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ÅĺŇĺńĥĬŅĔŅĶĕŀĚěĶŇĵīĶĶĴĔŅĶĺŇěńĵŒĬĴĬŋļĵƢ

ÅľĸńĔěĶŇĵīĶĶĴĽŜŅľĶńĭĔŅĶĺŇěńĵŒĬĴĬŋļĵƢ
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ÅĔġľĴŅĵŐĸŃĕƟŀĔŜŅľĬħĪňŗŏĔňŗĵĺĕƟŀĚĕŀĚœĪĵ

Outline
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ėĺŅĴľĴŅĵĕŀĚȮěĶŇĵīĶĶĴ
ĭŅĸň: ěĶŇĵŃ= ŀńĬĭŋėėĸėĺĶĮĶŃıķĨŇ

ěĶŇĵīĶĶĴ: ĔŅĶĮġŇĭńĨŇĪňŗĭŋėėĸėĺĶĮĶŃıķĨŇ

ĽńĬĽĔķĨ: īĶĶĴȮ= ľĬƟŅĪňŗȮĔġŏĔĦĤƢȮĔŅĶĮġŇĭńĨŇȮėĺŅĴħňĚŅĴȮėĺŅĴĩŌĔĨƟŀĚȮ



ėĺŅĴľĴŅĵĕŀĚȮEthics
Greek word: Ethos = custom, character

Human research ethics

What you have right to do&

What is right to do?



Human Research
What you have right to do: 
ĔŅĶĪħĸŀĚŏıŊŗŀıŇĽŌěĬƢȮŴĽĴĴŋĨŇģŅĬŵ

What is right to do???

ÅįĚŒĭĕňŘŏľĸŖĔ

ÅįĸĴŃŏĔĸŊŀ



What make human research ethical?
ĪŜŅŀĵƞŅĚœĶĩŉĚěŃĴňěĶŇĵīĶĶĴŒĬĔŅĶĪŜŅĺŇěńĵŒĬėĬ

ÅėĺŅĴĶńĭįŇħĝŀĭĕŀĚĬńĔĺŇěńĵ
ÅĔŅĶĮĢŇĭńĨŇĨŅĴŐĬĺĪŅĚěĶŇĵīĶĶĴ

ÅĔŜŅĔńĭħŌŐĸőħĵėĦŃĔĶĶĴĔŅĶŀŇĽĶŃ

What Makes Clinical Research Ethical? Ezekiel J. Emanuel, MD,PhD; David Wendler, PhD; Christine Grady. JAMA.2000;283(20):2701-2711. doi:10.1001/jama.283.20.2701
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Nazi Doctors' Trial
1947 Nuremberg Code1

1979
Tuskegee Study 1932-1972
National Research Act 1974: 45CFR46

3 Belmont Report

Research ethic milestones

1964
Declaration of Helsinki

2Willowbrook1950s
Jewish Chronic Dis.Hosp.1960s
Thalidomide Study 1962
Milgram Study 1963

1982
Research initiated in developed countries

ŴEthical Review Committeeŵ

4CIOMS Guidelines

1996
Harmonization of regulatory 

requirements of medical products

6ICH-GCP

1991
Baseline standard 
of ethics in the US

5 Common Rule
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Tuskegee Syphilis Study (1932-1972)
ÅĽĩŅĭńĬȮTuskegeeĻŉĔļŅĔŅĶħŜŅŏĬŇĬőĶėĕŀĚĞŇĲƕĸŇĽ
ÅĝŅĵįŇĺħŜŅȮ399 ėĬĪňŗĮƙĺĵŏĮƦĬőĶėĞŇĲƕĸŇĽȮŐĸŃĔĸŋƞĴėĺĭėŋĴȮ201 ėĬĩŌĔĝńĔĝĺĬ
ŏĕƟŅĶƞĺĴőėĶĚĔŅĶ
ÅœĴƞœħƟĶńĭĔŅĶĝňŘŐěĚĺƞŅŏĕƟŅĶƞĺĴőėĶĚĔŅĶŀŃœĶȮĨńĺŏŀĚĮƙĺĵŏĮƦĬŀŃœĶȮĭŀĔŏıňĵĚĺƞŅ
ŏĮƦĬĔŅĶĪħĸŀĚŏĔňŗĵĺĔńĭȮBad Blood
ÅĮĶŃőĵĝĬƢėŊŀœħƟĶńĭŀŅľŅĶĔĸŅĚĺńĬĲĶňȮėƞŅŏħŇĬĪŅĚĲĶňȮĨĶĺěĶƞŅĚĔŅĵĲĶň
ÅĮƖȮ1945 ĴňĔŅĶėƟĬıĭĵŅȮPenicillin ĞŉŗĚŒĝƟĶńĔļŅĞŇĲƕĸŇĽœħƟįĸħňȮĔŖœĴƞĴňĔŅĶŒľƟ
ĔŅĶĶńĔļŅľĶŊŀĭŀĔĔĸƞŅĺ

ÅDeception: ĔŅĶľĸŀĔĸĺĚ
ÅœĴƞŒľƟĔŅĶĶńĔļŅĪňŗŏľĴŅŃĽĴĨŅĴĴŅĨĶģŅĬ

Back



Nazi Medical Experiment (1940s)



Nazi Medical Experiments (1940s)

