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What Is Informed Consent?

ĔĶŃĭĺĬĔŅĶĪňŗĭŋėėĸŒľƟĔŅĶĵŊĬĵńĬőħĵŀŇĽĶŃĺƞŅĵŇĬħňĪňŗěŃŏĕƟŅĶƞĺĴĔŅĶĻŉĔļŅĪħĸŀĚľĸńĚěŅĔĴňĔŅĶŒľƟĕƟŀĴŌĸ
ŏĔňŗĵĺĔńĭőėĶĚĔŅĶĺŇěńĵŒĬĪŋĔŐĚƞĴŋĴĪňŗĽńĴıńĬīƢĔńĭĔŅĶĨńħĽŇĬŒěŒĬĔŅĶŏĕƟŅĶƞĺĴȮ

4

ėĺŅĴĵŇĬĵŀĴőħĵėĺŅĴŏĕƟŅŒěĩƞŀĚŐĪƟ

ŴA process by which a participant or their legally acceptable representative voluntarily 
confirms their willingness to participate in a trial after having been informed and been 
provided with the opportunity to discuss all aspects of the trial that are relevant to 
the participantŲs decision to participate.ŵȮů GCP (ICH E6R3, Glossary)
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25. ĔŅĶŏĕƟŅĶƞĺĴŏĮƦĬŀŅĽŅĽĴńėĶĕŀĚĔŅĶĺŇěńĵĪŅĚĔŅĶŐıĪĵƢĕŀĚĭŋėėĸĪňŗĽŅĴŅĶĩŒľƟėĺŅĴĵŇĬĵŀĴœħƟħƟĺĵĨĬŏŀĚȮĨƟŀĚŏĮƦĬœĮőħĵĽĴńėĶŒě
26. įŌƟŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵŐĨƞĸŃėĬěŃĨƟŀĚœħƟĶńĭĕƟŀĴŌĸĪňŗŏıňĵĚıŀŒĬĳŅļŅĪňŗŏĕƟŅŒěĚƞŅĵŏĔňŗĵĺĔńĭĺńĨĩŋĮĶŃĽĚėƢȮĺŇīňĔŅĶȮĮĶŃőĵĝĬƢĪňŗėŅħĺƞŅěŃœħƟĶńĭȮėĺŅĴŏĽňŗĵĚŐĸŃĳŅĶŃĪňŗŀŅě
ŏĔŇħĕŉŘĬȮėŋĦĽĴĭńĨŇĕŀĚĬńĔĺŇěńĵȮŐľĸƞĚŏĚŇĬĪŋĬȮėĺŅĴĕńħŐĵƟĚĪňŗŀŅěŏĔŇħĕŉŘĬȮĕƟŀĔŜŅľĬħŒĬĔŅĶĮĔĮƚŀĚėĺŅĴŏĮƦĬĽƞĺĬĨńĺŐĸŃėĺŅĴĸńĭȮŐĶĚěŌĚŒěĽŜŅľĶńĭįŌƟŏĕƟŅĶƞĺĴȮĕƟŀĔŜŅľĬħ
ŒĬĔŅĶĶńĔļŅŐĸŃ-ľĶŊŀĝħŏĝĵŒľƟĔńĭįŌƟŏĕƟŅĶƞĺĴĪňŗœħƟĶńĭŀńĬĨĶŅĵŀńĬŏĮƦĬįĸěŅĔĔŅĶĴňĽƞĺĬĶƞĺĴȮŐĸŃħƟŅĬŀŊŗĬŕȮĪňŗŏĔňŗĵĺĕƟŀĚĕŀĚĔŅĶĺŇěńĵȮ
ĨƟŀĚœħƟĶńĭŐěƟĚŏĔňŗĵĺĔńĭĽŇĪīŇśŒĬĔŅĶĮĢŇŏĽīĪňŗěŃŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵľĶŊŀĩŀĬėĺŅĴĵŇĬĵŀĴŒĬĔŅĶŏĕƟŅĶƞĺĴœħƟĨĸŀħŏĺĸŅőħĵœĴƞĴňĔŅĶĨŀĭőĨƟėĺĶŒľƟėĺŅĴĽĬŒěŏĮƦĬıŇŏĻļĔńĭ
ĕƟŀĴŌĸŏĜıŅŃŐĸŃėĺŅĴĨƟŀĚĔŅĶĔŅĶĽŊŗŀĽŅĶĕŀĚįŌƟŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵŐĨƞĸŃėĬȮĶĺĴĩŉĚĺŇīňĔŅĶĪňŗŒĝƟŒĬĔŅĶĽƞĚĴŀĭĕƟŀĴŌĸȮľĸńĚěŅĔĴńŗĬŒěĺƞŅįŌƟŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵĪňŗĴňŐĬĺőĬƟĴěŃ
ŏĕƟŅŒěĕƟŀĴŌĸŐĸƟĺȮŐıĪĵƢľĶŊŀĭŋėėĸĪňŗĴňėŋĦĽĴĭńĨŇŏľĴŅŃĽĴŀŊŗĬŕȮěŃĨƟŀĚĕŀėĺŅĴĵŇĬĵŀĴěŅĔįŌƟŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵĪňŗĴňŐĬĺőĬƟĴěŃŏĕƟŅŒěőħĵĽĴńėĶŒěĞŉŗĚěŃĨƟŀĚŐĽħĚŏĮƦĬ
ŏŀĔĽŅĶľĶŊŀŀŇŏĸŖĔĪĶŀĬŇĔĽƢŀĵƞŅĚŏĮƦĬĪŅĚĔŅĶȮľŅĔœĴƞĽŅĴŅĶĩŐĽħĚėĺŅĴĵŇĬĵŀĴŏĮƦĬŏŀĔĽŅĶľĶŊŀŀŇŏĸŖĔĪĶŀĬŇĔĽƢœħƟȮěŃĨƟŀĚĴňıĵŅĬŐĸŃŐĽħĚŏŀĔĽŅĶėĺŅĴĵŇĬĵŀĴĪňŗœĴƞŒĝƞ
ĸŅĵĸńĔļĦƢŀńĔļĶŀĵƞŅĚŏĮƦĬĪŅĚĔŅĶ
įŌƟŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵĪŅĚĔŅĶŐıĪĵƢĪŋĔėĬėĺĶœħƟĶńĭĪŅĚŏĸŊŀĔŒĬĔŅĶĶńĭŐěƟĚŏĔňŗĵĺĔńĭįĸĸńıīƢĪńŗĺœĮŐĸŃįĸĸńıīƢĕŀĚĔŅĶĺŇěńĵ

27. ŏĴŊŗŀĕŀėĺŅĴĵŇĬĵŀĴőħĵŐěƟĚĕƟŀĴŌĸŏıŊŗŀŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵȮŐıĪĵƢľĶŊŀįŌƟĺŇěńĵėĬŀŊŗĬŕȮěŃĨƟŀĚĶŃĴńħĶŃĺńĚŏĮƦĬıŇŏĻļľŅĔįŌƟŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵĴňėĺŅĴĽńĴıńĬīƢŐĭĭıŉŗĚıŅĨĬŏŀĚ
ĔńĭŐıĪĵƢľĶŊŀŀŅěĵŇĬĵŀĴĳŅĵŒĨƟĔŅĶĭńĚėńĭȮŒĬĽĩŅĬĔŅĶĦƢŏĝƞĬĬňŘȮĨƟŀĚŒĝƟĭŋėėĸĪňŗĴňėŋĦĽĴĭńĨŇŏľĴŅŃĽĴȮĞŉŗĚœĴƞĴňįĸħńĚĔĸƞŅĺĨƞŀįŌƟĬńŘĬȮŏĮƦĬįŌƟĕŀėĺŅĴĵŇĬĵŀĴ

28. įŌƟĪňŗœĴƞĽŅĴŅĶĩŒľƟėĺŅĴĵŇĬĵŀĴħƟĺĵĨńĺŏŀĚȮěŃĨƟŀĚĕŀėĺŅĴĵŇĬĵŀĴőħĵĽĴńėĶŒěěŅĔĨńĺŐĪĬĪňŗœħƟĶńĭŀĬŋĠŅĨĨŅĴĔġľĴŅĵőħĵėŜŅĬŉĚĩŉĚėĺŅĴĝŀĭŐĸŃėƞŅĬŇĵĴĪňŗįŌƟŏĕƟŅĶƞĺĴĪňŗ
ĴňĻńĔĵĳŅıŐĽħĚŀŀĔ
įŌƟŏĕƟŅĶƞĺĴĪňŗœĴƞĽŅĴŅĶĩŒľƟėĺŅĴĵŇĬĵŀĴħƟĺĵĨńĺŏŀĚȮěŃŀĵŌƞŒĬĳŅĺŃŏĽňŗĵĚıŇŏĻļŐĸŃĨƟŀĚœħƟĶńĭĔŅĶĮĔĮƚŀĚȮėŋƟĴėĶŀĚĪňŗŏľĴŅŃĽĴȮŐĸŃĔŅĶĺŇěńĵĬńŘĬĨƟŀĚŏĮƦĬĚŅĬĺŇěńĵĪňŗĬƞŅěŃŏĮƦĬ
ĮĶŃőĵĝĬƢĨƞŀĨĬŏŀĚőħĵĨĶĚľĶŊŀȮŏĮƦĬĚŅĬĺŇěńĵĪňŗėĺŅĴŏĽňŗĵĚŐĸŃĳŅĶŃĨŗŜŅĽŋħŏĪƞŅĬńŘĬ
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29.įŌƟĪňŗœĴƞĽŅĴŅĶĩŒľƟėĺŅĴĵŇĬĵŀĴħƟĺĵĨĬŏŀĚȮŐĨƞĽŅĴŅĶĩŒľƟėĺŅĴĵŀĴĶńĭȮ(assent) ĨƟŀĚĕŀŐĸŃĴňėĺŅĴĵŇĬĵŀĴőħĵįŌƟŐĪĬőħĵĝŀĭīĶĶĴȮĔŅĶœĴƞĵŀĴĶńĭȮ(dissent) 
ėĺĶœħƟĶńĭėĺŅĴŏėŅĶı

30. ĔŅĶĺŇěńĵĪňŗĴňĸńĔļĦŃĪňŗěŜŅŏĮƦĬĨƟŀĚĪŜŅĔŅĶĺŇěńĵŒĬĽĳŅĺŃĪňŗĭŋėėĸœĶƟėĺŅĴĽŅĴŅĶĩŒĬĔŅĶŒľƟėĺŅĴĵŇĬĵŀĴěŅĔĽĳŅıĶƞŅĚĔŅĵľĶŊŀěŇĨŒěȮŏĝƞĬȮįŌƟĮƙĺĵľĴħĽĨŇȮĨƟŀĚĕŀ
ėĺŅĴĵŇĬĵŀĴěŅĔįŌƟŐĪĬőħĵĝŀĭīĶĶĴȮĩƟŅœĴƞĴňŐĸŃĔŅĶĺŇěńĵœĴƞĽŅĴŅĶĩĶŀœħƟȮőħĵĳŅĺŃĬňŘĶŃĭŋœĺƟŐĸƟĺŒĬőėĶĚĔŅĶĺŇěńĵĪňŗėĦŃĔĶĶĴĔŅĶěĶŇĵīĶĶĴœħƟŀĬŋĴńĨŇŐĸƟĺȮěŃ
ĪŜŅœħƟőħĵœĴƞĨƟŀĚœħƟĶńĭĔŅĶĵŇĬĵŀĴȮŐĨƞĨƟŀĚĴňĔŅĶĕŀėĺŅĴĵŇĬĵŀĴŒľƟŀĵŌƞŒĬőėĶĚĔŅĶĨƞŀœĮőħĵŏĶŖĺĪňŗĽŋħěŅĔĨńĺŀŅĽŅĽĴńėĶľĶŊŀįŌƟŐĪĬȮľĶŊŀľŅĔįŌƟŏĕƟŅĶƞĺĴĽŅĴŅĶĩŒľƟ
ėĺŅĴĵŇĬĵŀĴœħƟŀňĔėĶńŘĚȮĔŖěŃĨƟŀĚĴňĔŅĶĕŀěŅĔŏěƟŅĨńĺ

31. ŐıĪĵƢĨƟŀĚŒľƟĕƟŀĴŌĸŐĔƞįŌƟĮƙĺĵŀĵƞŅĚėĶĭĩƟĺĬĺƞŅĴňħƟŅĬŒħĕŀĚĔŅĶĶńĔļŅĪňŗŏĔňŗĵĺĕƟŀĚĔńĭĚŅĬĺŇěńĵȮįŌƟĮƙĺĵĨƟŀĚĮĢŇŏĽīľĶŊŀĩŀĬĨńĺœħƟőħĵœĴƞĔĶŃĪĭĨƞŀėĺŅĴĽńĴıńĬīƢ
ŀńĬħňĶŃľĺƞŅĚĔńĬ

32. ŐıĪĵƢľĶŊŀĭŋėėĸĪňŗĴňėŋĦĽĴĭńĨŇŀŊŗĬŕĨƟŀĚĕŀėĺŅĴĵŇĬĵŀĴŒĬĔŅĶŏĔŖĭȮĶńĔļŅȮŐĸŃ-ľĶŊŀȮŒĝƟȮĺńĽħŋĪŅĚĝňĺĳŅıŐĸŃĕƟŀĴŌĸĪňŗĶŃĭŋ-ĽŅĴŅĶĩĶŃĭŋ-ĽŅĴŅĶĩĶŃĭŋ-ĞŘŜŅœħƟȮ
ĔŅĶĶĺĭĶĺĴŐĸŃěńħŏĔŖĭĕƟŀĴŌĸľĶŊŀĺńĽħŋĪŅĚĝňĺĳŅıěŅĔįŌƟŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵĽŜŅľĶńĭĔŅĶŒĝƟĚŅĬľĸŅĵėĶńŘĚŐĸŃœĴƞěŜŅĔńħ-œĴƞĶŃĭŋȮėĺĶĽŀħėĸƟŀĚĔńĭĕƟŀĔŜŅľĬħĪňŗĶŃĭŋ
œĺƟŒĬ WMA Declaration of Taipei ĶĺĴĩŉĚĽŇĪīŇĕŀĚĭŋėėĸŐĸŃľĸńĔĔŅĶĔŜŅĔńĭħŌŐĸėĦŃĔĶĶĴĔŅĶěĶŇĵīĶĶĴĔŅĶĺŇěńĵĨƟŀĚŀĬŋĴńĨŇĔŅĶěńħĨńŘĚŐĸŃĨŇħĨŅĴĔŅĶŒĝƟ
ĚŅĬģŅĬĕƟŀĴŌĸŐĸŃīĬŅėŅĶĝňĺĳŅıħńĚĔĸƞŅĺŀĵƞŅĚĨƞŀŏĬŊŗŀĚŒĬĔĶĦňĪňŗœĴƞĽŅĴŅĶĩœħƟĶńĭėĺŅĴĵŇĬĵŀĴľĶŊŀœĴƞĽŅĴŅĶĩĮĢŇĭńĨŇœħƟȮĔŅĶĺŇěńĵĶŀĚŏĔňŗĵĺĔńĭĕƟŀĴŌĸĪňŗěńħŏĔŖĭ
ľĶŊŀĺńĽħŋĪŅĚĝňĺĳŅıěŃħŜŅŏĬŇĬĔŅĶœħƟľĸńĚěŅĔĔŅĶıŇěŅĶĦŅŐĸŃŀĬŋĴńĨŇěŅĔėĦŃĔĶĶĴĔŅĶěĶŇĵīĶĶĴĔŅĶĺŇěńĵŏĪƞŅĬńŘĬ
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ĬńĔĺŇěńĵĴňľĬƟŅĪňŗŒľƟĕƟŀĴŌĸŐĔƞįŌƟĽĬŒěŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵŐĸŃŒľƟőŀĔŅĽıĺĔŏĕŅœħƟ
ŒľƟėĺŅĴĵŇĬĵŀĴľĶŊŀĮĢŇŏĽīĔŅĶŏĕƟŅĶƞĺĴœħƟŀĵƞŅĚŀŇĽĶŃ
ĬńĔĺŇěńĵėĺĶŏĕƟŅŒěĺƞŅȮĔŅĶŒľƟėĺŅĴĵŇĬĵŀĴŏĮƦĬĔĶŃĭĺĬĔŅĶ ŐĸŃįŌƟŏĕƟŅĶƞĺĴĺŇěńĵ
ĴňĽŇĪīŇĪňŗěŃĩŀĬĨńĺŀŀĔěŅĔĔŅĶĺŇěńĵŏĴŊŗŀŒħĔŖœħƟőħĵœĴƞĩŌĔĸĚőĪļŒħŕ
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ĔĶŃĭĺĬĔŅĶ

ŏıŊŗŀŐĽħĚėĺŅĴŏėŅĶıŒĬĨńĺĭŋėėĸȮ
(Respect for person)

