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Appendix 1: 510(k) Summary per 21CFR §807.92

Submitter'y
information

Device/
classification
name

Deviei:
description

Intended use

Stereotakis, Inc.

4320 Forest Pmrk Ave, Suite 100

St. Louis; MO 63108 : JAN 21 2010
Contact: Dennis Pozzo, Régulatory Aflidrs Ma:,t‘cr Specialist :
Phone: 314.678-6136

September 25, 2009

= Pevice Nome:
- Ddyssey"" Workstation
» Classification/Common name:
"+ ‘Sreerable Catheter Control System
o The marketed deviees) to which:substantial equivalisnice is claimed:
- Odyssey'™ Workstation

"Thie Odyssey Workstation {s an optional (large sm.cn) display and user
interface package which allows the élinician to-vicw multiple diagnostie tool
screens;(e.g. Navigant; 8- -Ray, ECG, Cirto, etc.)in thercatheter lab. on one
large fat panel monitorto view and interpret a variety of sources ona single
sereen, Therc.are m_ulnpic view formats available, and the clinician can
customize layouts to facilitate their specifie warkflow.

The: ()dyssz.y Workstatimx Is aiy optional display and user interface package
designed to consolidate tie point of contral of the Catheterization Lab,

Cotineed an next page
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Appendix 1: 510(k) Summary per 21CFR §807.92, continued

Technological Fhe table helow fists device characteristies of the, -proposed Odyssey
characteristies:  Warkstation:vs. the predicate Navigant NWS.

(ikiyséey Waorkstation | Odyssey Workstation in
_ . in Catheter Lab Catheter Lab w/o Niohe
Deyice Characteristic wiNiobe. MNS MNS
{ pmdicat(.}
. P N | Optional displays: 23", 247,
Displiy (monftor) Size: “6 i 42", 46” and 56™
' 23" and 24" displays - 1920 x
2ot
ket Resolution 19240 x 1080 42" gnd 46 displays - 1920 x
1080
: 56" diplay.- 3840 x 2160,
| Allowable Video Saigées | 12 i2
1 -.qnnectud videp. sources Yes N , Yes
Ke ypm!r conuo‘fs anly Yeu : No
Mv;gmxl _
Ahows control of video ‘
| sourves’ nntive keypad ahd Yes : Yes
MISE. . . 4
Displays graphics &
verbiage of connected | Yeu Yes
video sources. _ :
Allows'theuserto choose
hetween predetermined. Yes Yes
layorit/scripls or »
customizable display,
" Altows user interaction”
betswaen video sources on Yeg Yes -
.the display.
Save Jisplay layout Yes Yes

Perforinance Based-upon the documentation presented in this 5T0(k} i1 has been
data demonstrated thatthe Odyssey Workstation'is safc and effective when used in
standard catheter labs,




SERVICE
st m’c‘-,\

(<

L

/ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
}iﬁuv};n

§ WEALTYy
A9 ‘s

Food:and Drug Administration

10903 New Hampshire Avenue
Document Control Roorm W-066-0609
Silver Spring, MD 20993-0002

JAN 91 2010

Stereotaxis, Inc.

¢/o Mr, Dennis Pozzo

Regulatory Affairs Master Specialist
4320 Forest Park Avenue, Suite. 100
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, 2000.
Received: December 22, 2009

Dear Mr. Pozzo:

We have.reviewed your Section: 510(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 enclosiire) 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 information 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 Il (PMA), it
may be subject to additional controls. Existing major regulations dffecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements c¢oncerning your device in the Federal Register.
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Please be 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. You:must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
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'applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please.
go to http://www.fda.gov/AboutFDA/CentersOfficessf CDRH/CDRHOffices/ucm115809.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” (21CER 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 pov/MedicalDevices/Safety/ReportaProblem/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 Manufacturers, International.and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http://www.fda. gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Jé Bram D. Zuckerman, M.D.
Director
Division of Cardigovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Appendix 2: Indications for Use Statement

BoaeTl

Statement The indications for Use Statemoni:
S 1K) Nanher: Iao_q_%q Z- .

Device Name: Odyssey™ Workstaticn

The Odyssey Waorkstation:is an-optonsl display and user interface package
desigried 1o consolidate the poim of control of the Cathelerization Lab.

Prescription Use X ANDYOR ‘Over-The-Counter Use
{(Part 21 CFR 801 Subpart D} ‘ (Part 21 CFR 301 Subpart C)

(PLEASF PO NOT WRITE BELOW THIS L[NP{(;?NT INUE ON

ANOT IIER PAGE. 0? NEEDED}

(Division Sign-of)
DMSIOI'I of: Cardlovascula: {
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C.ﬁncuﬂ:cnce t:rf’ CDR_H Gﬁﬁse of Device Evalustion (OIDE)
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