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Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 

MAR - 8 2006 Rockville MD 20850 

Ms. Kelly Rowland, MA 
Regulatory Affairs Specialist 
Quality and Regulatory Affairs 
STEREOTAXIS, INC. 
4041 Forest Park Avenue 
St. Louis, MO 63 108 

Re: KO51373 
TradeIDevice Name: Cronus Guidewire, Model 00 1-00 1470- 1 
Regulation Number: 2 1 CFR 870.1330 
Regulation Name: Catheter guide wire 
Regulatory Class: I1 
Product Code: NDQ 
Dated: November 29, 2005 
Received: December 1,2005 

Dear Ms. Rowland: I 

.-
I his letter corrects our substantially equivalent letter of' Dccember 9. 2005 

We have reviewed your Section 5 10(k) prenlarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for tlie indications 
lor use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28. 1976. tlie enactment date of the Medical Dcvicc Amendmelits 01- to 
devices that have been reclassified in accordance \\.it11 the pro\:isions ol'tlic I:cdcr;~l I'ood. Ilri~g. 
and Cosmetic Act (Act) that do not rccluirc al>pro\.:rl ol'a l~rema~.l\ct \'ou ma!-.;~ppro\.al(I ' I \ / I : \ ) .  
therefore. market tlie device. subject to 11ic gcncl-ill con11-ols pro\.isions ol'tlic ,Act. I'lic gcncral 
controls provisions of the Act include recluirements lor annual regis~ration. listing ot'devices. 
good manufacturing practice, labeling, and prohibitions against misbranding and adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA). it  
may be subject to additional controls. Existing ma-jor regulations affecting your device can be 
fi>iundin the Code of Federal Regulations. Title 2 1. Parts SO0 to 898. In addition. FDA may 
pi~blisli further annauncemcnts cancel-nlng yoi~r dc\ ice in tlic M e r a l  licgistcr. 

I'least. he ad\!ised tlia~ I:llA's issuance ol ' ;~ sub5t;11itial cclui\alc~icc clctcrliiinaticl~i docs not mcirn 
that t:I)/\ has ~iiade 1.1ial !onr tlc\.icc complics \\ ill1 o t l~c~.  ol'tlic Ac1 ;I de!e~.minntio~i rctli~ire~iie~it.'; 
or an!. 1-ederal stati~tcs and regulations adniinistt.rcd h!: oilie1- I-ccicral agencies. YOU ~i i i~s t  
complx with all the Act's reclilircments. including. l>ut not limited to: registration and listing ( 2  1 
CFR Part 807); labeling (2 1 CI-R Part 801 ): good rnanuhcturi~i  practice reclui~~cments as set 
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 2 1 CFR 1000- 1050. 

This letter will allow you to begin marketing your device as described in your Section 5 10(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your 
device to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 1 ), please 
contact the Office of Compliance at (240) 276-01 15. Also, please note the regulation entitled, 
"Misbranding by reference to premarket notification" (21 CFR Part 807.97). You may obtain 
other general information on your responsibilities under the Act from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-204 1 or 
(301) 443-6597 or at its Internet address I~ttp://www.fda.gov/cdrh/industrv/support/iudex.ht~nl. 

Sincerely yours, 

Mark N. Melkerson 
Acting Director 
Division of General. Restorative. 
and Neurological Devices 

Oftice of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 
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Appendix 2: Indications for Use Statement 

Statcme~~t T11e indications fix lIse Statement: 

Device Name: Stercotaxis Cuidcwirc and Stercotaxis s el star* Magnetic 
Navigation System [MKS] 

Stereotaxis Ciuidlvire: 
'I'he Storcotaxis Cronus" I3ndovascular (juide\virc is intended to it~troduct: 
and position over-the-wire catheters and other over-the-wire therapeutic 
devices within the neurovasculaturc. conlnary a~ i~dperipheral vasculaturc 
during I''I'C.4 or other intra~ascular intcn-cntional procedures. 

'I'hc Stereotaxis ~'ronus" f~ndovascular (iu~de\kire is not intended fix use 
without a Stcreotaxis blagnctic Nat igation Slstcm [MNS]. Kotational 
athcrcctom) de\ iccs and an! Il.rromagnetic ~nt\:r-\.cntic~n~il de\ iccs arc 
contraindicatcd tiw use nith t11c Stcrcotaui:, I:ndo\ ascular ( iu i t i c~ \ i rc .  

Stereotaxis .l.clst2r' h.Ia(~nctic %a\ igi~tii)~l S~s ten l[MKS]. 
.I'hu 'I'bIXS is intended to navigate o magnet-tipped dcvicc through tissuc tc. 

designated target sites in the risht and leli heart. coronar! .pcril~hcral.and 
ncuro\ usculnture by orienting the de\ ice t i p  in a dcsircd dircction. 

