 
10 times within a vessel model.   

• The guidewire must maintain its electrical 
integrity when soaked in 37° C (± 2°C) saline 
for a minimum of 2 hours.  

• The polarity of the sensor shall be 
consistently wired to the connector.  The 
sensor coil supply (inner) wire shall be wired 
to proximal connector ring and the sensor coil 
return (outer) wire shall be wired to distal 
connector ring. 

Sensor Accuracy Requirements 
Guidewire 

• When tested under non-unidirectional AC 
magnetic field of 10uT, generated from 9 
concurrent coils at 10-14kHz, emitted from 
the MediGuide system MTA (magnetic 
transmitter assembly) magnetic field vector 
with the guidewire connector placed 30 cm 
radially from the edge of the MTA the 
following is required: 

• Average static positional accuracy error shall 
be less than 0.5mm with a maximum standard 
deviation of 0.3mm. 

Torque Tool Requirement • The torque tool shall be able to interface with 
a .014” guidewire to provide 0.2 in-oz of 
torque to the guidewire. 

 
J-Straightener Requirement  • The J-straightener shall act as a funnel 

making it easier to insert the guidewire into a 
lead or another compatible device. 

MediGuide Guidewire Torque Clip 
Requirements 

• The guidewire clip shall be compatible with 
the MediGuide Enabled Guidewire. The clip 
shall allow the passage of guidewire without 
any damage. 

• The guidewire clip shall be compatible with 
the 1258 QuickFlex Micro lead and the 1458 
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Quartet lead (the lead connector shall fit 
within the distal overmold portion of the clip). 

• When unclipped, the MediGuide Enabled 
Guidewire is able to be advanced by a 
minimum of 6.0 cm distally into the lead 
without the need to detach the clip from the 
guidewire. 

• The over mold portion of the clip must not 
delaminate after applying a minimum of 0.2 
lbs axial force 5 times.  

• The guidewire clip must attach to the 1258 
QuickFlex Micro and the 1458 Quartet Lead 
proximal connector with a minimum of 0.2 
lbs axial force 5 times and shall not damage 
the proximal lead connectors. 

• The clip (guidewire attachment portion) must 
be capable of applying 0.2 in-oz torque to the 
guidewire when it is fixed in place. 

• The actuation portion of the clip must 
withstand 5 actuation cycles without damage. 

• A thumb pad will have a lead connector 
outline printed upon it in black ink indicating 
lead connector to clip orientation. 

• The hinges shall be free of splitting. 
• The torquer nut shall be restrained by the 

torquer body. 
• The hinge portion of the clip must withstand 5 

cycles of full range rotation without damage. 
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CPS Excel MediGuide Enabled guidewire Packaging  
The packaging for the CPS Excel MediGuide Enabled guidewire is designed to protect the device 
from damage and prevent contamination during storage, shipping, handling and introduction to the 
sterile field. The packaging design, materials and labeling are compatible with  sterilization 
and capable of providing adequate sterile barrier for the anticipated shelf life of the device. 
 
Each guidewire kit contains one guidewire and pouched J-straightener and torque tool.  The 
guidewire is packaged in a spiral dispenser with a luer adapter on the outer end.  The dispenser 
which is retained in its shape with polyethylene clips and has one anti-migration device which 
grips one point of the wire to prevent its movement within the hoop during transportation.  The 
polymer coated distal tip of the guidewire lies along the outside diameter of the dispenser nearest 
the luer adapter.  Each dispenser assembly and pouched J-straightener and torque tool are placed 
in an outer pouch and sealed. 
 
Extension Cable Packaging: 
 
The MediGuide extension cable contains one trifurcated extension cable packaged in a 
thermoformed tray. The trays are sealed with a lid and packaged in a pouch and box 
configuration to protect the contents during shipping.  
 
MediGuide Guidewire Torque Clip Packaging: 
 
The MediGuide guidewire torque clip contains one guidewire torque clip packaged in a double 
pouch configuration.  The outer pouch shall provide a sterile barrier. 
 
Mediguide Guidewire Connector Packaging: 
 
The guidewire connector shall be packaged separately in a thermoformed tray. The tray is sealed 
with a  lid and packaged in a pouch and box configuration to protect the contents during 
shipping. 
 

Page 40

(b)
(4) 

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2015-3393; Released by CDRH on 09-23-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 
Section 12- Substantial Equivalence 
 
St Jude Medical (SJM) has determined that the CPS Excel MediGuide Enabled guidewire to be 
substantially equivalent to the current commercially available SJM and Mediguide devices 
below: 
 

• St Jude Medical CPS Courier Guidewire (K073082) 
• MediGuide Measurement Catheter (GMC) (K091781) 

 
The following discussion and comparative Table 3 provide pertinent comparison information to 
demonstrate substantial equivalence. 
 
Table 3: Comparison Table 

 St. Jude Medical  
CPS Excel, MediGuide 
Enabled guidewire- 
DS2M027, DS2M028, 
DS2M029 
(Subject Device) 

St. Jude Medical  
CPS Courier Guidewire 
 (Predicate Devices –
DSG001, DSG002, 
DSG003, DSG004, 
DSG005, DSG006, 
DSG007, DSG008, 
DSG009) 
 
 
 
 
K073082 

MediGuide 
Measurement 
Catheter (GMC) 
(Predicate Device) 
 
 
 
 
 
 
 
 
K091780 

Product Code  DQY DQX DQO 

Regulation  870.1330 870.1330 870.1200 
Indications for 
Use  

The St. Jude Medical™ CPS 
Excel™ MediGuide 
Enabled™ guidewire is 
intended for use with the 
MediGuide system to enable 
real-time tip positioning and 
navigation within the 
coronary and peripheral 
vasculature.  The MediGuide 
system is intended for use as 
an adjunct to fluoroscopy. 

The CPS Courier Guidewires 
are intended for use in 
coronary and peripheral 
vasculature. 

The GMC device is a 
gMPS enabled 
intravascular catheter 
intended for the 
diagnostic evaluation 
of the coronary 
vasculature in 
patients who are 
candidates for 
coronary angiography 
and/or Percutaneous 
Coronary 
Intervention (PCI) 
 
The GMC is used 
with compatible 
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The subject device incorporates the following modifications to the predicate device:  
 
Table 4 

Design Feature 

CPS Excel, 
MediGuide 
Enabled CPS Courier  Reason for change 

Guidewire body Hypo tube   Solid core wire 
Hypo tube (lumen) needed to 
route the sensor cable 

Proximal end 
 

conductor rings  No conductor rings 

Conductor rings are required 
to connect to the sensor cable 
and then make a connection to 
the navigation system 

Sensor 
Encapsulated sensor 
at the distal end No sensor 

Sensor required to allow for 
tracking with a navigation 
system. 

 
 

All technological characteristics of CPS Excel MediGuide Enabled guidewire are substantially 
equivalent to the predicate devices including packaging, biocompatibility, sterilization, and 
labeling. Where differences exist between the proposed device and the predicate devices 
performance, testing demonstrated that these differences do not adversely affect the safety and 
effectiveness of the proposed device. 
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Section 13- Proposed Labeling 
A copy of the Instructions for Use Manuals for the CPS Excel MediGuide Enabled 
guidewire and the Accessory MediGuide extension cable are provided in Appendix 20 
and Appendix 21.  
 
Appendix 22 and 23 contains draft labels for the CPS Excel MediGuide Enabled 
guidewire and the Accessory MediGuide extension cable.  Appendix 24 and 25 contains 
the draft package labels for the MediGuide torque clip and guidewire connector. 
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Summary of Tests and Results 
 
Table 5   Testing Summary 

Test  Acceptance Criteria Results 
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Section 15- Biocompatibility 
 
According to ANSI/AAMI/ISO 10993-1, “Biological Evaluation of Medical Devices”, 
the tissue contact components associated with the CPS Excel Mediguide Enabled 
guidewire is classified as Externally Communicating Device, Tissue contact with  
Contact Duration (< 24 hours).  The MediGuide guidewire torque clip is a product 
contact device with no direct patient contact.  The biocompatibility testing conducted for 
the guidewire torque clip addresses only the transfer of potential leachables from the 
guidewire torque clip to the guidewire and ultimately to the patient during use of the 
guidewire.  Device materials that have no potential of coming in contact with tissue are 
not listed. 
 
The accessory MediGuide extension cable (DS2M031) and guidewire connector 
(DS2M032) are non patient contacting and therefore no biocompatibility testing is 
required. 
 
The table below identifies the device components and tissue contacting materials for the 
CPS Excel MediGuide Enabled guidewire and torque clip. 
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A summary of test results are provided in Table 7 below. 
 
Table 7 

Biocompatibility Testing 
Test Description Acceptance Criteria Result 
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Summary of Tests and Results 
 
Table 8 

Test Acceptance Criteria Result 
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Test Acceptance Criteria Result 
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Test Acceptance Criteria Result 
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Test Acceptance Criteria Result 
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Section 19- Performance Testing- Animal 
This section is not applicable to the CPS Excel MediGuide guidewire 
 
Section 20 - Performance Testing- Clinical 
 
No clinical studies were performed in support of the development of this product.  
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Appendix 1 
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 CPS Excel™, MediGuide Enabled™  
MediGuide Enabled™ Guidewire 
Models DS2M027, DS2M028, DS2M029 
Instructions for Use 
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Proposition 65, a State of California voter initiative, requires the following notice:

WARNING: This product and its packaging have been sterilized with ethylene oxide. This packaging may expose 
you to ethylene oxide, a chemical known to the state of California to cause cancer or birth defects or other 

reproductive harm. 

 

ST. JUDE MEDICAL, the nine-squares symbol, and MORE CONTROL. LESS RISK. are registered and 
unregistered trademarks and service marks of St. Jude Medical, Inc. and its related companies. 

CAUTION: Federal (USA) law restricts this device to sale by or on the order of a physician. 

© 2012 St. Jude Medical Cardiac Rhythm Management Division. All Rights Reserved. 

Unless otherwise noted, ® or ™ indicates that the name is a trademark of, or licensed to, St. Jude Medical, Inc. 
or its subsidiaries.  

Page 477Records processed under FOIA Request # 2015-3393; Released by CDRH on 09-23-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

1
 

Description 
The CPS Excel™, MediGuide Enabled™ guidewire is a MediGuide enabled guidewire with a 
hydrophilic coating. The CPS Excel, MediGuide Enabled guidewire contains a magnetic sensor 
allowing it be visualized using the MediGuide™ System. Refer to the product label for product 
specifications. 
Model Description 

DS2M027 Soft 

DS2M028 Medium 

DS2M029 Extra-Firm 

 
 

Package Contents 
 One (1) guidewire 
 One (1) torque tool 
 One (1) J-straightener 
 

Intended Use 
The guidewire is intended for use with the MediGuide™ System to enable real-time tip positioning 
and navigation within the coronary and peripheral vasculature. The MediGuide system is intended 
for use as an adjunct to fluoroscopy. 

Table 1.  Accessories and their intended uses 

Accessory Intended Use 

MediGuide Guidewire Torque 
Clip 

Secure the left ventricular (LV) pacing lead and guidewire together. 
Torque the guidewire. 

MediGuide Guidewire 
Connector 

Connect the guidewire to the MediGuide Extension Cable. 

 
 

Contraindications 
The guidewire is not intended for use in the cerebral vasculature or patients judged not 
acceptable for percutaneous intervention (PCI). 

Refer to the appropriate device manual for product specific contraindications that may apply. 
 

Precautions 
 Do not use if package is damaged. 
 Do not re-sterilize. 
 Do not reuse. 
 Do not wipe with alcohol. 
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 Sterilized with ethylene oxide gas. 
 Refer to instructions supplied with any interventional devices to be used in conjunction with 

this device for their intended uses, contraindications, and potential complications. 
 Failure to follow the instructions may compromise guidewire performance and result in 

complications. 
 Prior to use, read all labeling that accompanies the appropriate device being used and 

confirm guidewire compatibility. 
 Thoroughly wet the guidewire before insertion or re-insertion to ensure proper activation of 

the hydrophilic coating. 
 Always inspect the guidewire for damage prior to insertion or re-insertion. 
 Do not advance devices with very short guidewire lumens over the distal floppy tip of the 

wire. 
 Do not manipulate a guidewire that meets any resistance. Always determine the cause of any 

resistance and take any necessary remedial action before proceeding. 
 Do not allow the guidewire tip to remain in a prolapsed position. 
 Do not pre-shape the guidewire. 
 Secure the MediGuide™ Guidewire Connector cable to the patient drapes. 
 

Storage 
Handle with care. Store in a well-ventilated area under conditions that protect the items from 
extreme temperatures and humidity. In addition, cartons containing these items should be 
protected from water and should not be crushed. Do not remove from outer box. Rotate stock 
regularly. 
 

Instructions for Use 
Note 
In the event of sensor failure (loss of projection or projection fluctuation on the 
MediGuide™ System) use fluoroscopy to verify guidewire position. 

1. Prepare the appropriate device according to the manufacturer’s directions. 
2. Moisten the guidewire by flushing the guidewire dispenser prior to guidewire removal or 

manually wet after guidewire removal. 
3. Gently insert and advance the guidewire through the device to its distal tip using a 

J-straightener. If a MediGuide™ Guidewire Torque Clip is used, see Using a MediGuide™ 
Guidewire Torque Clip. 