Back

ÅŏŀŅŏĝĸĵŒĽƞĸĚœĮŒĬĩńĚėĺŅĴħńĬĨŗŜŅŏıŊŗŀĪħĽŀĭĺƞŅěŃĪĬœħƟĬŅĬŐėƞœľĬŒĬĳŅĺŃĪňŗĴňŀŀĔĞŇŏěĬŏıňĵĚŏĸŖĔĬƟŀĵȮŏĝĸĵľĸŅĵ
ėĬĪňŗœĴƞĨŅĵĪńĬĪňěŃĩŌĔĪŜŅŒľƟěĴĬŘŜŅĨŅĵŐĸƟĺĴňĔŅĶįƞŅĻıŏıŊŗŀĻŉĔļŅ
ÅŒľƟŏĝĸĵŀŀĔœĮŀĵŌƞĬŀĔŀŅėŅĶĪňŗľĬŅĺĩŉĚěŋħŏĵŊŀĔŐĕŖĚőħĵœĴƞŒľƟĽĺĴŏĽŊŘŀįƟŅŏĮƦĬŏĺĸŅȮ9-14 ĝńŗĺőĴĚȮľĶŊŀŒľƟŐĝƞŒĬĬŘŜŅĪňŗŏĵŖĬ
ĩŉĚěŋħŏĵŊŀĔŐĕŖĚĝƞĺĚĸŃȮ3ĝńŗĺőĴĚľĸńĚěŅĔĬńŘĬĸŀĚıĵŅĵŅĴĝƞĺĵĝňĺŇĨȮĞŉŗĚőħĵĴŅĔœĴƞĽŅĴŅĶĩĝƞĺĵœħƟ
ÅĪŜŅŒľƟŏĝĸĵĨŇħŏĝŊŘŀĴŅĸŅŏĶňĵŐĸƟĺĪħĸŀĚĵŅľĸŅĵŕȮŀĵƞŅĚȮŐĸƟĺħŌĺƞŅĶńĔļŅőĶėœħƟľĶŊŀœĴƞȮŏĝĸĵěŜŅĬĺĬĴŅĔŏĽňĵĝňĺŇĨěŅĔıŇļ
ĕŀĚĵŅ
ÅĪŜŅŒľƟŏĝĸĵĴňĭŅħŐįĸŐĸƟĺŒĽƞŐĔƠĽĴńĽĨŅĶƢħȮĸĚœĮŒĬĭŅħŐįĸľĶŊŀĭńĚėńĭŒľƟħĴŐĔƠĽĴńĽĨŅĶƢħȮŐĸƟĺĸŀĚĶńĔļŅħƟĺĵĺŇīňĔŅĶ
ĨƞŅĚȮŕ
ÅĪħĸŀĚĔŅĶĶńĔļŅħƟĺĵĞńĸĲŅĬŇĸŅœĴħƢȮȮĪŜŅŒľƟŐįĸĪňŗĨńĺŏĝĸĵĨŇħŏĝŊŘŀȮőħĵŒĽƞŏĝŊŘŀŐĭėĪňŏĶňĵĪňŗŏıŅŃŏĸňŘĵĚœĺƟȮŏĝƞĬȮŏĝŊŘŀŐĔĽŐĔĚ
ĔĶňĬȮľĶŊŀŒĽƞĕňŘŏĸŊŗŀĵȮŏĻļŐĔƟĺȮŏĕƟŅœĮŒĬĭŅħŐįĸȮŐĸƟĺĸŀĚĶńĔļŅȮőħĵĴňŀňĔĔĸŋƞĴĪňŗĪŜŅŒľƟĨŇħŏĝŊŘŀŐĨƞœĴƞœħƟĵŅĶńĔļŅŏĮƦĬĔĸŋƞĴ
ŏĮĶňĵĭŏĪňĵĭ
ÅĪħĸŀĚŒľƟŏĝĸĵĔŇĬĵŅıŇļĪňŗĮĬĸĚœĮŒĬŀŅľŅĶĪňŗěńħŒľƟŏĝĸĵȮĽƞĺĬĴŅĔıĺĔĬňŘěŃĨŅĵĪńĬĪňȮıĺĔĪňŗœĴƞĨŅĵěŃĩŌĔęƞŅŐĸƟĺįƞŅ
ĻııŇĽŌěĬƢ



Nuremberg DoctorsŲȮTrial (1946)
ÅĻŅĸĨńħĽŇĬėħňįŌƟĬŜŅĬŅĞňȮ24 ėĬȮĪňŗŏĴŊŀĚȮNuremberg 
ĮĶŃŏĪĻŏĵŀĶĴńĬ
ÅĔŅĶĪħĸŀĚȮ10ȮĔŅĶĪħĸŀĚĪňŗħŜŅŏĬŇĬĔŅĶĶŃľĺƞŅĚĔńĬĵŅĵĬȮ
ė,Ļ,/717ȮĩŉĚȮŏĴļŅĵĬȮė,Ļ,/723ȮőħĵŒĝƟŏĝĸĵľĸŅĵıńĬėĬ
ŒĬėƞŅĵĔńĔĔńĬŀĵƞŅĚœĶƟĻňĸīĶĶĴŐĸŃœĴƞĴňĔŅĶĕŀėĺŅĴĵŇĬĵŀĴȮ
Å/0ėĬȮĩŌĔĨńħĽŇĬĮĶŃľŅĶĝňĺŇĨ

Back



WillowbrookHepatitis Study(1956-1972)
ÅĪŜŅŒĬőĶĚŏĶňĵĬŏħŖĔĪňŗĭĔıĶƞŀĚĪŅĚĽĨŇĮƤĠĠŅŒĬȮNew York City
ÅĺńĨĩŋĮĶŃĽĚėƢŏıŊŗŀěŃĺńħĶŃĵŃŏĺĸŅĕŀĚĔŅĶĨŇħŏĝŊŘŀœĺĶńĽHepatitis
ÅŏħŖĔěŃœħƟŏĕƟŅőĶĚŏĶňĵĬĩƟŅŏĸŊŀĔœĮŀĵŌƞŒĬĔŅĶĪħĸŀĚ
ÅŒľƟĔŇĬĕŀĚŏľĸĺĪňŗŏĨĶňĵĴěŅĔŀŋěěŅĶŃĕŀĚŏħŖĔĪňŗŏĮƦĬĨńĭŀńĔŏĽĭ
ÅįŌƟĮĔėĶŀĚœĴƞœħƟĶńĭĔŅĶĭŀĔĔĸƞŅĺĩŉĚėĺŅĴŏĽňŗĵĚľĶŊŀŀńĬĨĶŅĵĪňŗěŃ
ŏĔŇħĕŉŘĬ
ÅĩŊŀŏĮƦĬĔŅĶĭňĭĭńĚėńĭȮ(coercion) ŒľƟĨƟŀĚŏĕƟŅĶƞĺĴ

Back



Jewish Chronic Disease Hospital (1960)
ĔŅĶĪħĸŀĚŒĬįŌƟĮƙĺĵĽŌĚŀŅĵŋȮĪňŗĮƙĺĵŏĮƦĬőĶėŏĶŊŘŀĶńĚȮ22 ĶŅĵ
ĽƞĺĬŒľĠƞĮƙĺĵŏĮƦĬȮdementia ŐĸŃıŌħŀńĚĔķļœĴƞœħƟ
ĪħĸŀĚĜňħŏĞĸĸƢĴŃŏĶŖĚŏĕƟŅœĮŒĬĶƞŅĚĔŅĵ
ÅœĴƞĴňĔŅĶŀīŇĭŅĵĶŅĵĸŃŏŀňĵħ
ÅįŌƟŐĪĬőħĵĝŀĭīĶĶĴœĴƞœħƟĶńĭĔŅĶĭŀĔĔĸƞŅĺ
ÅœĴƞĴňĔŅĶĕŀėŜŅĵŇĬĵŀĴ
ÅœĴƞĴňĔŅĶıŇěŅĶĦŅěŅĔėĦŃĔĶĶĴĔŅĶŒħŕ

Back



Thalidomide Study (1962)
ĵŅȮthalidomide œħƟĶńĭĔŅĶĶńĭĶŀĚŒĬĵŋőĶĮŏĮƦĬĵŅȮ
sedativesĭĶŇļńĪĵŅĬŜŅŏĕƟŅĴŅŒĬĽľĶńģłŐĬŃĬŜŅ
ŒľƟŐıĪĵƢŒĝƟĪħĸŀĚĶńĔļŅŀŅĔŅĶȮŐıƟĪƟŀĚŒĬľĠŇĚ
ėĶĶĳƢȮőħĵĪňŗĵńĚœĴƞœħƟĶńĭĔŅĶĶńĭĶŀĚ
ĪŜŅŒľƟĪŅĶĔĴňėĺŅĴıŇĔŅĶŐĕĬĕŅ
ÅĕŅħĕƟŀĴŌĸėĺŅĴĮĸŀħĳńĵĕŀĚĵŅ
ÅĔŅĶŐěĔěƞŅĵĵŅĪňŗĵńĚœĴƞįƞŅĬĔŅĶĶńĭĶŀĚ
ÅŀŅĽŅĽĴńėĶĔĸŋƞĴŏĮĶŅŃĭŅĚ

Back



Milgram Study (1963)

