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We thank Dr. Biau and Professor Porcher for their com-
ments regarding our recently published article,
“Orthopaedic Surgeons Prefer to Participate in Expertise-
based Randomized Trials” [1]. We wish to first emphasize
we do not view the expertise-based design as a panacea for
all challenges related to surgical trials. We do, however,
view the expertise-based design as an option that holds
substantial promise, under circumstances outlined in our
paper, to provide less biased results than the conventional
design and to enhance feasibility of conducting randomized
controlled trials (RCTs) in surgery.

Drs. Biau and Porcher acknowledge differential expertise
bias will affect the results of a conventional RCT, but they
feel assured statistics can resolve the problem. To avoid
confounding and assure optimal statistical adjustment,
however, researchers first must establish all of the predictors
of outcome to determine what effect is attributed to the
surgeons, and then each surgeon must provide a sufficient
number of cases in a large multicenter study to determine
whether an individual surgeon was contributing an effect.
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Given that these circumstances are uncommon, we are less
confident statistics can resolve the problem. Regarding the
simulation described by Drs. Biau and Porcher, it is difficult
to know exactly what it shows given the limited information
provided. Further, it is uncertain whether the differences
between the expertise-based RCT results and the adjusted
conventional RCT results, which assume the researchers
know all of the points specified above, are clinically
important in terms of patient-important outcomes.

Regarding the second issue questioning the applicability
of the results of an expertise-based RCT, we encourage
consideration of the paper written by Dr. Devereaux and
colleagues and published in the British Medical Journal
[2]. Briefly, in that paper, the authors described the dif-
ference between explanatory and pragmatic approaches to
clinical trials emphasizing the expertise-based trial can be
explanatory (limited to only surgeons with advanced
expertise in ideal clinical settings) or pragmatic (including
surgeons with at least basic competence in routine clinical
settings). The applicability of the results of an expertise-
based trial would relate specifically to this feature of the
design. Thus, researchers should clearly describe the cri-
teria for defining expertise. This issue of applicability is the
same for conventional trials.

Regarding Dr. Biau and Professor Porcher’s final point
about the feasibility of conducting expertise-based trials,
we have knowledge of at least one national multicenter
expertise-based trial investigating the effectiveness of an
orthopaedic intervention in the shoulder. At one center,
patients referred to any of the participating surgeons are
seen in a clinic that is run by the fellows to determine
eligibility, and if eligible, to describe the study including
the study design. In another center, a similar sort of setup is
run by a primary care physician with expertise in sports
medicine. Approximately 5% of patients screened have
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refused for the reasons suggested by Drs. Biau and Porcher. References
It is unknown how many of these patients would have
proved eligible for the trial; we can only report that 1. Bednarska E, Bryant D, Devereaux, PJ. Orthopaedic surgeons

. . T prefer to participate in expertise-based randomized trials. Clin
approximately 50% of patients are found ineligible at the Orthop Relat Res. 2008:466:1734—1744.

time of surgery (usually because of concomitant disease 2. Devereaux PJ, Bhandari M, Clarke M, Montori VM, Cook DJ,
that precludes participation). Thus, the magnitude of the Yusuf S, Sackett DL, Cina CS, Walter SD, Haynes B, Schiinemann

loss of potential participants may be much less. Time will HJ, Norman .GR, Guyatt GH. Need for expertise based randomised
tell whether the experience of researchers participating in controlled trials. BMJ. 2005;330:88.
other trials is similar to our experience.

@ Springer



	Reply to Letter to Editor: Orthopaedic Surgeons Prefer to Participate in Expertise-based Randomized Trials
	References



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (None)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (ISO Coated v2 300% \050ECI\051)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.3
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Perceptual
  /DetectBlends true
  /ColorConversionStrategy /sRGB
  /DoThumbnails true
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /SyntheticBoldness 1.00
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 524288
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /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
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 600
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /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)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org?)
  /PDFXTrapped /False

  /Description <<
    /ENU <>
    /DEU <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [5952.756 8418.897]
>> setpagedevice


