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Appendix 1: 51 0(k) Summary per 21ICFR §807.92

Submaitter's. Stercbtaxis'Inc.
(urorwuation 4320 F orest Park Ave, S uite I 00

St. Louis4 MO 63 JO0B JAN 2 12010
Contact: DennisPoazo Regulamorv AtTairs Maslor Specialist
Phone: 3.144-78-6136
Septgmber 215, 2009

Device/ a De vice Name:-
Classification - Odyssey"' Workst'tibn<
Mlitne * Classifticalion/Commnon Flame:

I Sterceble Catheter Control Systemn
.The marketed devicc(s) to which subs~tantial equivaittce im. aained:

- Odysse~ylM Workstation

Device The, Odyssey Wodcsqationri an optional (large screen) display and user
description interface paicknge Which allows~the clinician to view multiple diagnostic tool

8crfccils5;.g. Nayiganit, X-Ray, ECU, Carto, et.ta hcthcrli. on one
Large flat panel mdhitor to view and ~interpret a variety of sources on a single
screen. Thcrc:are multiple view lormats available, mid the clinician can
CUStOMize layoutts to facilitate their specific worktlow.

Intendeil use Tirn-Odysbey Workstaltionis1 an Ootiotlal display and uscr interface package
designed io consolidate the point of'control of the Cathettrization Lab

Ccmtwled on Fiat pag~
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Appendix, 1: 510O(k) Summary per 2I;CFR §807.92, Continued

Technological The tablebelow lists devicu eharacteriiicsdcofthe~proposed (dyssey
crnracterhstic Workstation Vs. the prudicalt.Navigant NWS.

()dyssey Workqlatibn Odyssey Worksation in
in Calheter tab Catheter Lab w/o Niche

Device Cliarncteristic w/Niobe NuNS MNS
(predicates) Qina ipas ~2"

Disoiriy (nionoittr) Size 46" 42.464d5 ",

23" and 24" displays - 1920 x
1200

pixel Resolution 'I920 x 1080 42-" and 46" displays - 1920 x
logo

______ _____ ______ _____ 56" diplay ~73340 x 2 16T

Allowable Vid1eo S(Atrtas 12 12

Allows contraiofs Yes
connectedc v'id) sources.

Keypad cpnhrol&.oui' eyN

Allows control of videu
sourvc.s' wative keypad 3rnd yes Ye's

M olise; _ _ _ _ _ _ _ _ _ _ _ _ _

Dispilays graphi6s &
verbiage or connected Y es. Yes

video sources. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Allows ~thiuser to choose
betwcen predeiermined YesYe

layoulwiplscn or. a
custornizable dis~phwl__ _ __ _ __ _ __

Allows tserinteractiion
between vidoo sources on Yes Yek

~the d is l y _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Save dlisplay, layout Yes

Perofonnance B tl ~sdupon the documnentation presentefd in ibis- 51 O(k)~it has been
data demonstrated tharthe: Odysey Work~slatiowis safeand effhctivc when used in

Standttrd catheter labs.



DEPARTMENT'OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New HampshireA.Avenue
Document Control Room W-066-0609
Silver Spring, MD 20993-0002

JAN 2 12010

Stereotaxis, Inc.
c/o Mr. Dennis Pozzo
Regulatory Affairs Master Specialist
4320 Forest Park Avenue, Suite. 1 00
St. Louis, MO 63108

Re: K093092
Trade/Device Name: Odyssey Workstation
Regulation Number: 21 CFR 870.1425
Regulation Name: Programmable Diagnostic Computer
Regulatory Class: II (two)
Product Code: DQK
Dated: December 18, 2009
Received: December 22, 2009

Dear Mr. Pozzo:

We have reviewed your Section~ 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date~of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and.
adulteration. Please note: CDRH does not evaluate infornation related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to adiinlcontrols. Existing major regulations aitecting your device can be
found in the Code of Federal Regulations, Title 21,.Parts 800 to 898. In addition, FDA may
publish fuirther announcements; concerning your device in the Federal Register.



Page 2 - Mr. Dennis Pozzo

Pleasebe advised that FDA's issuance of a substantial equivalence determination does not'mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. Youzmust
comply with all the Act's requirements, including, but not-limnited to: registration and listing (21'
CFR Part807); labeling (21 CFR Part 801); medical device reporting (reporting of me~dical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements -as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicablr, the electronic
product radiation control provisions (Sections 531'542 of the Act); 21 CER 1000-1 050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www~fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucmI 1 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference~to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safet~v/Rep~ortaProblem/default.htm for the CDRH' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Mahufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http)://Wwww.fda. kov/MedicalDevices/ResourcesforYou/Industrv/default.htm.

Sincerey

6~~Brm D.Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Appendix 2: Indications for Use Statement

Stattmwd Tlj iiidiations for usc Staettciva:

5 10(k) Nuinlm: K~Q 9 3 9 2-.
Oevicel Mane! Ody~svy"Nr Work-9lmion

ThjC Odiy~;SUY Workstatitl is~j arolnitmal display and uiser interface~ package

desigrhed w consolidate ibe point orceantroI of (tic C'4tbiecrization LAb.

Presxcription Use _X AND/OR Over-The-Counter Use
(Part 21 CFR &a1 Subpart D) (Part 21 CFR 801I Subpart C)

(PLEASE .DO.NOT WLUIVB!3LOW THIS LINE-CONTN[JE ON
ANOTHEIMR- P~AOE OF NEEDED)

Coheutrence of CDRl~t Office of Device Evaluation;(ODE)

(Division Sign-Off)'
Division of-Cardiovasculas t*%-

5 10(k) Numnber~ 3f1