ĔŅĶĪħĸŀĚĪŅĚěŇĨĺŇĪĵŅĕŀĚ
ĴŇĸŐĔĶĴĺƞŅħƟĺĵĔŅĶŏĝŊŗŀĲƤĚįŌƟ
ĴňŀŜŅĬŅě
ÅľĸŀĔĸĺĚ
ÅœĴƞĴňĔŅĶħŌŐĸĽĳŅıěŇĨŒě
ÅœĴƞŒľƟŀŀĔěŅĔĔŅĶĪħĸŀĚ
ÅĪŜŅĶƟŅĵěŇĨŒěĕńŘĬĶŋĬŐĶĚ

ĬńĔŏĶňĵĬĮĸŀĴ
ŐĽħĚŀŅĔŅĶŏľĴŊŀĬ
ĩŌĔœĲĲƚŅĝŖŀĨ

įŌƟĺŇěńĵ
ĽńŗĚŒľƟėĶŌħŜŅŏĬŇĬĔŅĶ
ĪħĽŀĭĨƞŀœĮ

ėĶŌȮ&ŀŅĽŅĽĴńėĶěĶŇĚ'
ĔĶŃĪŜŅĔŅĶĝƟŀĨœĲĲƚŅ
ĬńĔŏĶňĵĬȮŏĴŊŗŀĨŀĭ
ėŜŅĩŅĴįŇħ

Back



Henry Beecher: Ethics And Clinical Research (1966)

Back

http://download2.eurordis.org.s3.amazonaws.com/training-resources/2015/d3s1.pdf



Stanford Prison Experiment (1971)
ÅĔŅĶĪħĸŀĚĪňŗĴľŅĺŇĪĵŅĸńĵĽŐĨĬĲŀĶƢħĶŃľĺƞŅĚ
ĺńĬĪňŗȮ/2ů0.ȮĽŇĚľŅėĴȮ1971
ÅŏĮƦĬĔŅĶĻŉĔļŅįĸĪŅĚěŇĨĺŇĪĵŅĕŀĚĔŅĶŏĮƦĬĬńĔőĪļ
ŐĸŃįŌƟėŋĴŏĶŊŀĬěŜŅőħĵŒĝƟĬńĔĻŉĔļŅĝŅĵȮ24 ėĬ
ÅœħƟĶńĭĪŋĬĺŇěńĵěŅĔĽŜŅĬńĔĚŅĬĺŇěńĵĔŀĚĪńıŏĶŊŀĽľĶńģ

Back

ÅœĴƞĴňĔŅĶħŌŐĸĽĳŅıěŇĨŒě
ÅĪŜŅĶƟŅĵěŇĨŒěĕńŘĬĶŋĬŐĶĚ
Åvulnerability



The Nuremberg Code (1947)
ĽƞĺĬľĬŉŗĚĕŀĚėŜŅıŇıŅĔļŅȮĻŅĸœħƟĔŜŅľĬħĴŅĨĶģŅĬȮ/.ȮĮĶŃĔŅĶĞŉŗĚŐıĪĵƢ
ĨƟŀĚĮĢŇĭńĨŇĨŅĴŏĴŊŗŀĪŜŅĔŅĶĪħĸŀĚĔńĭĴĬŋļĵƢȮĞŉŗĚĮƤěěŋĭńĬŏĮƦĬĪňŗĶŌƟěńĔĔńĬŒĬĝŊŗŀ
ŴNuremberg Codeŵ. 

ÅVoluntary consent: ĵŇĬĵŀĴőħĵĽĴńėĶŒě
ÅBenefits outweigh risks: ĮĶŃőĵĝĬƢĨƟŀĚĴŅĔĔĺƞŅėĺŅĴŏĽňŗĵĚȮ
ÅAbility of the subject to terminate participation:
ĽŅĴŅĶĩĩŀĬĨńĺěŅĔĔŅĶĶƞĺĴŒĬĔŅĶĪħĸŀĚ

http://www.hhs.gov/ohrp/references/nurcode.htm



1.ėĺŅĴĵŇĬĵŀĴħƟĺĵĽĴńėĶŒěĕŀĚįŌƟĶńĭĔŅĶĪħĸŀĚŏĮƦĬĽŇŗĚĽŜŅėńĠĽŌĚĽŋħ
2.ĔŅĶĪħĸŀĚĔƞŀŒľƟŏĔŇħįĸħňŐĔƞĽńĚėĴ
3.ŀŀĔŐĭĭĔŅĶĺŇěńĵŀĵƞŅĚĴňŏľĨŋįĸĶŀĚĶńĭŏıňĵĚıŀ
4.ľĸňĔŏĸňŗĵĚĴŇŒľƟŏĔŇħĔŅĶĭŅħŏěŖĭľĶŊŀėĺŅĴĪŋĔĕƢĪĶĴŅĬŒħȮŕȮĪňŗœĴƞěŜŅŏĮƦĬĪńŘĚĪŅĚĶƞŅĚĔŅĵŐĸŃěŇĨŒě
5.œĴƞėĺĶħŜŅŏĬŇĬĔŅĶĪħĸŀĚľŅĔĴňŏľĨŋįĸĪňŗŏĝŊŗŀœħƟŐĨƞŐĶĔĺƞŅŀŅěěŃĴňĔŅĶŏĽňĵĝňĺŇĨȮľĶŊŀĔŅĶĭŅħŏěŖĭĩŉĚĕńŘĬĪŋııĸĳŅıȮ
ŏĺƟĬŐĨƞŐıĪĵƢįŌƟĺŇěńĵŏĮƦĬįŌƟĶńĭĔŅĶĪħĸŀĚħƟĺĵ

6.ĶŃħńĭėĺŅĴŏĽňŗĵĚœĴƞŏĔŇĬĔĺƞŅėĺŅĴĽŜŅėńĠħƟŅĬĴĬŋļĵīĶĶĴĕŀĚĮƤĠľŅĪňŗĔŅĶĪħĸŀĚěŃĝƞĺĵŐĔƟœĕœħƟ
7.ĴňĔŅĶŏĨĶňĵĴĔŅĶ-ŏėĶŊŗŀĚĴŊŀŏėĶŊŗŀĚŒĝƟŏıŊŗŀĮƚŀĚĔńĬįŌƟĩŌĔĪħĸŀĚěŅĔĔŅĶĭŅħŏěŖĭȮėĺŅĴıŇĔŅĶľĶŊŀĔŅĶŏĽňĵĝňĺŇĨ
8.ėĺĶħŜŅŏĬŇĬĔŅĶőħĵĭŋėėĸĪňŗĴňėĺŅĴĶŌƟėĺŅĴĽŅĴŅĶĩŏıňĵĚıŀŏĪƞŅĬńŘĬ
9.ŀŅĽŅĽĴńėĶĴňŀŇĽĶŃŒĬĔŅĶĨńħĽŇĬŒěĩŀĬĨńĺ
10.ĨƟŀĚŏĨĶňĵĴıĶƟŀĴĪňŗěŃĵĔŏĸŇĔĔŅĶĪħĸŀĚŒĬĪŋĔĕńŘĬĨŀĬȮĩƟŅĔŅĶĪħĸŀĚĨƞŀœĮěŃĔƞŀŒľƟŏĔŇħĔŅĶĭŅħŏěŖĭȮėĺŅĴĪŋııĸ
ĳŅıȮľĶŊŀĔŅĶŏĽňĵĝňĺŇĨȮŐĔƞįŌƟĶńĭĔŅĶĪħĸŀĚ

