e News

Antismoking drug still recommended to Canadians despite
side effects and US advisory

spate of complaints about the
A smoking-cessation drug vareni-

cline (Champix) prompted
bans on its use by pilots and commer-
cial drivers in the United States last
year, but reports of adverse reactions
have not resulted in such dramatic con-
sequences for Canadian users.

“At this time, Health Canada con-
siders that, when used as directed, the
benefits associated with Champix as a
smoking cessation therapy continue to
outweigh the overall risks,” stated
Health Canada spokesperson Paul
Duchesne via email.

Pfizer introduced the drug in the
United States, where it’s marketed un-
der the brand name Chantix, in Septem-
ber 2006. It is now marketed in 73
countries and, according to Pfizer, has
been taken by some 10 million people
worldwide.

Side effects of the drug include nau-
sea and abnormal dreams. Because of
growing evidence of a link to aggres-
sion, depression and suicidal tenden-
cies, on Feb. 1, 2008, the US Food and
Drug Administration issued a public
health advisory that warned users and
doctors about the neuropsychiatric
symptoms. When the drug went on sale
in Australia, in January 2008, the Ther-
apeutic Goods Administration ordered
Pfizer to issue “Dear Doctor” letters.
The United Kingdom’s Medicines and
Healthcare Products Regulatory
Agency received 3541 adverse effects
reports, including 10 suicides, within a
year of varenicline hitting the market in
September 2006.

“It is not known whether these
events are occurring at a rate and sever-
ity which is different from the back-
ground rate for smoking cessation in the
general population, or in the psychiatric
population (treated or untreated), or dif-
ferent from the rates for other drugs in
the class of smoking cessation,” stated
Pfizer Canada Inc. spokesperson Christ-
ian Marcoux via email.

Last October, the US Institute for
Safe Medication Practices linked
varenicline to cardiac rhythm distur-
bances and cases of acute myocardial

infarction. It reported that US users
were involved in 1001 serious inci-
dents in the first quarter of 2008, in-
cluding many traffic accidents.

The US Federal Aviation Adminis-
tration promptly banned pilots and air
traffic controllers from using vareni-
cline. Transport Canada, which has
doctors who assess aviation profession-
als individually, has not followed suit.
“We will not intervene if the pilot is
deemed fit to fly,” says spokesperson
Maryse Durette.

The US Federal Motor Carrier
Safety Administration banned vareni-
cline for all drivers of commercial mo-
tor vehicles. But the Canadian Council
of Motor Transport Administrators has
not banned the drug, choosing instead
to evaluate drivers on a case-by-case
basis. “It’s not the medication. It’s the
medical condition you have that
doesn’t make you fit,” says Ian Tomlin-
son, the council’s program manager.

Health Canada approved varenicline
for sale in Canada on Jan. 24, 2007.
According to Pfizer, Canadian doctors
have to date issued more than 1.1 mil-
lion prescriptions for the drug. Health
Canada received 818 reports of adverse
effects from varenicline users as of Oct.
31, 2008, and has issued 2 warnings
about the drug, the most recent (Jan. 6)
stating that it was “in the process of
further strengthening the labelling for
the drug with respect to the risk of seri-
ous psychiatric adverse effects.”

The effect of adverse event reports
on sales has yet to be felt in Canada,
but sales of varenicline are down
sharply in the US. In the third-quarter
of 2008, sales totalled US$96 million, a
drop of nearly half from the same quar-
ter in 2007.

In spite of the warnings, some Cana-
dian health organizations still recom-
mend varenicline to people attempting
to quit smoking. The Canadian Lung
Association endorses the drug under its
generic name on its website. The Cana-
dian Cancer Society recommends
smoking-cessation products in general
but does not endorse specific products,
according to spokesperson Alexa
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Giorgi. Dr. Peter Selby, who heads the
Nicotine Dependence Clinic at the Cen-
tre for Addiction and Mental Health,
says varenicline is appropriate for some
people. “We are not comparing the
risks to a placebo,” he says. “We are
comparing it to not quitting smoking.
We have to intervene appropriately.”

Selby, who has received fees for re-
search, consultation and training from
Pfizer, says that people who opt for
pharmaceutical help to quit smoking
must be vigilant in monitoring side ef-
fects and reporting them to their doc-
tors. “The take-home message is that
you have to weigh the risks and bene-
fits with the patient.”

The benefits of the smoking-cessation
drug varenicline outweigh the risks, ac-
cording to Health Canada.

Health Canada continues to monitor
the safety of varenicline and is updating
prescribing information. When this is
completed, new advice will be sent to
health professionals and released to the
public. Duschesne says Health Canada
does not automatically compile infor-
mation comparing the number of ad-
verse effects reported for different
drugs, but writes: “It is however fair to
say that adverse events reported by
Champix users have been increasing
significantly in the last few months.”
— Roger Collier, CMAJ

DOI:10.1503/cmaj.090114

381




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.6
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents for quality printing on desktop printers and proofers.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice




