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Appendix 4 -510(k) Summary

510(k) Summary of Safety and Effectiveness SEP 2 32011

Submitter's Topera, Inc.
information Contact: Ruchir Sebra, 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:
* 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 RhythmViewTM Workstation is a computerized system that assists in the
use diagnosis of complex cardiac arrhythmias. The RhythmView TM Workstation

is used to analyze electrogramn 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

New Device Predicate Device Predicate Device
Device Characteristic Rhythm ViewTM 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
Grid display of electrode Yes Yes No
signals ________________ ___

Performance The RhythmView System underwent extensive bench testing, including a
data wide variety of cardiac electrogramn 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 RhythmnView is safe and effective when used in
accordance with its intended use and labeling.
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(iperm, hit.
C/u Dr. Rticki rsera
11445 Fi. \'ia Linda Suite 2
4. Box 224
,Scottsdale- A.\ 85259Q 2

Re: K I 10878
Irlade/Device Name: Rhvthin\iew

Ulau~tionl INumbier: 21 CFR 87(0.1425
Reizulationl Name: ProrrammableC [Diagnostic Computr
RtEg(tit0rV Class: Class If
Product Code: DOIK
Dated: Se~ptember 8. 2011
Rce jved: Se V[c nbei rI2. 2011

Dear D~r. Sehra:

We hive reviewed \'ouir Section 51(Kk) premarket notification of intent to mar ker Ihe devic
relerenced above and have determined the device is St~lStanltial eqlUivalent (for theC rwdiCalionls
ror use staed in] he enclosure) to legally marketed predicate devices marketed in inierstate

commierce jprior to May 28, 1976, the enactment (late of the Medical Device Anendmencns or to
de\'ices that have been reclassified in accordance with the provisions of the Federa!l Fod. lDrit
and Cosmetic Act (Act) that do not require approval of a pirmarket approval application (F'MA).
You may. therefore, nmarket the device stibject to the general controls provisions of the Aci. T he
genra conos provisins of tie Act include reqtiirnieiits for annual registrtion.11 I stiria' of
devices, goode nmnniurnng practice, iabelihug, and prohibitions aLtai nst misbrandif 4 arid
adulteration. P'lease note: CDRH clots not evaluate informaution related to couniac liablit
warranties. We remind you, however, tat dlevice labeling ist be truhfilI and l1101 iislead i at.

If votur device is classified (.see above) inito eiher class 11 (Special Coinol) or class 1ll 1IM),i
may be subject to addirional controls. Existinig major regzulations affetings your device tan lhe
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found in tire Code of Federal Ifetwlations. Tiale 21, Parits 8001 to 898. I addition. FDA iMav
puiIhlsh further annoul ceniltts concernu your device in the FralH Recister

Please he advised that FDA's issuance of a substantial equivalence determ inattuil tins tot mcua
that FDA has made ai dutlIninitioni that your de\'ice comieis "ith Other requirements o1 the ALA
or any Federal statutes and regulations administered b\' other Federal agcics. Ytou imusi
comlply wvith ll[ the Act:'s reCluitrments. including, buit not limited to: rcustion andl listing (21

CFI( Part 807); label i ng (21 CFR Part 801); medical device reporting (reporti n of iudical
device-r elated adverse events) (2 1 CFR 803); good nianu facturing practice ritiniits as set

forth1 Intlie quality SvSteins (QS) regulaton (21 CFRZ Part 8201) and if applicable, the electronlic
prouct radiation control provisions (Sections 531-042 of Ohe Act); 2 1 CFR I1)0t(5().

Hyou desire s.pecific advice for your device on our labeling regulation (21 CF-R Part SHIl), please

go to hHr[ wv~auvAotIACetr~~cji~(lCD l-Oe;/rn I J~ .t0.ISu
hie Ceniter for Devices and Radiological le altlfs (CDRI-'s) (Dkc of omplianc. Also, pletise

note the regu lation enitled. 'Misbraidiiic by reference to premaroket notification" (21 CFR Part

S017.97). For questions regardiniz the reporting( Of adverse events under the NID R rculat ion (21
CFR Part( 803), please go to

litto /Avw -fdauov~edcalevies/afev/Rpora~rblc/deaulhtm or the CD (FI's Office

of Surveillnce and Biometrics/Divisin of Postimaket Surveillance.

You may obtain other general infomation on y'our responsib iIi ties ruider the Acthfr [he
IDivision of Smnall IMaittdi ters. inter national and Consaumer Assistance at its Iti leuinher

(800) 638-204 1 or (30 1) 796-71001( or at its [itternet address

Division of Cardiovasculr [Devices
Office of Device Evalationl
Ceitter fkor Devices and

R~adiologzical F-healt h

Enclosure
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Appendix 3 - Indications for Use

Indications for Use Statement

Statement The Indications for Use Statement:

5 10(k) Number: Ki110878

Device Name: RhythmView Workstation

The RhythmViewTM Workstation is a computerized system that assists in the
diagnosis of complex cardiac arrhythmias. The RhythmViewTM 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 _

(Division n-Off)
Division of Cardiovascular Devices
51 0(k) Number_________
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