The Nuremberg Code (1947)
summary

Backhttp://www.fercit.org/ihrp/Nuremberg_code_Thai.pdf



Å (world medical association: wma)

Clinical research 
Non-therapeutic clinical research 

Declaration Of Helsinki (1964)



ĔŅĶĶńĔļŅȮ(therapy) ĔŅĶĺŇěńĵȮ(research)
ĔĶĶĴĔŅĶŀŇĽĶŃ

(informed consent)
įŌƟĴňėŋĦĽĴĭńĨŇŏıňĵĚıŀŏľĴŅŃĽĴ

ėĺŅĴŏĽňŗĵĚĨƟŀĚœĴƞĴŅĔĔĺƞŅĮĶŃőĵĝĬƢ

Declaration Of Helsinki (1964)

Revision: 1975, 1983, 1989  1996, 2000, 2002, 2004, 2008, 2013



ĨńĺŀĵƞŅĚěŅĔėĬ
vulnerable group

ĮĶŃŏħŖĬĪŅĚěĶŇĵīĶĶĴȮ
Final report 
ĪŅĚŏĸŊŀĔ

ŏĔŖĭĨńĺŀĵƞŅĚŐĸŃĕƟŀĴŌĸĪňŗĶŃĭŋĨńĺĨĬȮ
ĔŅĶĸĚĪŃŏĭňĵĬĔŅĶĻŉĔļŅĪňŗŏĔňŗĵĺĔńĭėĬŒĬģŅĬĕƟŀĴŌĸĽŅīŅĶĦŃ

Declaration Of Helsinki (2013)

Back

https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pdf
https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pdf


US Regulation
(Department Of Health And Human Service) 

45 CFR 46
Code of federal Regulation Title 45 Public welfare Part 46 
Protection of Human Subject

ÅSubpartA-General policy  (1974)
ÅSubpartB-Pregnant women, fetus, neonate (1975)
ÅSubpartC-Prisoner (1978)
ÅSubpartD-Children (1983)

The Common Rule last revised 0./6
Back

Common Rule



Back

Rule of ethics regarding biomedical and behavioral research involving 
human subjects in the United States

The main elements of the Common Rule include:
-ĔŜŅľĬħĺƞŅĽĩŅĭńĬĺŇěńĵĨƟŀĚĮĢŇĭńĨŇĨŅĴ
-ĔŜŅľĬħĺƞŅĬńĔĺŇěńĵĨƟŀĚĴňĔŅĶĕŀėĺŅĴĵŇĬĵŀĴŐĸŃĭńĬĪŉĔŏĮƦĬľĸńĔģŅĬȮ
-ĔŜŅľĬħĺƞŅȮĨƟŀĚĴňĔĶĶĴĔŅĶIntuitional Review Board (IRB), ŐĸŃĔŜŅľĬħľĬƟŅĪňŗȮ
ĺŇīňĔŅĶĪŜŅĚŅĬȮĔŅĶĪĭĪĺĬĚŅĬĺŇěńĵȮŐĸŃĔŅĶěńħŏĔŖĭŏŀĔĽŅĶ

ĔŅĶėŋƟĴėĶŀĚŏıŇŗĴŏĨŇĴĽŜŅľĶńĭvulnerable research subjects

Common Rule (1991)



Belmont report (1979)

A. ĕŀĭŏĕĨĶŃľĺƞŅĚŏĺĝĮĢŇĭńĨŇŐĸŃĔŅĶĺŇěńĵ

B. ľĸńĔěĶŇĵīĶĶĴıŊŘĬģŅĬ: 
Respect for Person, Beneficence, Justice

C. ĔŅĶĮĶŃĵŋĔĨƢŒĝƟ: Informed Consent, Assessment of Risk 
and Benefits, Selection of Subjects



Belmont report (1979)

Back

Respect for Person
ľĸńĔėĺŅĴŏėŅĶıŒĬĭŋėėĸ

Justice
ľĸńĔėĺŅĴĵŋĨŇīĶĶĴ

Beneficence
ľĸńĔĔŅĶŒľƟėŋĦĮĶŃőĵĝĬƢ

Belmont 
report



ĪŋĔőėĶĚĔŅĶĺŇěńĵĨƟŀĚįƞŅĬĔŅĶıŇěŅĶĦŅĶńĭĶŀĚěŅĔ
ŴEthical Review Committeeŵ

ÅŏĮƦĬŐĬĺĪŅĚĨŅĴľĸńĔĔŅĶŏħňĵĺĔńĭDeclaration of Helsinki ŐĸŃŏıŇŗĴŏĨŇĴ
ĮĶŃŏħŖĬȮ0ȮĮĶŃŏħŖĬȮėŊŀȮ/'ȮŒľƟıŇěŅĶĦŅĴŇĨŇħƟŅĬĝŋĴĝĬħƟĺĵȮŐĸŃȮ0'ȮŒľƟĴňĔŅĶ
ıŇěŅĶĦŅĴŇŒľƟĴňĔŅĶŏŀŅĶńħŏŀŅŏĮĶňĵĭŒĬĔĶĦňĔŅĶĻŉĔļŅĺŇěńĵĪňŗœħƟĶńĭĪŋĬěŅĔ
ĮĶŃŏĪĻĪňŗĶŗŜŅĶĺĵȮœĮĪŜŅĺŇěńĵŒĬĮĶŃŏĪĻĪňŗĵŅĔěĬ



CIOMS International Ethical Guidelines For Biomedical Research 
1982/1993/2002 

Epidemiological Research 2009

ÅĨƟŀĚĝŀĭħƟĺĵȮŏľĨŋįĸĪŅĚěĶŇĵīĶĶĴȮŐĸŃȮėĺŅĴĩŌĔĨƟŀĚĪŅĚĺŇĝŅĔŅĶ
ÅĚŅĬĺŇěńĵĪňŗœħƟĶńĭĪŋĬěŅĔŐľĸƞĚĪŋĬĳŅĵĬŀĔĨƟŀĚĴňĔŅĶĪĭĪĺĬŒĬĮĶŃŏĪĻ
ĬńŘĬŕħƟĺĵȮ(in accordance with local laws and regulations)
ÅĴňŐĬĺĪŅĚĽŜŅľĶńĭȮcommunity research ŐĸŃĔŅĶĮĔĮƚŀĚȮ
vulnerable subjects
ÅŏĽĶŇĴĽĶƟŅĚĕňħėĺŅĴĽŅĴŅĶĩĽŜŅľĶńĭethical and scientific review



ÅĕĵŅĵĕŀĭŏĕĨĕŀĚĚŅĬĺŇěńĵěŅĔȮbiomedical research ŏĮƦĬŴhealth-
related researchŵ
ÅŏĬƟĬėĺŅĴĽŜŅėńĠĕŀĚȮsocial value, community engagement, public 
accountabilityŐĸŃėĺŅĴĶńĭįŇħĝŀĭĕŀĚĔŅĶĭŅħŏěŖĭĪňŗŏĔňŗĵĺĕƟŀĚĔńĭĔŅĶĺŇěńĵ



CIOMS Guidelines  2016

https://cioms.ch/



https://cioms.ch/



https://cioms.ch/

Back



International Council for Harmonisation of Technical 
Requirements for Registration of Pharmaceuticals for 

Human Use
ICH Harmonised Guideline

Integrated Addendum to ICH E6 (R1):
Guideline for Good Clinical Practice (ICH-GCP) E6(R2)

Step 4 version
dated 9 November 2016



Back



https://apps.who.int/iris/bitstream/handle/10665/66429/
TDR_PRD_ETHICS_2000.1.pdf?sequence=1&isAllowed=y

https://apps.who.int/iris/bitstream/handle/10665/44783/978
9241502948_eng.pdf?sequence=1&isAllowed=y

Backhttps://bit.ly/3wJA4ff



Ethical Regulations & Guidelines in Human Research

Nuremberg Code 

Declaration Of Helsinki (2013)
23ȮCFR 46(2016) Belmont report (1979)

CIOMS Guideline (2016) WHO GCP (2005) (ICH-GCP) E6(R2) (2016)

https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pdf
https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pdf
https://archive.org/details/belmontreporteth00unit/mode/2up
https://archive.org/details/belmontreporteth00unit/mode/2up


Ethical Regulations & Guidelines in Human Research

Å Nuremberg Code (1947): https://history.nih.gov/display/history/Nuremburg+Code

Å Declaration Of Helsinki (2013): https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pd

Å23ȮCFR 46(2016): https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html

Å Belmont report (1979):https://www.hhs.gov/ohrp/sites/default/files/the-belmont-report-508c_FINAL.pdf

Å CIOMS Guideline (2016): https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

ÅWHO GCP (2005): https://apps.who.int/iris/bitstream/handle/10665/43392/924159392X_eng.pdf?sequence=1&isAllowed=y

Å Guideline for Good Clinical Practice (ICH-GCP) E6(R2) (2016): 
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf

https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pd
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://apps.who.int/iris/bitstream/handle/10665/43392/924159392X_eng.pdf?sequence=1&isAllowed=y
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf


Ethical Regulations & Guidelines in Human Research
ĜĭńĭŐĮĸĳŅļŅœĪĵ

http://www.ihrp.or.th/publication/books



ĔŅĶŒĝƟŐĬĺĪŅĚĮġŇĭńĨŇĽŅĔĸ

Declaration of Helsinki -ŐıĪĵƢĪňŗĪŜŅĺŇěńĵĪŅĚĔŅĶŐıĪĵƢ
CIOMS Guidelines ůĬńĔĺŇěńĵĪŅĚĽŋĕĳŅıȮıķĨŇĔĶĶĴĻŅĽĨĶƢŐĸŃĽńĚėĴĻŅĽĨĶƢ
ICH GCP -ĽŜŅľĶńĭĔŅĶĪħĸŀĚĪŅĚŏĳĽńĝĳńĦĤƢŐĸŃŏėĶŊŗŀĚĴŊŀŐıĪĵƢȮ
Common Rule ůĽŜŅľĶńĭĬńĔĺŇěńĵŒĬĽĩŅĭńĬĪňŗĶńĭĪŋĬĕŀĚȮNIH

To protect right, safety and well-being of research participants

ĮĔĮƚŀĚĽŇĪīŇȮėĺŅĴĮĸŀħĳńĵŐĸŃĽĺńĽħŇĳŅıĕŀĚįŌƟŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵ

Belmont report:
Respect for person, Beneficence, Justice



QUIZ ĝƞĺĚĪňŗȮ/
HTTPS://FORMS.OFFICE.COM/R/Q4DBLSFGAK



ÅĮĶŃĺńĨŇĕŀĚěĶŇĵīĶĶĴĔŅĶĺŇěńĵŒĬĴĬŋļĵƢ

ÅľĸńĔěĶŇĵīĶĶĴĽŜŅľĶńĭĔŅĶĺŇěńĵŒĬĴĬŋļĵƢ

Outline



ėĺŅĴľĴŅĵĕŀĚĔŅĶĺŇěńĵȮ
ÅResearch means a systematicinvestigation, including research 

development,testing and evaluation, designed to develop or contribute to 
generalizableknowledge.ŵź45CFR46 ̈46.102(d) 

ÅŴėŜŅĺƞŅȮŴĺŇěńĵŵĔŜŅľĬħœĺƟĽŜŅľĶńĭĔŇěĔĶĶĴĪňŗŀŀĔŐĭĭĴŅŏıŊŗŀĪħĽŀĭĽĴĴŋĨŇģŅĬȮľŅĕƟŀĽĶŋĮȮŏıŊŗŀ
ĬŜŅœĮĽŌƞĔŅĶıńĥĬŅľĶŊŀĔƞŀŒľƟŏĔŇħėĺŅĴĶŌƟĪńŗĺœĮȮ&ĨńĺŀĵƞŅĚŏĝƞĬȮŀŀĔĴŅŏĮƦĬȮĪķļġňȮľĸńĔȮŐĸŃ
ĕƟŀĽĶŋĮėĺŅĴĽńĴıńĬīƢĨƞŅĚŕ'ȮĔŅĶĺŇěńĵĴńĔĴňĔŅĶěńħĪŜŅŏĮƦĬőėĶĚĶƞŅĚĔŅĶĺŇěńĵĪňŗŏĮƦĬĔŇěĸńĔļĦŃĪňŗĴň
ĔŅĶĨńŘĚĺńĨĩŋĮĶŃĽĚėƢȮŐĸŃĺŇīňħŜŅŏĬŇĬĔŅĶĪňŗŀŀĔŐĭĭŏıŊŗŀĭĶĶĸŋĺńĨĩŋĮĶŃĽĚėƢœĺƟ
ĸƞĺĚľĬƟŅ.ŵźBelmont Report 



ėĺŅĴľĴŅĵĕŀĚĔŅĶĺŇěńĵȮ

ĔŅĶĻŉĔļŅŀĵƞŅĚŏĮƦĬĶŃĭĭĪňŗŀŀĔŐĭĭĴŅŏıŊŗŀŒľƟŏĔŇħėĺŅĴĶŌƟĪňŗ
ĽŅĴŅĶĩĬŜŅœĮŒĝƟœħƟőħĵĪńŗĺœĮ

Research = a systematicinvestigation designed to achieve 
generalizableknowledge. 



&23CFR46) 

