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Ablation Improves Drug Refactory Atrial Fib

BY BRUCE JANCIN
Denver Bureau
ORLANDO — A single session of
catheter ablation of atrial fibrillation
backed up by antiarrhythmic drug thera-
py proved markedly more effective than
antiarrhythmic drugs alone at preventing
atrial arrhythmia recurrences in the first-
ever randomized multicenter trial of this
percutaneous therapy.

The Catheter Ablation for the Cure of
Atrial Fibrillation (CACAF) study was also
unique in that it used intensive daily
transtelephonic ECG monitoring during

The 1-year rates
of freedom from
AF in both arms
were substantially
lower than in prior
studies.

DR. BERTAGLIA

12 months of follow-up, rather than rely-
ing on patient-reported symptoms and
periodic assessments during follow-up vis-
its, as in the observational studies.

As a result, the 1-year rates of freedom
from atrial fibrillation (AF) in both arms of
the trial were substantially lower than in pri-
or studies. But this first randomized trial pro-
vides a truer picture of efficacy, Emanuele
Bertaglia, M.D.,, said at the annual meeting
of the American College of Cardiology.

Gender Gap in AF
Recurrence After
Cardioversion

NEw ORLEANS — The recurrence rate
of persistent atrial fibrillation following
cardioversion is significantly higher in
women than men, Osnat Gurevitz, M.D.,
reported at the annual meeting of the
Heart Rhythm Society.

The mechanism underlying this gender
difference is unclear. It is well established,
however, that repolarization time is longer
in women than men. And repolarization
is an important determinant of arrhyth-
mogenesis, noted Dr. Gurevitz of the
Mayo Clinic, Rochester, Minn.

She reported on 773 consecutive pa-
tients who underwent cardioversion for
persistent atrial fibrillation (AF). Of the
486 men, 56% remained arrhythmia free
at 1 year and 33% at 2 years, compared
with 50% and 24%, respectively, of
women. In a univariate analysis, men were
20% less likely to experience AF recur-
rence after controlling for potential con-
founding variables.

Women had a significantly greater AF
recurrence rate despite their lower preva-
lence of significant coronary artery dis-
ease—22%, compared with 34% in men.
On the other hand, 72% of the women
carried the diagnosis of hypertension,
compared with only 56% of men.

—Bruce Jancin

CACAF involved 137 patients with
paroxysmal or persistent AF refractory to
two or more different antiarrhythmic
agents who were randomized to catheter
ablation plus antiarrhythmic drug therapy
or antiarrhythmic drug therapy alone.

“These were the worst patients we
could find in our clinical practices. Their
mean age was 62, with 6 years” duration
of atrial fibrillation, and most had failed at
least three antiarrhythmic agents,” the
cardiologist and CACAF cochair said.

The main study end point was a total ab-
sence of recurrent atrial tachyarrhythmia
during 12 months of follow-up. In the
control group, 63 of 69 patients, or 91%,
developed at least one recurrent AF
episode. Of the 68 who received catheter
ablation, 44% (30) relapsed, of whom 26
experienced recurrent AF and 4 had typi-
cal atrial flutter, reported Dr. Bertaglia, of
the Civil Hospital of Mirano, Italy.

The rate of major complications was
6% in the ablation group, including one

stroke, one case of pericardial effusion,
and one case of transient phrenic nerve
paralysis. The complication rate was vir-
tually identical among controls, including
one stroke and one sudden death.

Half of the 38 patients in the ablation
group who remained AF-free during the
first 12 months of follow-up were subse-
quently randomized to discontinue an-
tiarrhythmic drug therapy. During a fur-
ther 12.5 months of follow-up, 3 of 19
patients no longer on antiarrhythmic
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discontinued.

*Zmax is indicated for mild-to-moderate acute bacterial sinusitis due to

Haemophilus influenzae, Moraxella catarrhalis, or Streptococetis pneumoniae and
for community-acquired pneumonia due to Chlamydophila pneumoniae,
Haemophilus influenzae, Mycoplasma pneumoniae, or Streptococcus
pneumoniag in patients appropriate for oral therapy.

Zmax is contraindicated in patients with known hypersensitivity to azithromycin,
erythromycin, or any macrolide or ketolide antibiotic. If an allergic reaction occurs,
appropriate therapy should be instituted. Physicians should be aware that
reappearance of the allergic symptoms may occur when symptomatic therapy is

Pseudomembranous colitis has been reported with nearly all antibacterial agents.
It is important to consider this diagnosis in patients who present with diarrhea.

