EDITORIAL

As a researcher, what should you do if you discover

something that may have an effect on the research participants’ health?

Research ethics -

a perennial topic of discussion

In 2008, the principles of medical research ethics were collected
and presented in the Health Research Act, on the basis of the prin-
ciple of one act, one mailbox (1). The act has largely functioned
according to its intentions, and the authorities have not expressed
any desire for a general revision. This notwithstanding, medical
research ethics is constantly facing new and unforeseen challenges,
in practice as well as in principle.

We have seven regional committees of medical and health research
ethics (REK). These committees constitute independent government
administration units. Efforts are made to ensure the goal of equal
treatment across all committees by having, for example, a joint appli-
cation portal, various shared arenas for discussion of principles of
research ethics and by having appeals decided by The National Com-
mittee of Medical and Health Research Ethics (NEM), of which the
undersigned is chair.

The Health Research Act divided Norwegian research into two
categories. Projects that are intended to «generate new knowledge
about health and disease» pursuant to Section 1 shall be subject to
prior ethical review by a regional committee of research ethics, and
approval by the committee is required for implementation of the
project. All other research projects can be implemented without any
such prior approval, and the distinction between projects that are
encompassed by or fall outside the scope of the Health Research
Act has been subject to widespread debate.

The health services are legally bound to undertake quality assurance.
Such work thus falls outside the scope of the Health Research Act
and shall not be subject to approval by a regional ethics committee,
even when research methods are used for purposes of quality assu-
rance. Differing practice between committees, however, has required
harmonisation. Shared guidelines were therefore prepared; these
have previously been presented in the Journal of the Norwegian
Medical Association (2).

Research that involves a risk of health injury represents another pro-
blem of where to draw the boundary. If such trials are not intended to
«generate new knowledge about health and disease» they currently
fall outside the scope of the act and thereby also outside the mandate
of the regional ethics committees (3). Examples of this are a number
of physiological projects, including in sports. The National Com-
mittee for Medical and Health Research Ethics has taken the initia-
tive for a legal amendment that will require prior approval of all
research projects that involve a risk of health injury.

After the Second World War, the interest in research ethics in gene-
ral and medical research ethics in particular has concentrated on
protection of research participants. This is and should remain the
fundamental element in the Helsinki Declaration as well as the
Health Research Act. In November 2014, the EU adopted what has
come to be called the Rome Declaration on Responsible Research
and Innovation (RRI), which defines responsible research and inno-
vation as «the ongoing process of aligning research and innovation
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to the values, needs and expectations of society» (4). The social

responsibility of research has not yet found an expression in key
documents pertaining to medical research ethics. This represents
a challenge, nationally as well as internationally.

Even though no revision of the Health Research Act has been
planned, efforts are continuously undertaken to improve the proces-
sing of applications by the committee system. In this issue of the
Journal of the Norwegian Medical Association, Roger Bjugn pre-
sents a project in which he has investigated a specific, but important
question pertaining to requirements for research protocols (5). He
has reviewed applications to and rulings by the regional ethics com-
mittee regarding projects at Oslo University Hospital in 2011 to see
how often the management of research findings with implications
for the research participants is described in explicit terms. This
could include unintended findings, such as an aneurysm detected by
diagnostic imaging of the brain, as well as «intended» findings of
clinically relevant hypertonia in population studies. Bjugn points
out that researchers who undertake such studies are obligated to
have a plan for managing what are often referred to as «findings
with a possible clinical relevance». Here, Bjugn refers to the
so-called Oviedo Convention (6), in which the requirement for
managing relevant research findings arises from the duty of care
defined by the convention.

Information on management of findings with possible clinical impli-
cations was found in 21 out of 57 projects in which the researcher
interacted directly with humans, of which six of fifteen projects inclu-
ded genetic tests. The author is cautious in drawing conclusions and
notes that this question may have been considered without having
been reported in the documentation. He nevertheless proposes to
include a separate item in the questionnaire, which will be a simple
measure to undertake. Bjugn’s findings primarily pertain to the four
committees in the south-eastern region. Familiarity with the commit-
tee system indicates, however, that practices may vary from one com-
mittee to another. Practices may also have changed since 2011 in light
of the increasing focus on unintended findings, especially with regard
to genetic tests.

The findings in Bjugn’s project are so clear, however, that they
ought to be followed up, and this topic will be discussed in joint
meetings of the regional ethics committees and the national com-
mittee. An amendment to the application form is a simple measure
that nevertheless may contribute to further formalisation. On the
other hand, formalisation of approval procedures may also be con-
ducive to abrogation of responsibility, with researchers believing
that their ethical responsibility is limited to writing a correct appli-
cation to the regional ethics committee. Perhaps we may achieve
the same goal by taking the article’s findings seriously and focusing
greater attention on the management of clinically relevant research
findings.

Dag Bruusgaard
dag.bruusgaard@medisin.uio.no

Tidsskr Nor Legeforen nr. 8, 2015; 135



Dag Bruusgaard (born 1940], MD, PhD, former part-time general practiti-
oner, Professor Emeritus at the Department of General Practice, Univer-
sity of Oslo, and chair of The National Committee for Medical and Health
Research Ethics.

The author has completed the ICMJE form and declares no conflicts

of interest.

References

1. LOV-2008-06-20-44. Lov om medisinsk og helsefaglig forskning.
https://lovdata.no/dokument/NL/lov/2008-06-20-44 (11.4.2015).

2. Lekven J, Gisvold SE, Hardang J. Hvilke prosjekter skal legges frem for regional
etisk komité? Tidsskr Nor Legeforen 2012; 132: 2366-7.

3. Bruusgaard D. Hva skal fremlegges for regional etisk komité? Tidsskr Nor
Legeforen 2012; 132: 2366-7.

4. Europakommisjonen. Responsible research and innovation. http://ec.europa.eu/
research/science-society/document_Llibrary/pdf_06/responsible-research-and-
innovation-leaflet_en.pdf (11.4.2015).

5. Bjugn R. Forskningsfunn med kliniske implikasjoner. Tidsskr Nor Legeforen
2015; 135: 755-8.

6. Additional protocol to the Convention on human rights and biomedicine concer-
ning biomedical research. Strasbourg: Council of Europe, 2005.
http://conventions.coe.int/Treaty/en/Treaties/Html/195.htm (11.4.2015).

Tidsskr Nor Legeforen nr. 8, 2015; 135

EDITORIAL




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /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 /OK
  /CompatibilityLevel 1.6
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType true
  /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 true
  /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 150
  /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 150
  /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 (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. 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 best suited for high-quality prepress printing.  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 /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