œĴƞŒĝƞ
ŏŀĔĽŅĶĪŅĚĔġľĴŅĵ ľĶŊŀ
ŏėĶŊŗŀĚĴŊŀĮƚŀĚĔńĬėĺŅĴŏĽňŗĵĚ
ĕŀĚĬńĔĺŇěńĵ



9

Principle of Respect 
for Person
(ľĸńĔėĺŅĴŏėŅĶıŒĬĭŋėėĸ'

ĝĴĶĴěĶŇĵīĶĶĴĔŅĶĪŜŅĺŇěńĵŒĬėĬŒĬĮĶŃŏĪĻœĪĵ, 2550; FERCIT, 2007

The Belmont Report(1978)

ĔŅĶŏėŅĶıŒĬĔŅĶŒľƟėĺŅĴĵŇĬĵŀĴŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵȮőħĵĭŀĔĔĸƞŅĺĕƟŀĴŌĸ
ŀĵƞŅĚŏıňĵĚıŀŐĸŃĴňŀŇĽĶŃŒĬĔŅĶĨńħĽŇĬŒěȮ
&Informed consent and freedom of decision making) 

ĔŅĶŏėŅĶıŒĬĻńĔħŇśĻĶňėĺŅĴŏĮƦĬĴĬŋļĵƢȮ
&Respect for human dignity'

ĔŅĶŏėŅĶıŒĬėĺŅĴŏĮƦĬĽƞĺĬĨńĺȮȮŐĸŃĶńĔļŅėĺŅĴĸńĭȮ
&Respect for privacy and confidentiality'

ĔŅĶŏėŅĶıŒĬĻńĔħŇśĻĶňĕŀĚĔĸŋƞĴŏĮĶŅŃĭŅĚȮŐĸŃŀƞŀĬŐŀȮ
&Respect for vulnerable persons'



ľĸńĔĔŅĶĕŀėĺŅĴĵŇĬĵŀĴĨŅĴȮBelmont report
Respect for Person
ľĸńĔėĺŅĴŏėŅĶıŒĬĭŋėėĸ

Autonomy
ĴňŀŇĽĶŃŒĬĔŅĶĨńħĽŇĬŒě

Right to privacy
ĴňėĺŅĴŏĮƦĬĽƞĺĬĨńĺ

Right to have information
ĽŇĪīŇŒĬĔŅĶĶńĭĶŌƟĕƟŀĴŌĸ

Beneficence (Do no harm)
ľĸńĔĔŅĶŒľƟėŋĦĮĶŃőĵĝĬƢ

Psychological harm
ĔŅĶĪŜŅĶƟŅĵĪŅĚěŇĨŒě

Embarrassment
ėĺŅĴŀńĭŀŅĵ

Loss of employment
ĔŅĶĽŌĠŏĽňĵĚŅĬ
Legal liability
ĔŅĶĶńĭįŇħĪŅĚĔġľĴŅĵ

Justice
ľĸńĔėĺŅĴĵŋĨŇīĶĶĴ

Equitable in selection
ŏĸŊŀĔŀĵƞŅĚŏĪƞŅŏĪňĵĴ

10

Vulnerable group included
œĴƞĪŀħĪŇŘĚĪŋĔĔĸŋƞĴ



ėĺŅĴĽŜŅėńĠĕŀĚ informed consent

11



ıĶĭ,ȮėŋƟĴėĶŀĚĕƟŀĴŌĸĽƞĺĬĭŋėėĸȮı,Ļ,0340

12

ėĺŅĴĽŜŅėńĠĕŀĚ informed consent



ėĺŅĴĽŜŅėńĠĕŀĚ informed consent

13

ĨƟŀĚĴňĔŅĶŒľƟĕƟŀĴŌĸĪňŗĽŜŅėńĠŀĵƞŅĚŏľĴŅŃĽĴ
Essential Elements Required



Presentation template by

Presentation template by
Presentation template by

Presentation template by

Outline

01 ėĺŅĴľĴŅĵĕŀĚȮInformed consent

02 ĽƞĺĬĮĶŃĔŀĭŐĸŃĕńŘĬĨŀĬ

http://www.pptmon.com/
http://www.pptmon.com/
http://www.pptmon.com/
http://www.pptmon.com/