\7-
o'opeoo,

“Ya
o oy



Used Mac Distiller 4.0.x Job Options
This report was created automatically with help of the Adobe Acrobat Distiller addition "Distiller Secrets v1.0.5" from IMPRESSED GmbH.
You can download this startup file for Distiller versions 4.0.5 and 5.0.x for free from http://www.impressed.de.

GENERAL ----------------------------------------
File Options:
     Compatibility: PDF 1.2
     Optimize For Fast Web View: Yes
     Embed Thumbnails: No
     Auto-Rotate Pages: Individually
     Distill From Page: 1
     Distill To Page: All Pages
     Binding: Left
     Resolution: [ 600 600 ] dpi
     Paper Size: [ 855 1107 ] Point

COMPRESSION ----------------------------------------
Color Images:
     Downsampling: Yes
     Downsample Type: Average Downsampling
     Downsample Resolution: 150 dpi
     Downsampling For Images Above: 225 dpi
     Compression: Yes
     Automatic Selection of Compression Type: Yes
     JPEG Quality: Low
     Bits Per Pixel: As Original Bit
Grayscale Images:
     Downsampling: Yes
     Downsample Type: Average Downsampling
     Downsample Resolution: 150 dpi
     Downsampling For Images Above: 225 dpi
     Compression: Yes
     Automatic Selection of Compression Type: Yes
     JPEG Quality: << /Blend 1 /Colors 1 /Resync 11 /Columns 163 /HSamples [ 2 1 1 2 ] /Rows 217 /QFactor 1.2 /ColorTransform 1 /VSamples [ 2 1 1 2 ] >>
     Bits Per Pixel: As Original Bit
Monochrome Images:
     Downsampling: Yes
     Downsample Type: Average Downsampling
     Downsample Resolution: 300 dpi
     Downsampling For Images Above: 450 dpi
     Compression: Yes
     Compression Type: CCITT
     CCITT Group: << /Columns 425 /K -1 /Rows 2 >>
     Anti-Alias To Gray: No

     Compress Text and Line Art: Yes

FONTS ----------------------------------------
     Embed All Fonts: Yes
     Subset Embedded Fonts: Yes
     Subset When Percent Of Characters Used is Less: 100 %
     When Embedding Fails: Warn and Continue
Embedding:
     Always Embed: [ ]
     Never Embed: [ /Symbol /Courier /Courier-BoldOblique /ZapfDingbats /Helvetica-BoldOblique /Helvetica-Bold /Times-Bold /Courier-Bold /Helvetica /Times-BoldItalic /Times-Roman /Times-Italic /Helvetica-Oblique /Courier-Oblique ]

COLOR ----------------------------------------
Color Management Policies:
     Color Conversion Strategy: Convert All Colors to sRGB
     Intent: Default
Working Spaces:
     Grayscale ICC Profile: Adobe Gray - 20% Dot Gain
     RGB ICC Profile: sRGB IEC61966-2.1
     CMYK ICC Profile: U.S. Web Coated (SWOP) v2
Device-Dependent Data:
     Preserve Overprint Settings: No
     Preserve Under Color Removal and Black Generation: No
     Transfer Functions: Preserve
     Preserve Halftone Information: Yes

ADVANCED ----------------------------------------
Options:
     Use Prologue.ps and Epilogue.ps: Yes
     Allow PostScript File To Override Job Options: Yes
     Preserve Level 2 copypage Semantics: Yes
     Save Portable Job Ticket Inside PDF File: No
     Illustrator Overprint Mode: Yes
     Convert Gradients To Smooth Shades: Yes
     ASCII Format: No
Document Structuring Conventions (DSC):
     Process DSC Comments: Yes
     Log DSC Warnings: No
     Resize Page and Center Artwork for EPS Files: Yes
     Preserve EPS Information From DSC: No
     Preserve OPI Comments: No
     Preserve Document Information From DSC: No

OTHERS ----------------------------------------
     Distiller Core Version: 4050
     Use ZIP Compression: Yes
     Deactivate Optimization: No
     Image Memory: 524288 Byte
     Anti-Alias Color Images: No
     Anti-Alias Grayscale Images: No
     Convert Images (< 257 Colors) To Indexed Color Space: Yes
     sRGB ICC Profile: sRGB IEC61966-2.1