Note 
A torque tool may be applied to the proximal end of the guidewire. 

4. Advance the proximal end of the guidewire into the MediGuide™ Guidewire Connector until 
it stops. Tighten to securely attach the guidewire and connector. 

5. Connect the proximal end of the MediGuide guidewire connector to the corresponding 
connector on the MediGuide™ Extension Cable. Refer to the MediGuide™ Technology 
User's Manual for instructions regarding MediGuide Enabled™ products. 

6. Advance the guidewire into the desired location within the coronary or peripheral vasculature 
using fluoroscopy and the MediGuide™ System to facilitate proper guidewire placement. 

7. Holding the guidewire in position, advance the device over the guidewire to the desired 
location. 
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8. Complete the procedure, remove the guidewire and disconnect from the MediGuide system. 
 

Using a Guidewire Torque Clip 
A MediGuide™ Guidewire Torque Clip may be applied to the guidewire by locating the tip of 
the guidewire with the tip of the lead and using the clip to lock the guidewire and lead 
together. Locking of these tools enables real-time tip positioning and navigation of the non-
MediGuide Enabled™ LV lead. 

1. Loosen the nut on the clip. 
2. Ensure the arm of the clip is raised and insert the guidewire into the clip. 

Figure 1.  Inserting the guidewire into the clip 

 

 

3. Insert the guidewire through the lead to its distal tip. 
4. Advance the guidewire until the distal end is approximately 1 cm beyond the lead tip. 
5. Lower the arm of the clip. Press the finger tabs to place the end of the clip onto the lead 

connector. 

Figure 2.  Lowering the arm of the clip 

 

 

6. Release the finger tabs to secure the clip to the lead connector. 
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7. Confirm a secure connection between the clip and the lead. 
8. Withdraw the guidewire until the guidewire tip is just within the lead tip. 
9. Tighten the nut on the clip. 
10. To advance the guidewire past the lead tip, compress the finger tabs to remove the clip from 

the lead and advance the clip toward the lead connector pin. 

Note 
Do not torque the lead with the clip.  
Remove the clip from the lead connector before torquing the guidewire. 

11. Holding the guidewire in position, advance the lead over the guidewire. 
12. To re-position the guidewire with the tip of the lead, compress the finger tabs and reconnect 

the clip to the lead connector. 
 

Available Accessories 
Additional accessories available for use with the guidewire include 
 MediGuide™ Guidewire Torque Clip 
 MediGuide™ Guidewire Connector 
 MediGuide™ Extension Cable 

WARNING 
Vascular and/or cardiac perforation may occur during use. If resistance is 
encountered do not force the guidewire. Withdraw and inspect the guidewire 
carefully for signs of damage. Do not use the guidewire if it is kinked or damaged. 

 

Reuse of a single-use device creates a potential risk of patient or user infections. 
Contamination of the device may lead to injury, illness or death of the patient. 

 

Cleaning, disinfection and re-sterilization may compromise essential material and 
design characteristics leading to device failure. 

 

Symbols 
The following symbols are used on the product or product packaging: 

Table 2.  Symbols 

Symbol Description 

 
Consult instructions for use 

 

Do not use if package is damaged 

 

Prescription only 
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U.S. Limited Warranty and Disclaimer 
St. Jude Medical (SJM) hereby warrants that if this SJM product fails to perform with normal 
tolerances for a patient due to a defect in materials or workmanship, SJM will provide, at no 
charge, a replacement SJM product for the patient's use. This limited warranty applies only if 
each of the following conditions are met: 
1. The product was designed and distributed by SJM. 
2. The failed product must be returned to SJM and becomes the property of SJM. 
3. The product has not been mishandled, reprocessed or altered in any way. 
4. The product was used before the 'USE BEFORE' date marked on the packaging of the 

product. 

No representation or warranty is made that a SJM product will not fail. SJM disclaims 
responsibility for any medical complication, including death, resulting from the use of its products. 
Except as expressly provided by this limited warranty, SJM IS NOT RESPONSIBLE FOR ANY 
DIRECT, INCIDENTAL, OR MALFUNCITON OF ITS PRODUCTS WHETHER THE CLAIM IS BASED 
ON WARRANTY, CONTRACT, TORT, OR OTHERWISE. Some states do not allow the exclusion or 
limitation or consequential damages however, so the above limitations or exclusion may not apply 
to you. 

Except as expressly provided by the limited warranty, SJM MAKES NO WARRANTY, EXPRESS OR 
IMPLIED INCLUDING BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF 
MERCHANTABILITY, OR FITNESS FOR A PARTICULAR PURPOSE. 
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 MediGuide™ Extension Cable
Model DS2M031 
 
Instructions for Use 
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Proposition 65, a State of California voter initiative, requires the 
following notice: 

WARNING: This product and its packaging have been sterilized 
with ethylene oxide. This packaging may expose you to ethylene 

oxide, a chemical known to the state of California to cause 
cancer or birth defects or other reproductive harm. 

 

ST. JUDE MEDICAL, the nine-squares symbol, and MORE 
CONTROL. LESS RISK. are registered and unregistered 

trademarks and service marks of St. Jude Medical, Inc. and its 
related companies. 

CAUTION: Federal (USA) law restricts this device to sale by or on 
the order of a physician. 

© 2012 St. Jude Medical Cardiac Rhythm Management Division. 
All Rights Reserved. 

Unless otherwise noted, ® or ™ indicates that the name is a 
trademark of, or licensed to, St. Jude Medical, Inc. or its 

subsidiaries.  
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Description 
The St. Jude Medical™ MediGuide™ Extension Cable is a 
flexible, insulated cable that is used to connect MediGuide 
Enabled™ products to the MediGuide™ System. The cable is 
compatible for single use only. 

The following are devices that connect to the cable: 

Table 1. Connecting Equipment 

Device Model 

CPS Aim, MediGuide Enabled Inner 
Catheter 

DS2M024, DS2M025, 
DS2M026 

CPS Direct, MediGuide Enabled 
Outer Catheter 

DS2M021, DS2M022, 
DS2M023 

MediGuide Guidewire Connector DS2M032 

MediGuide Cath Connect IB 892928-00 

 
 

Package Contents 
 One (1) extension cable 
 

Intended Use 
The MediGuide™ Extension Cable is intended for use with 
St. Jude Medical™ MediGuide Enabled™ products. 
 

Precautions 
 Personnel handling the MediGuide™ Extension Cable 

should wear gloves. 
 

Packaging and Shelf Life 
The packaging is designed to provide aseptic product transfer. It 
is recommended that the product remain in the unopened 
package until time of use. Contents are sterile if package is 
unopened and undamaged. The expiration date is marked on 
the outside of the package. 
 

Storage 
Handle with care. Store in a well-ventilated area under conditions 
that protect these items from extreme temperatures and 
humidity. In addition, cartons containing these items should be 
protected from water and should not be crushed. Do not remove 
from outer box. Rotate stock regularly. 
 

Instructions for use 
1. Inspect the cables carefully for integrity and overall 

condition. 

2. Plug the MediGuide™ Extension Cable device connector 
ends to the MediGuide Enabled™ devices. 

Figure 1.  Plugging the connector ends 

 

 

3. Plug the MediGuide extension cable system connector ends 
to the MediGuide™ Cath Connect. 
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U.S. Limited Warranty and Disclaimer 
St. Jude Medical (SJM) hereby warrants that if this SJM product 
fails to perform with normal tolerances for a patient due to a 
defect in materials or workmanship, SJM will provide, at no 
charge, a replacement SJM product for the patient's use. This 
limited warranty applies only if each of the following conditions 
are met: 

1. The product was designed and distributed by SJM. 

2. The failed product must be returned to SJM and becomes 
the property of SJM. 

3. The product has not been mishandled, reprocessed or 
altered in any way. 

4. The product was used before the 'USE BEFORE' date 
marked on the packaging of the product. 

No representation or warranty is made that a SJM product will 
not fail. SJM disclaims responsibility for any medical 
complication, including death, resulting from the use of its 
products. Except as expressly provided by this limited warranty, 
SJM IS NOT RESPONSIBLE FOR ANY DIRECT, INCIDENTAL, 
OR MALFUNCITON OF ITS PRODUCTS WHETHER THE CLAIM 
IS BASED ON WARRANTY, CONTRACT, TORT, OR 
OTHERWISE. Some states do not allow the exclusion or limitation 
or consequential damages however, so the above limitations or 
exclusion may not apply to you. 
Except as expressly provided by the limited warranty, SJM 
MAKES NO WARRANTY, EXPRESS OR IMPLIED INCLUDING 
BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF 
MERCHANTABILITY, OR FITNESS FOR A PARTICULAR 
PURPOSE. 
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Sincerely, 
Frank Lacy; frank.lacy@fda.hhs.gov 
Electrical Engineer 
US Food and Drug Administration             
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