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Submitter’s Topera, Inc.

information Contact: Ruchir Sehra, MD
Phone: 858 367-3395
03/22/2011

Device/ Device Name:

classification ¢ RhythmView Workstation

name

Classification/Common name:
» Programmable diagnostic computer

The marketed device(s) to which substantial equivalence is claimed:
e Astronomer + (K003362)
¢ CARTO XP Mapping System (K013083)

Device The RhythmView is comprised of these major components,

description
1. RhythmView hardware — Computer, monitor, keyboard, and mouse
2. RhythmView Software — Software pre-installed

The RhythmView Workstation takes electrical signals collected from multi-
polar electrophysiology catheters and outputs a graphic display that assists in
the diagnosis of cardiac arrhythmias.

Indications for  The RhythmView™ Workstation is a computerized system that assists in the

use diagnosis of complex cardiac arrthythmias. The RhythmView™ Workstation
is used to analyze electrogram and electrocardiogram signals and display
them in a visual format.

Continued on next page
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510(k) Summary of Safety and Effectiveness, Continued

Technological ~ The table below lists the technological characteristics for both the new and

characteristics  predicate devices

Device Characteristic New Device Predicate Device | Predicate Device
RhythmView™ Astronomer + CARTO XP

Signal capture No Yes Yes
Signal processing Yes Yes Yes
Location capability No Yes Yes

Post processing display - Yes No Yes
propagation map

erd display of electrode Yes Yes No
signals

Performance The RhythmView System underwent extensive bench testing, including a
data wide variety of cardiac electrogram data, to demonstrate that it was as safe
and as effective as the predicate devices.

The RhythmView System passed all verification and validation tests in
accordance with predetermined specifications and appropriate test criteria.
There were no new questions of safety and effectiveness raised.

Conclusion Verification and validation testing were conducted to establish the
performance characteristics of the RhythmView System. The results
demonstrate that the RhythmView is safe and effective when used in
accordance with its intended use and labeling.
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Pubdic Fealth Service

Topera, ne.

¢/o Dr. Ruchir Schra

11443 E. Vig Linda Suite 2
P.O. Box 224

Scoilsdale, AZ 85239

Rer KITIO§7S
Trade/Device Name: Rhvihm View
Regulation Number: 21 CFR 87011425
Regulation Name: Programmabic Diagnostic Compuler
Regulatory Class: Class 1
Product Code: DOK
Dated: September 8, 201 1
Received:  September 12, 20171

Dear Dr. Schra:

Food and Drug Administaton
003 New | Tanpshire Avenue
Pocunmeit Control Ruown ~WOHH-Li(im)
Silver Spring. MDD 209630002

We have reviewed your Section 310(k) premarket notification of intent 1o market the device
referenced above and have determined the device is substantially equivalent (for the indicaiions
for use stated in the enclosure) 0 legalty marketed predicate devices marketed in interstale
conumerce prior o May 28, 1976, the enactment date of the Medical Device Amendments, or 10
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, markel the device, subject 10 the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing praciice, labeling, and prohibitions against misbranding and
adutteration. Please note: CDRH does not evaluate information related (o conlract liability
warranties. We remind you, however, thal device labeling mustbe trathful wnd not misleading,

W your device is clussified (sce above) into either class (1 (Special Controls) or class 1 {PMAY, )
may be subject to additional controls. Existing major regulations affecting your device can be



Page 2 - Dr. Ruchir Schra

found in the Code of Federal Regulations, Tiile 21, Parts 800 10 898, I addition. FDA nay
publish further announcements concerning vour device in the Federad Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that vour device complies with other requirciments ol the Ac
or any Federal siautes and regulations administered by other Federal agencies. You musl
comply with all the Act’s requirements, including, bui not limited to: registraiion and listing (21
CIR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803): good manufacturing praciice requirements as scl
forth in‘the quality svstems (QS) regulation (21 CFR Part 820); and il applicable, the clectronic
praduct radiation control provisions (Sections 331-342 of the Act); 21 CER TOGO- TS0,

Il you desire specific advice for your device on cur labeling regulation (21 CFR Part S01). please
co 1o hip:iwww, fda.onv/Aboul TDA/CentersOffices/CDREVCDRHO fices/uem T3S0, bt for
ihe Center lor Devices and Radiological Health®s (CDREFS) Office of Complinnce. Algo, plesse
note the regulation entitled, "Misbranding by reference 1o premarket notification” (2TCFR Parl
807.97). Far questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803}, pleasc go o

luip:Awww fdaoov/MedicalDevices/Safety/ReportaProbleny/de fanlt.him for the CDRH™s Office
of Surveillance and Biometries/Division of Postmarkel Surveitlance.

You may obtain other general information on your responsibilities under the Act [rom the
Division of Small Manufaciurers, international and Consumer Assistence at it oll-lree number
(800} 638-2041 or {301) 796-7100 or at uis Internet address

hitp: Awww fda.sov/Medical Devices/ResourcestorYou/industry/defuuli im.

Sincerely yours,
/

Bram D./uckerman. M.D.

Directo:

Division of Cardiovascular Devices

Office of Device Evaluation

Center tor Devices and
Radiological Health

Enclosure
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Appendix 3 — Indications for Use

Indications for Use Statement

Statement The Indications for Use Statement:
510(k) Number: K110878
Device Name: RhythmView Workstation

The RhythmView™ Workstation is a computerized system that assists in the
diagnosis of complex cardiac arrhythmias. The RhythmView™ Workstation
is used to analyze electrogram and electrocardiogram signals and display
them in a visual format.

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

Page of

A —
(Division 8ign-Off)
Division of Cardiovascular Devices
510(k) Number____(4[103F
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