END OF REPORT ----------------------------------------

IMPRESSED GmbH
Bahrenfelder Chaussee 49
22761 Hamburg, Germany
Tel. +49 40 897189-0
Fax +49 40 897189-71
Email: info@impressed.de
Web: www.impressed.de

Adobe Acrobat Distiller 4.0.x Job Option File
<<
     /ColorSettingsFile ()
     /LockDistillerParams false
     /DetectBlends true
     /ParseDSCComments true
     /DoThumbnails false
     /AntiAliasMonoImages false
     /MonoImageDownsampleType /Average
     /MaxSubsetPct 100
     /MonoImageFilter /CCITTFaxEncode
     /GrayImageDownsampleType /Average
     /GrayImageFilter /DCTEncode
     /ColorImageDownsampleThreshold 1.5
     /ColorConversionStrategy /sRGB
     /CalGrayProfile (Adobe Gray - 20% Dot Gain)
     /NeverEmbed [ /Symbol /Courier /Courier-BoldOblique /ZapfDingbats /Helvetica-BoldOblique /Helvetica-Bold /Times-Bold /Courier-Bold /Helvetica /Times-BoldItalic /Times-Roman /Times-Italic /Helvetica-Oblique /Courier-Oblique ]
     /ColorImageResolution 150
     /UsePrologue true
     /ColorImageDepth -1
     /sRGBProfile (sRGB IEC61966-2.1)
     /PreserveOverprintSettings false
     /CompatibilityLevel 1.2
     /UCRandBGInfo /Remove
     /EmitDSCWarnings false
     /CreateJobTicket false
     /DownsampleMonoImages true
     /DownsampleColorImages true
     /MonoImageDict << /Columns 425 /K -1 /Rows 2 >>
     /ColorImageDownsampleType /Average
     /GrayImageDict << /VSamples [ 2 1 1 2 ] /Blend 1 /HSamples [ 2 1 1 2 ] /QFactor 0.9 >>
     /CalCMYKProfile (U.S. Web Coated (SWOP) v2)
     /MonoImageDepth -1
     /PreserveEPSInfo false
     /AutoFilterGrayImages true
     /GrayACSImageDict << /Blend 1 /Colors 1 /Resync 11 /Columns 163 /HSamples [ 2 1 1 2 ] /Rows 217 /QFactor 1.2 /ColorTransform 1 /VSamples [ 2 1 1 2 ] >>
     /SubsetFonts true
     /ColorImageFilter /DCTEncode
     /AutoRotatePages /PageByPage
     /ASCII85EncodePages false
     /PreserveCopyPage true
     /EncodeMonoImages true
     /PreserveOPIComments false
     /ColorImageDict << /VSamples [ 2 1 1 2 ] /Blend 1 /HSamples [ 2 1 1 2 ] /QFactor 0.9 >>
     /AntiAliasGrayImages false
     /GrayImageDepth -1
     /CannotEmbedFontPolicy /Warning
     /EndPage -1
     /TransferFunctionInfo /Preserve
     /CalRGBProfile (sRGB IEC61966-2.1)
     /EncodeColorImages true
     /EncodeGrayImages true
     /ColorACSImageDict << /Blend 1 /QFactor 1.2 /HSamples [ 2 1 1 2 ] /VSamples [ 2 1 1 2 ] >>
     /Optimize true
     /ParseDSCCommentsForDocInfo false
     /GrayImageDownsampleThreshold 1.5
     /MonoImageDownsampleThreshold 1.5
     /AutoPositionEPSFiles true
     /MonoImageResolution 300
     /GrayImageResolution 150
     /AutoFilterColorImages true
     /AlwaysEmbed [ ]
     /ImageMemory 524288
     /OPM 1
     /DefaultRenderingIntent /Default
     /EmbedAllFonts true
     /StartPage 1
     /DownsampleGrayImages true
     /AntiAliasColorImages false
     /ConvertImagesToIndexed true
     /PreserveHalftoneInfo true
     /CompressPages true
     /Binding /Left
>> setdistillerparams
<<
     /PageSize [ 576.0 792.0 ]
     /HWResolution [ 600 600 ]
>> setpagedevice


September 1, 2005 « www.familypracticenews.com

drugs had an AF recurrence, as did 2 of 19
who remained on medication.

Based on this encouraging observation,
the next phase of CACAF is already un-
derway, in which larger numbers of abla-
tion-treated patients are being followed on
or off antiarrhythmic drug therapy to
learn whether medication is really neces-
sary. The final results are due in 2009.

Discussant Jeffrey J. Goldberger, M.D.,
of Northwestern University, Chicago,
commented that the dramatic reduction in
AF episodes seen in this “very well exe-
cuted” study, coupled with the favorable
results of the observational studies, leave
no room for doubt: AF ablation results in

better control of the arrhythmia than
medical therapy.

AF ablation is a complex procedure,
and the strategies to accomplish it have
evolved rapidly over the last few years. As
to whether or not the catheter therapy is
ready for prime time clinical practice, Dr.
Goldberger said the answer really depends
on the chosen end points.

If the goal is symptomatic improve-
ment and reduced AF recurrences,
catheter ablation is clearly ready. But if
physicians remain interested in the strate-
gy of maintaining normal sinus rhythm in
order to potentially reduce thromboem-
bolic events, improve left ventricular func-
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tion, and prolong survival, there will need
to be further large randomized trials fea-
turing intensive ECG monitoring. The
goal of these studies will be to weigh the
benefits of ablation against the significant
reported complications, which include in-
traesophageal fistulas, strokes, and pul-
monary vein stenoses, he continued.

The CACAF ablation strategy involved
circumferential isolation of all pulmonary
vein ostia and creation of two linear le-
sions, one along the isthmus between the
left inferior pulmonary veins and the mi-
tral annulus, the other in the right atrium
between the inferior vena cava and tri-
cuspid annulus.

The Italian investigators utilized a single
transseptal puncture and placed a diag-
nostic catheter in the coronary sinus. Ab-
lation was performed using the Navistar
ThermoCool device at a setting of 20-30
mL/min and 20-45 W.

The Carto Navigation System was em-
ployed to create a 3-D reconstruction of
the left atrium.

The mean procedure duration was 193
minutes; however, the Carto system en-
abled fluoroscopy time to average a mere
25 minutes.

Dr. Bertaglia is on the speakers’ bureau
for Biosense Webster Inc., the CACAF
sponsor. L]
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ANTIBIOTIC EFFICACY
WITH A LOT LESS EXCUSES.

@ SINGLE, HIGH-DOSE EFFICACY: A single, liquid 2 g dose of Zmax
provides clinical cure rates comparable with Levaquin® in acute bacterial
sinusitis (ABS) and community-acquired pneumonia (CAP) in patients
appropriate for oral therapy.*

Two separate, randomized, double-blind,
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BImax2g Levaquin 500 mg qd

double-dummy, multicenter studies
compared the efficacy and safety of
Zmax 2 g with 10 days of Levaquin
(levofloxaciny in the treatment of ABS
and 7 days of levofloxacin in the
treatment of CAP. In patients with ABS,

a maxillary sinus tap was performed at
baseline, and clinical evaluations were
conducted at the test of cure (TOC) visit
(day 17-24). In patients with CAP, clinical
evaluations were conducted at the TOC
visit (day 14-21). Cure was defined as
resolution of signs and symptoms related
10 the acute infection, or clinical
improvement such that no additional
antibiotics were deemed necessary. In
addition, the chest x-ray performed on
patients diagnosed with CAP at the TOC
visit was o be either improved or stable.

J

QOverall, the most common side effects
of Zmax are diarrhea/loose stools
(11.6%), nausea (3.9%), abdominal
pain (2.7%), headache (1.3%), and
vomiting (1.1%).

Please see brief summary of prescribing
information and references on adjacent page.

CONE DOSE. ONE TIME. >)

@ SINGLE-DOSE COMPLIANCE: Zmax helps maximize patient compliance.
When patients take single-dose Zmakx, typical noncompliance problems
such as skipping doses, failing to complete the dosing regimen, and
sharing and hoarding medication are avoided. In clinical trials, 100% of
patients completed a full course of therapy.

In a retrospective analysis, noncompliance was associated with
treatment failures.!

@ SINGLE-DOSE TOLERABILITY: Zmax microsphere technology provides
tolerability by slowly releasing the active ingredient in the small intestine.?
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