ĔŅĶĺŇěńĵĪňŗŏĔňŗĵĺĕƟŀĚĔńĭĴĬŋļĵƢ
ŐĸŃĨƟŀĚįƞŅĬėĺŅĴŏľŖĬĝŀĭěŅĔĔĶĶĴĔŅĶěĶŇĵīĶĶĴĔŅĶĺŇěńĵȮ



ÅĔŅĶĺŇěńĵĩŉĚĔĶŃĭĺĬĔŅĶĪŅĚĽĶňĶĺŇĪĵŅȮĝňĺŏėĴňȮıĵŅīŇĺŇĪĵŅȮľĶŊŀĔŅĶĨŀĭĽĬŀĚĨƞŀĽŇŗĚŐĪĶĔŐĞĚȮ
&intervention) ĪňŗŏĮƦĬĔŅĵĳŅıȮĪŅĚŏėĴňȮľĶŊŀĪŅĚěŇĨŒěȮŒĬŀŅĽŅĽĴńėĶĽŋĕĳŅıħňľĶŊŀŒĬįŌƟĮƙĺĵ
ÅĔŅĶĪħĸŀĚőħĵĴňĔĸŋƞĴėĺĭėŋĴŏıŊŗŀĮĶŃŏĴŇĬĺŇīňĔŅĶĺŇĬŇěĜńĵȮĔŅĶĮƚŀĚĔńĬȮŐĸŃĔŅĶĶńĔļŅ
ÅĔŅĶĻŉĔļŅįĸĨŅĴĴŅĳŅĵľĸńĚěŅĔĺŇīňĔŅĶĮƚŀĚĔńĬľĶŊŀĶńĔļŅőĶėŒĬŐĨƞĸŃėĬľĶŊŀĔĸŋƞĴėĬ
ÅĔŅĶĺŇěńĵĪŅĚħƟŅĬıķĨŇĔĶĶĴĽŋĕĳŅı
ÅĔŅĶĺŇěńĵĪňŗŒĝƟȮŏĞĸĸƢȮŏĬŊŘŀŏĵŊŗŀȮŀĺńĵĺŃȮĪŅĶĔŒĬėĶĶĳƢȮĕƟŀĴŌĸěŅĔŏĺĝĶŃŏĭňĵĬĕƟŀĴŌĸĪŅĚĝňĺŏĺĝ
ĻŅĽĨĶƢľĶŊŀĕƟŀĴŌĸĽƞĺĬĭŋėėĸŀŊŗĬȮŕȮĪňŗĽŅĺĩŉĚĨńĺĭŋėėĸľĶŊŀœĴƞĔŖœħƟ

ĔŅĶĺŇěńĵĪňŗŏĔňŗĵĺĕƟŀĚĔńĭĴĬŋļĵƢ



ĝĬŇħĕŀĚĔŅĶĺŇěńĵŒĬėĬȮ
Social-behavioral Research

Bio-medical Research

ÅĔŅĶĻŉĔļŅĔŅĶĨŀĭĽĬŀĚĕŀĚėĬľĶŊŀĽńĨĺƢĨƞŀĽŇŗĚĨƞŅĚŕȮ
ÅŏĻĶļģĻŅĽĨĶƢȮĶńģĻŅĽĨĶƢȮĽńĚėĴĺŇĪĵŅȮěŇĨĺŇĪĵŅȮĴŅĬŋļĵĺŇĪĵŅȮŐĸŃĮĶŃĺńĨŇĻŅĽĨĶƢ

ÅĻŉĔļŅĽĶňĶĺŇĪĵŅĕŀĚĴĬŋļĵƢŐĸŃĔŅĶĶńĔļŅľĶŊŀėĺŅĴŏĕƟŅŒěŒĬőĶėȮ
ÅĔŅĶĪħĸŀĚĪŅĚėĸŇĬŇĔȮĔŅĶĪħĽŀĭįĸŇĨĳńĦĤƢĵŅŐĸŃŏėĶŊŗŀĚĴŊŀŐıĪĵƢ
ÅĽŅĵĺŇĪĵŅĻŅĽĨĶƢĽŋĕĳŅıȮ
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ėĺŅĴĨĶŃľĬńĔŐĸŃĮĢŇĭńĨŇĨƞŀĪŋĔėĬŀĵƞŅĚŒľƟŀŇĽĶŃ
(Autonomy)

ĴňĔŅĶĮĔĮƚŀĚħŌŐĸĔĸŋƞĴįŌƟŀƞŀĬħƟŀĵŏĮĶŅŃĭŅĚ

ľĸńĔěĶŇĵīĶĶĴĽŅĔĸĔŅĶĺŇěńĵŒĬĴĬŋļĵƢ

Respect for Person
ľĸńĔėĺŅĴŏėŅĶıŒĬĭŋėėĸ

Belmont report



ľĸńĔėĺŅĴŏėŅĶıŒĬĭŋėėĸ
ÅĔŅĶŏėŅĶıŒĬĻńĔħŇśĻĶňėĺŅĴŏĮƦĬĴĬŋļĵƢȮ&respect for human dignity)

ÅŏėŅĶıŒĬĔŅĶĕŀėĺŅĴĵŇĬĵŀĴŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵőħĵĭŀĔĔĸƞŅĺĕƟŀĴŌĸŀĵƞŅĚėĶĭĩƟĺĬŐĸŃŒľƟ

ĨńħĽŇĬŒěŀĵƞŅĚŀŇĽĶŃȮ&Informed consent andautonomy of decision making)

ÅŏėŅĶıŒĬėĺŅĴŏĮƦĬĽƞĺĬĨńĺŐĸŃĶńĔļŅėĺŅĴĸńĭĕŀĚĕƟŀĴŌĸĽƞĺĬĨńĺĕŀĚŀŅĽŅĽĴńėĶȮĮƚŀĚĔńĬĔŅĶ

ŏĕƟŅĩŉĚĕƟŀĴŌĸȮĔŅĶėĺĭėŋĴŐĸŃĔŅĶŐěĔěƞŅĵĕƟŀĴŌĸĽƞĺĬĭŋėėĸȮ&Respect privacy and 

confidentiality) 

ÅĔŅĶŏėŅĶıŒĬĻńĔħŇśĻĶňĕŀĚĔĸŋƞĴįŌƟŀƞŀĬħƟŀĵȮŏĮĶŅŃĭŅĚȮ&respect forvulnerable persons) 



Respect For Person

ĔĶŃĭĺĬĔŅĶĕŀėĺŅĴĵŇĬĵŀĴ

Information
ŐěƟĚĕƟŀĴŌĸ

Comprehension
ėĺŅĴŏĕƟŅŒěŀĵƞŅĚĩƞŀĚŐĪƟ

Voluntariness
ĨńħĽŇĬŒěőħĵŀŇĽĶŃ
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œĴƞĔƞŀŀńĬĨĶŅĵ

ŒľƟĮĶŃőĵĝĬƢŒľƟĴŅĔĪňŗĽŋħŐĸŃĸħőŀĔŅĽĪňŗěŃĴňŀńĬĨĶŅĵŒľƟĬƟŀĵĪňŗĽŋħŏĪƞŅĪňŗěŃŏĮƦĬœĮœħƟ

Beneficence
ľĸńĔĔŅĶŒľƟėŋĦĮĶŃőĵĝĬƢ



ľĸńĔĔŅĶŒľƟėŋĦĮĶŃőĵĝĬƢ
1. ĴňĔŅĶĮĶŃŏĴŇĬėĺŅĴĽĴħŋĸĶŃľĺƞŅĚėĺŅĴŏĽňŗĵĚŐĸŃ
ėŋĦĮĶŃőĵĝĬƢ&balancing risks and benefits)

2. ėĺŅĴŏĽňŗĵĚĪňŗěŃŏĔŇħĕŉŘĬĨƟŀĚĬƟŀĵĪňŗĽŋħŏĪƞŅĪňŗěŃĪŜŅœħƟȮĸħ
ŀńĬĨĶŅĵŒľƟĬƟŀĵĪňŗĽŋħȮ&minimizing harm) 

3. ĮĶŃőĵĝĬƢĪňŗŀŅěěŃŏĔŇħĕŉŘĬěŃĨƟŀĚŏĮƦĬĮĶŃőĵĝĬƢĽŌĚĽŋħȮ
&maximizing benefit)



ĮĶŃŏĳĪėĺŅĴŏĽňŗĵĚľĶŊŀŀńĬĨĶŅĵĪňŗŀŅěŏĔŇħěŅĔĔŅĶĺŇěńĵȮ

1. ŀńĬĨĶŅĵĨƞŀĶƞŅĚĔŅĵȮ&physical harm): Death, disability, infection,inconvenience

2. ŀńĬĨĶŅĵĨƞŀěŇĨŒěȮ&psychological harm): Depression, anxiety,emotional 

suffering, įĸĔĶŃĪĭĪŅĚŀŅĶĴĦƢȮĔŅĶŏĮƕħŏįĵėĺŅĴĸńĭ

3. ŀńĬĨĶŅĵĨƞŀģŅĬŃĪŅĚĔŅĶŏĚŇĬȮŐĸŃįĸĮĶŃőĵĝĬƢĪňŗėĺĶěŃœħƟĶńĭȮ&economic harm): ĨĔĚŅĬ, 

ėƞŅŒĝƟěƞŅĵŏĴŊŗŀŏĕƟŅĶƞĺĴŒĬőėĶĚĔŅĶĺŇěńĵ

4. ŀńĬĨĶŅĵĨƞŀĽĩŅĬĳŅıĪŅĚĽńĚėĴȮ&social harm): ĔŅĶĩŌĔŐĭƞĚŐĵĔĪŅĚĽńĚėĴȮĩŌĔŏĸŇĔěƟŅĚĚŅĬ

5. ŀńĬĨĶŅĵĪŅĚĔġľĴŅĵȮ&legal harm) : ĨĔŏĮƦĬěŜŅŏĸĵȮ



ĺŇīňĔŅĶĸħėĺŅĴŏĽňŗĵĚȮ
ÅĺŅĚŐįĬĔŅĶĺŇěńĵŀĵƞŅĚĶŀĭėŀĭȮŐĸŃĶńħĔŋĴ

ÅĔŅĶĺŅĚŐįĬĔŅĶĺŇěńĵĪňŗœĴƞħňȮĪŜŅŒľƟŏĔŇħėĺŅĴŏĽňŗĵĚĨƞŀįŌƟŏĕƟŅĶƞĺĴĺŇěńĵőħĵœĴƞŏĔŇħĮĶŃőĵĝĬƢ

ÅėŜŅĬĺĦĕĬŅħĨńĺŀĵƞŅĚŒľƟıŀŏľĴŅŃ

ÅŏİƚŅĶŃĺńĚŐĸŃĨŇħĨŅĴĮĶŃŏĴŇĬįĸŏĮƦĬĶŃĵŃȮŏıŊŗŀĵŋĨŇĔŅĶĺŇěńĵœħƟĔƞŀĬěŃŏĔŇħŀńĬĨĶŅĵ

ÅĔŅĶĺŇěńĵĪňŗĴňėĺŅĴŏĽňŗĵĚĽŌĚĨƟŀĚȮĴňŏĔĦĤƢĔŅĶĵŋĨŇĔŅĶĺŇěńĵȮĪńŘĚŏĮƦĬĶŅĵĭŋėėĸȮ&Withdrawal 

criteria) ŐĸŃĪńŘĚőėĶĚĔŅĶȮ&Termination criteria) 

ÅĴňĴŅĨĶĔŅĶĝƞĺĵŏľĸŊŀŏĴŊŗŀŏĔŇħŏľĨŋĔŅĶĦƢœĴƞıŉĚĮĶŃĽĚėƢ

ÅĶńĔļŅėĺŅĴĸńĭĕŀĚįŌƟŏĕƟŅĶƞĺĴĺŇěńĵ



ĔŅĶŒľƟĮĶŃőĵĝĬƢĨŀĭŐĪĬįŌƟŏĕƟŅĶƞĺĴĺŇěńĵȮ

ÅĴňĔŅĶŐěƟĚįĸĔŅĶĺŇěńĵŒľƟĪĶŅĭ
ÅėŊĬĮĶŃőĵĝĬƢĽŌƞĝŋĴĝĬĪňŗŏĕƟŅĶƞĺĴĺŇěńĵ
ÅŒľƟőŀĔŅĽŏĕƟŅĩŉĚįĸŇĨįĸĪňŗœħƟěŅĔĔŅĶĺŇěńĵ
ÅįĸŇĨĳńĦĤƢĵŅ: post-trial access



ŒľƟėĺŅĴŏĪƞŅŏĪňĵĴĔńĭĪŋĔėĬŀĵƞŅĚŏĽĴŀĳŅė

ŀŀĔŐĭĭĔŅĶĻŉĔļŅŒľƟŏĜĸňŗĵĔĶŃěŅĵĪńŘĚĳŅĶŃŐĸŃĮĶŃőĵĝĬƢŀĵƞŅĚĪńŗĺĩŉĚŏĪƞŅŏĪňĵĴ
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Belmont report

Justice
ľĸńĔėĺŅĴĵŋĨŇīĶĶĴ



ľĸńĔėĺŅĴĵŋĨŇīĶĶĴȮ
ĔŅĶŒľƟėĺŅĴŏĮƦĬīĶĶĴŒĬĔŅĶėńħŏĸŊŀĔįŌƟŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵĮĶŃŏĴŇĬěŅĔ
1.ĔŅĶŏĸŊŀĔŀŅĽŅĽĴńėĶ
ÅĴňŏĔĦĤƢėńħŏĕƟŅȮŏĔĦĤƢėńħŀŀĔĝńħŏěĬȮ&Inclusion & Exclusioncriteria) 
ĽŀħėĸƟŀĚĔńĭĺńĨĩŋĮĶŃĽĚėƢȮĽĩŅĬĔŅĶĦƢŐĸŃĔĸŋƞĴŏĮƚŅľĴŅĵ
ÅœĴƞĴňŀėĨŇȮĸŜŅŏŀňĵĚȮľĶŊŀŏĸŊŀĔĮĢŇĭńĨŇȮ&Selection bias)
ÅœĴƞŏĸŊŀĔĔĸŋƞĴĨńĺŀĵƞŅĚĪňŗȮľŅĚƞŅĵĽńŗĚĚƞŅĵȮľĶŊŀįŌƟŀƞŀĬħƟŀĵȮŏĮĶŅŃĭŅĚȮĴňėĺŅĴ
ĭĔıĶƞŀĚŒĬĔŅĶĨńħĽŇĬŒě

2.ĔŅĶěńħŀŅĽŅĽĴńėĶŏĕƟŅĔĸŋƞĴȮĴňĔŅĶĽŋƞĴȮ&Randomization)
3.ěŜŅĬĺĬĨńĺŀĵƞŅĚ-ȮĔĸŋƞĴĨńĺŀĵƞŅĚȮĪňŗĔŜŅľĬħœĺƟĔńĭĔŅĶŏĔŖĭœħƟěĶŇĚȮ



ľĸńĔėĺŅĴĵŋĨŇīĶĶĴȮ

ÅľŅĔěŃĪŜŅĔŅĶĺŇěńĵőħĵŒĝƟȮvulnerable subject ŒľƟĪĭĪĺĬħŌĺƞŅěŃĪŜŅĔŅĶĺŇěńĵ

ĔńĭėĬĔĸŋƞĴŀŊŗĬŐĪĬœħƟľĶŊŀœĴƞȮŐĸŃŏıŇŗĴĔĶŃĭĺĬĔŅĶĮĔĮƚŀĚħŌŐĸȮvulnerable 

subject ŏĴŊŗŀěŜŅŏĮƦĬĨƟŀĚĪŜŅĺŇěńĵĔńĭėĬĔĸŋƞĴĬňŘěĶŇĚŕ

ÅĔĸŋƞĴĪňŗœħƟĶńĭĔŅĶĮĢŇĭńĨŇĪňŗħƟŀĵĔĺƞŅĶŃľĺƞŅĚĔŅĶĺŇěńĵȮėĺĶœħƟĶńĭĮĶŃőĵĝĬƢŏĪƞŅŏĪňĵĴ

ĔńĭŀňĔĔĸŋƞĴŏĴŊŗŀĽŇŘĬĽŋħĔŅĶĺŇěńĵȮŏĝƞĬȮĔĸŋƞĴĪňŗœħƟĶńĭȮplacebo ėĺĶĴňőŀĔŅĽŏĕƟŅĩŉĚ

ĔŅĶĶńĔļŅıĵŅĭŅĸŏĝƞĬŏħňĵĺĔńĭĪňŗŀňĔĔĸŋƞĴĪňŗœħƟĶńĭȮ



ŹĭŋėėĸĪŋĔėĬĴňŀŇĽĶŃŒĬĔŅĶĨńħĽŇĬŒěĨĸŀħŏĺĸŅ
ŹœħƟĶńĭĔŅĶĮĢŇĭńĨŇħƟĺĵėĺŅĴŏėŅĶı-œĴƞĴňĔŅĶľĸŀĔĸĺĚħƟĺĵĺŇīňŒħŕ
ŹĮĔĮƚŀĚįŌƟŀƞŀĬħƟŀĵŏĮĶŅŃĭŅĚŒľƟœħƟĶńĭėĺŅĴŏėŅĶıŒĬĻńĔħŇśĻĶň

Respect for person
ľĸńĔėĺŅĴŏėŅĶıŒĬĭŋėėĸ

ŹNonmaleficence-œĴƞĪŜŅŀńĬĨĶŅĵ
ŹėĺŅĴŏĽňŗĵĚĨƟŀĚœĴƞĴŅĔĔĺƞŅĮĶŃőĵĝĬƢ
ŹĨƟŀĚĪŜŅŏıŊŗŀĮĶŃőĵĝĬƢĽŌĚĽŋħĕŀĚįŌƟĮƙĺĵľĶŊŀŀŅĽŅĽĴńėĶĺŇěńĵ

Beneficence
ľĸńĔėŋĦĮĶŃőĵĝĬƢ

ŹĮĢŇĭńĨŇĨƞŀĪŋĔėĬŀĵƞŅĚŏĪƞŅŏĪňĵĴĔńĬ
ŹěńħĽĶĶĳŅĶŃėĺŅĴŏĽňŗĵĚŐĸŃĮĶŃőĵĝĬƢŀĵƞŅĚĵŋĨŇīĶĶĴ

Justice
ľĸńĔėĺŅĴĵŋĨŇīĶĶĴ

General Ethical Principle For Research 
On Human Subjects: The Belmont Report (1979) 



ĔŅĶŒĝƟŐĬĺĪŅĚĮġŇĭńĨŇĽŅĔĸ

Declaration of Helsinki -ŐıĪĵƢĪňŗĪŜŅĺŇěńĵĪŅĚĔŅĶŐıĪĵƢ
CIOMS Guidelines ůĬńĔĺŇěńĵĪŅĚĽŋĕĳŅıȮıķĨŇĔĶĶĴĻŅĽĨĶƢŐĸŃĽńĚėĴĻŅĽĨĶƢ
ICH GCP -ĽŜŅľĶńĭĔŅĶĪħĸŀĚĪŅĚŏĳĽńĝĳńĦĤƢŐĸŃŏėĶŊŗŀĚĴŊŀŐıĪĵƢȮ
Common Rule ůĽŜŅľĶńĭĬńĔĺŇěńĵŒĬĽĩŅĭńĬĪňŗĶńĭĪŋĬĕŀĚȮNIH

To protect right, safety and well-being of research participants

ĮĔĮƚŀĚĽŇĪīŇȮėĺŅĴĮĸŀħĳńĵŐĸŃĽĺńĽħŇĳŅıĕŀĚįŌƟŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵ

Belmont report:
Respect for person, Beneficence, Justice



QUIZ ĝƞĺĚĪňŗȮ2
https://forms.office.com/r/vvkYsY7rFf



ÅĮĶŃĺńĨŇĕŀĚěĶŇĵīĶĶĴĔŅĶĺŇěńĵŒĬĴĬŋļĵƢ

ÅľĸńĔěĶŇĵīĶĶĴĽŜŅľĶńĭĔŅĶĺŇěńĵŒĬĴĬŋļĵƢ

ÅěĶŇĵīĶĶĴĔŅĶĺŇěńĵŒĬĴĬŋļĵƢŒĬĮĶŃŏĪĻœĪĵ

ÅĔġľĴŅĵŐĸŃĕƟŀĔŜŅľĬħĪňŗŏĔňŗĵĺĕƟŀĚĕŀĚœĪĵ

Outline



Research ethic milestones in Thailand
Nuremberg 

code

1947

Declaration 
of Helsinki

1964
45CFR461974

Belmont Report1979

CIOMS Guideline

1982

WHOGCP

1995

2005
ICH GCP

1996

Silver book

2000

NIH: IRB
1966

Common Rule

1991

HIPAA

1996

General Data 
Protection 

Regulation(GDPR)

2018

ı,Ķ,ĭ,ĵŅ
1967

ĔŅĶĺŇěńĵĵŅĜňħėŋĴĔŜŅŏĬŇħŒĬœĪĵ

1973
OHRP
1972

ı,Ķ,ĭ,ĺŇĝŅĝňıŏĺĝĔĶĶĴ
1982
ı,Ķ,ĭ,ŀŅľŅĶ

1979

ĕƟŀĭńĚėńĭŐıĪĵĽĳŅĺƞŅħƟĺĵĔŅĶĶńĔļŅ
ěĶŇĵīĶĶĴŐľƞĚĺŇĝŅĝňıŏĺĝĔĶĶĴ

1983
1990, 1995, 2000,2001,2002, 2006,2017

őėĶĚĔŅĶĺŇěńĵĺńėĞňĬŏŀħĽƢ
1987

ı,Ķ,ĭ,ĔŅĶĮĶŃĔŀĭőĶėĻŇĸĮŃ

1999
2004,2007,2013

1985ĶƞŅĚı,Ķ,ĭ,ĔŅĶĪħĸŀĚĨƞŀĴĬŋļĵƢ

ėŜŅĮĶŃĔŅĻĽŇĪīŇįŌƟĮƙĺĵ

1998

2005



45 CFR 46:
Common rules

1974 Belmont Report1979
Tuskegee ends

1972

1982 CIOMS Guideline
1993, 2002, 2016

ICH GCP

1996

Silver book

2000

1967 =2510
1973 = 2516
1982 = 2525
2000 = 2543
2006 = 2549
2007 = 2550
2013 = 2556 OHRP: Office for Human Research Protection

WHO 
GCP

1995

ĔŅĶĺŇěńĵĵŅĜňħėŋĴĔŜŅŏĬŇħŒĬœĪĵ
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