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OPINION 
 

INTERNATIONAL ETHICAL GUIDELINES FOR  
BIOMEDICAL RESEARCH INVOLVING HUMAN SUBJECTS 

 
Medical scientific writing is most often the logical sequence of Biomedical research involving human subjects. 
Biomedical research should be conducted in an ethical way. The term "research" refers to a class of activity designed to 
develop or contribute to generalized knowledge. Ethical principles about biomedical sciences was first introduced by 
the World Medical Association and was set forth in the Declaration of Helsinki in 1964. 
 
The Declaration of Helsinki is the fundamental document in the field of ethics in biomedical research. Revisions and 
updating gradually were necessary, related to human rights as research subjects, as well as of health professionals as 
researchers. Adopted in 1964 in Helsinki Finland, it was first amended in 1975 in Tokyo, later revisions were made in 
Italy 1983 and in Hongkong 1989. The Declaration of Helsinki has influenced the formulation of many international 
codes of conduct. 
 
CIOMS (Council for International Organizations of Medical Sciences) in 1993 published CIOMS - Guidelines. The 
WHO in 1995 made Guidelines for Good Clinical Practice. In 2002 in Geneva the CIOMS in collaboration with the 
WHO prepared the "International Ethical Guidelines for Biomedical Research involving, Human Subjects." The latter 
has far-reaching consequences as the guidelines should be adopted by all countries, as the name already said 
International Ethical Guidelines. Hence, Biomedical Research involving human subjects when performed not in accord 
with these guidelines is considered not ethical, resulting in an unethical medical scientific report and writing. Ethical 
justifications and scientific validity goes hand-in-hand. 
 
Cases of Biomedical Research involving human subjects should follow the International ethical guidelines. There are 21 
guidelines to follow:  
 
The Guidelines 
 

Guideline  1 : Ethical justification and scientific validity of biomedical research involving human beings 
Guideline 2 : Ethical review committees 
Guideline 3 : Ethical review of externally sponsored research 
Guideline 4 : Individual informed consent 
Guideline 5 : Obtaining informed consent : Essential information for Prospective research subjects 
Guideline 6 : Obtaining informed consent : Obligation of sponsors and Investigators 
Guideline 7 : Inducement to participate 
Guideline 8 : Benefits and risks of study participation 
Guideline 9 : Special limitations on risk when research involves individuals who are not capable of giving 

informed consent 
Guideline 10 : Research in populations and communities with limited resources 
Guideline 11 : Choice of control in clinical trials 
Guideline 12 : Equitable distribution of burdens and benefits in the selection of groups of subjects in research 
Guideline 13 : Research involving vulnerable persons 
Guideline 14 : Research involving children 
Guideline 15 : Research involving individuals who by reason of mental or behavioral disorders are not capable 

of giving adequately informed consent 
Guideline 16 : Woman as research subjects 
Guideline 17 : Pregnant women as research participants 
Guideline 18 : Safeguarding confidentiality 
Guideline 19 : Right of injured subjects to treatment and compensation 
Guideline 20 : Strengthening capacity for ethical and scientific review and biomedical research 
Guideline 21 : Ethical obligation of external sponsors to provide healthcare services 

 
Nanizar Zaman-Joenoes  

Department of Medical Pharmacy  
Airlangga University School of Medicine 



<<
  /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 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts 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
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -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
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /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
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /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 ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /FRA <>
    /ENU (Use these settings to create PDF documents with higher image resolution for improved printing quality. The PDF documents can be opened with Acrobat and Reader 5.0 and later.)
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308000200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e30593002537052376642306e753b8cea3092670059279650306b4fdd306430533068304c3067304d307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


