LETTERS TO THE EDITOR

For personal use only. Not to be reproduced without permission of the publisher (editorial@gabi-journal.net).

Austria increases dialogue in
order to involve physicians more

with biosimilars
Christoph Baumgdrtel, MD

Comment on the GaBl Journal article titled The potential for doctors to contribute to biosimi-
lar guidelines [1] and the GaBI Online article titled Dialogue needed to build confidence in
biosimilars [2], both by GaBl Journal Editor, Dr Julie Clayton.

n September 2012, Austrian doctors
were given reassurance that pharma-
cists would not make the decision to
automatically switch patients from
brand-name drugs to biosimilars with-
out the involvement of doctors, and that
stringent regulations were in place regard-
ing the safety and efficacy of biosimilars.

In September 2012, the Austrian Society
for Pharmaceutical Medicine together with
representatives of the Austrian Regulatory
Authority and the Austrian Main Association
of Social Health Insurance gave hospital
and resident doctors an information update
about the meaning and potential use of
biosimilars, particularly for the benefit of
those who are hesitant about prescribing
biosimilars. The meeting took place at
the largest hospital and medical school in
Austria, the General Hospital Vienna, and
provided information about the registration
and authorisation processes and the man-
datory comparability testing against the ref-
erence product. Many new biosimilars are
likely to be authorised and made available
soon, following tests for safety and efficacy
via the centralised procedure, leading to
upright authorisations in all 27 EU-Member
States. As common reluctance to use bio-
similars is mainly based on lack of infor-
mation, this session was an opportunity
to answer as many questions as possible.

One major issue was the automatic substi-
tution with biosimilars. Representing the
Austrian Regulatory Authority I explained
that it is currently not advised that phar-
macists automatically substitute a refer-
ence product with a biosimilar. Rather, the

European Medicines Agency (EMA) states
that the decision to use a biosimilar should
always involve a well-informed physician.

In the US, automatic substitution with biosimi-
lars is at least a theoretical possibility, owing to
a specific, step-wise approval process which
first requires biosimilarity to be shown and
then interchangeability. In contrast, EMA does
not take responsibility for decisions on inter-
changeability and/or substitution. Instead, it
is for the national competent authorities of
EU-Member States to decide based on the
scientific evaluation performed by EMA. This
could potentially lead to different approaches
in the different Member States. However,
there seems to be unanimous disapproval
of the idea of automatic switching by phar-
macists without the involvement of doctors.

I underscored that even by now there is a
good opportunity for increasing the uptake of
biosimilars in Austria by promoting their use
as a starting treatment for new patients rather
than by switching existing therapies to bio-
similars. Austria already has a very high pen-
etration with biosimilars, ranking third in the
EU in 2011, with a defined daily dose of 0.09
per population head. In the case of generics,
research by the social insurance system had
shown that merely starting new patients on
treatment with generics could have a marked
effect on raising the penetration rate. Simi-
lar effects can be expected for biosimilars.

Hearing that they would remain directly
involved in decisions over treatment with
a biosimilar seemed to alleviate a major
concern for the participating Austrian physi-
cians [1]. However, they will be obliged to
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choose biosimilars more often in order to
save a huge amount of money for the public
health system. Mag Jutta Piessnegger of the
Austrian Main Association of Social Health
Insurance explained that biosimilars will be
priced in Austria in the same way generics
are priced, meaning that in a complex system
of price reductions, after biosimilar market
entry, biosimilars must be priced at 48 to 60
per cent below the cost of the originator,
allowing room for substantial savings.

The Austrian Regulatory Authority is inter-
ested in continuing to cooperate and seek
to have further dialogue with Austrian phy-
sicians so that they can make well-informed
decisions regarding biosimilar use [2].

Competing interests: None.

Provenance and peer review: Not commis-
sioned, internally peer reviewed.

References

1. Clayton J. The potential for doctors to contribute to bio-
similar guidelines. Generics and Biosimilars Initiative
Journal (GaBI Journal). 2012;1(3-4):152. doi:10.5639/
2abij.2012.0103-4.039

2. GaBI Online — Generics and Biosimilars Initiative.
Dialogue needed to build confidence in biosimilars
[www.gabionline.netl. Mol, Belgium: Pro Pharma
Communications International; [cited 2012 Dec 3].
Available from: www.gabionline.net/Biosimilars/
Research/Dialogue-needed-to-build-confidence-in-
biosimilars?

DOI: 10.5639.gabij.2013.0201.003

Copyright © 2013 Pro Pharma Communications International

Author: Christoph Baumgartel, MD, Department Head, Department Safety and Efficacy Assessment of Medicinal Products, Institute Marketing Autho-
risation of Medicinal Products & LCM, AGES PharmMed-Austrian Medicines and Medical Devices Agency, and Austrian Federal Office for Safety in
Health Care, European Expert in Pharmacokinetics Working Party and Safety Working Party of EMA, Member of Austrian Prescription Commission,

5 Traisengasse, AT-1200 Vienna, Austria

Submitted: 18 November 2012; Revised: 3 December 2012; Accepted: 4 December 2012; Published online first: 7 December 2012

8 | Volume 1 | 2013 | Issue 1

© 2013 Pro Pharma Communications International. All rights reserved

GaBl Journal | www.gabi-journal.net




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (Adobe RGB \0501998\051)
  /CalCMYKProfile (Coated FOGRA27 \050ISO 12647-2:2004\051)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /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 false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile (None)
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /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 false
  /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 false
  /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 (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /FRA <>
  >>
  /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
      /BleedOffset [
        0
        0
        0
        0
      ]
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MarksOffset 6
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PageMarksFile /RomanDefault
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