I'rescriptio~~I;so X .IUl)'C)R O\ i.r- I'he-('ounter C;sc 
{i'art 21 ('b't< 801 Subpart 1)) (Pxr! 2 I C'I-1Z 801 Subpart C'! 

' i,; '~ivisionof General, &tore t - - .. 
, 

Nenmlwiml M . c w  --and-- -- -- --- . - - .. 



DEC 9 2005
TMNS & Cronus® Modified 5 10O(k) May 20, 2005

Stereotaxis, Inc. (3-3Page 45

Appendix 1: 510(k) Summary of Safety and Effectiveness

Statement Information supporting claims of substantial equivalence, as defined under

the Federal Food, Drug and Cosmetic Act, respecting safety and effectiveness

is summarized below.

For the convenience of the Reviewer, this summary is formatted in

accordance with the Agency's final rule 'K.. .510O(k) Summaries and 5 10(k)

Statements..." (21 CFR §807) and can be used to provide a substantial
equivalence summary to anyone requesting it from the Agency.

Device The TeistarV Magnetic Navigation System [TM~NS] is an interventional

description workstation for the intravascular navigation of a magnetic-tipped device

through tissue to designated target sites in the right and left headt, coronary,

peripheral, and neurovasculature. It combines a bi-planar fluoroscopy system

with a computer controlled magnetic field generator, to provide both

visualization and control of a magnetically actuated guidewire. The system

employs magnetic fields to orient the guidewire.

The Stereotaxis Cronus ® Modified is a steerable guidewire that has a nominal

diameter of 0.014 inIO.36 mm and a nominal length of 210 cm or 300 cm.

The guidewire is designed only for use in conjunction with a Stereotaxis

Teistar® Magnetic Navigation System [TMNS]. The wire is configured with

a tapered distal tip and an embedded magnet, which is used for navigating the

wire through the vasculature. This device is sterilized with100% ethylene
oxide.

Intended use The Telstar Magnetic Navigation System [TMNhS] is intended to navigate a

magnetic-tipped device through tissue to designated target sites in the right

and left heart, coronary, peripheral, and neurovasculature by orienting the

device tip in a desired direction.

The Stereotaxis Endovascular Guide Wire is intended to introduce and

position over-the-wire catheters and other over-the-wire therapeutic devices

within the neurovasculature, coronary and peripheral vasculature during

PTCA or other intravascular interventional procedures.

Continued on nexct page

The information herein is considered CONFIDENTIAL to STEREOTAXIS, Inc. in accordaice with the provisions and

expectations of 21 CFR §20.61, 21 CER §812.38, and 21 CFR §814.9.
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Appendix 1: 510(k) Summary of Safety and Effectiveness,
Continued

Technological The Telstar® Magnetic Navigation System [TMNS] employs application of
characteristics magnetic fields to orient the distal tip of a magnetically actuated guidewire.

The Telstar® Digital Imaging System [TIS], previously cleared under
K013484 and K022565, provides visualization through standard fluoroscopy.

The Cronus® Modified is a conventional 0.014" (0.36 mm) hydrophilic-
coated endovascular guidewire modified to accommodate magnetic actuation

and control. It is designed to navigate within the vasculature to deliver a
suitable catheter or interventional device to a desired site. The finished

lengths of the Cronus® Modified are between 180 and 300 cm. A taper runs

32 cm proximal to the distal tip. The pushable shaft is a continuous wire that
allows axial force, applied at the proximal end, to be transmitted to the tip of
the guidewire.

Performance Bench testing and pre-clinical and clinical in vivo testing demonstrate that the

data Stereotaxis Telstar® Magnetic Navigation System [TMNS] and the Cronus®

Modified perform in an equivalent manner to the Stereotaxis Telstar®
Magnetic Navigation System [TMNS], and the Stereotaxis Cronus® Predicate

and the Boston Scientific TRANSENDTM EX Platinum Steerable Guide Wire
predicate devices.

Conclusion The Stereotaxis Telstar® Magnetic Navigation System [TMNS] is

substantially equivalent to the Stereotaxis Telstar® Magnetic Navigation

System [TMNS] (KO13484) and the BrainLAB VectorVision 2 (VV 2)
(K983831) predicate devices.

The Stereotaxis Cronus® Modified is substantially equivalent to the

Stereotaxis Cronus® Predicate (K042854) and the Boston Scientific
TRANSEND TM EX Platinum Steerable Guide Wire (K971254) predicate
devices.

Contact Kelly Rowland
Regulatory Specialist

Date May 20, 2005

The information herein is considered CONFIDENTIAL to STEREOTAXIS, Inc. in accordance with the provisions and

expectations of2I CFR §20.61, 21 CFR §812.38, and 21 CFR §814.9.