ĔĶŃĭĺĬĔŅĶĕŀėĺŅĴĵŇĬĵŀĴ

15

ĽƞĺĬĮĶŃĔŀĭĔĶŃĭĺĬĔŅĶ

Who ?ĪŜŅőħĵŒėĶ

When/Where?
ĨŀĬœľĬȮĪňŗœľĬ

How ?ŀĵƞŅĚœĶ

Information
ŐěƟĚĕƟŀĴŌĸ

Comprehension
ėĺŅĴŏĕƟŅŒěŀĵƞŅĚĩƞŀĚŐĪƟ

Voluntariness
ĨńħĽŇĬŒěőħĵŀŇĽĶŃ
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ĔŅĶĵŇĬĵŀĴőħĵœħƟĶńĭĕƟŀĴŌĸĪňŗĽĴĭŌĶĦƢ

Valid Consent
ĮĶŇĴŅĦ

ĳŅļŅĪňŗŒĝƟ

ĭĶŇĭĪ

ėĺŅĴĞńĭĞƟŀĬ

ėĺŅĴĽŅĴŅĶĩŒĬĔŅĶ
ĶńĭĶŌƟ

ĔŅĶŐěƟĚĕƟŀĴŌĸŒľƟĶńĭĶŌƟ

ŏĕƟŅŒěĩƞŀĚŐĪƟ

ŐĽħĚŏěĨěŜŅĬĚŒĬĔŅĶŏĸŊŀĔ

ėĺŅĴŏĕƟŅŒě

ėĺŅĴŏĮƦĬŀŇĽĶŃ
ŏĸŊŀĔœħƟŀĵƞŅĚŀŇĽĶŃ

œĴƞĴňȮCoercion

œĴƞĴň undue influence
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Undue influence

ĔŅĶőĬƟĴĬƟŅĺĝńĔěŌĚŒľƟĪŜŅŒľƟŒĬĽŇŗĚĪňŗ
œĴƞŒĝƞĽŇŗĚĪňŗĨƟŀĚĔŅĶľĶŊŀĪŜŅőħĵœĴƞœħƟ
ĽĬŒěįĸĪňŗĨŅĴĴŅ



Exploitation 
ĔŅĶŏŀŅĶńħŏŀŅŏĮĶňĵĭ

ÅĮƤĠľŅĨĶĚĕƟŅĴĔńĭȮcoercion ŐĸŃȮundue influence
ÅĵŊŗĬĕƟŀŏĽĬŀěŅĔėĺŅĴħƟŀĵőŀĔŅĽȮĪňŗĪŜŅŒľƟĔŅĶŐĸĔŏĮĸňŗĵĬœĴƞĵŋĨŇīĶĶĴ
ÅŒľƟėƞŅĨŀĭŐĪĬĬƟŀĵŏĔŇĬœĮ
ÅĬƞŅŏĮƦĬľƞĺĚĴŅĔĔĺƞŅĔŅĶĭňĭĭńĚėńĭĽŜŅľĶńĭĚŅĬĺŇěńĵ
ÅĴńĔěŃŀƟŅĚȮSociety and researcher benefit
ÅįŌƟŏĕƟŅĶƞĺĴŀŅěœĴƞœħƟĶńĭĮĶŃőĵĝĬƢŐĸŃŀŅěœħƟĶńĭĭŅħŏěŖĭľĶŊŀŏıňĵĚŐėƞȮ
ŴőħĬŏŀŅŏĮĶňĵĭ  

18



Source: Belmont Report (1979), Koonrungsesomboon N, et al. Trans Res. 2016; 177:6-18.

Valid Informed Consent

19



20

ėĺŅĴŏľĴŅŃĽĴȮ

œĴƞŏĮƦĬįŌƟĪňŗěŃĴňįĸŒľƟœĴƞĽŅĴŅĶĩĨńħĽŇĬŒěœħƟőħĵŀŇĽĶŃ

ÅCoercion: ĭňĭĭńĚėńĭĪńŘĚĪŅĚĨĶĚĪŅĚŀƟŀĴ 

ÅUndue influence: ĴňŀŇĪīŇıĸĨƞŀĔŅĶĨńħĽŇĬŒěŒľƟĨƟŀĚŏĕƟŅĶƞĺĴ

ėĺĶĶŃĭŋŒľƟĝńħŏěĬŒĬŏŀĔĽŅĶőėĶĚĔŅĶĺƞŅŏĮƦĬŒėĶ

Process: Who?
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ÅĨƟŀĚŏĮƦĬįŌƟĪňŗœħƟĶńĭĔŅĶȮtrain ŐĸŃŏĕƟŅŒěĔŅĶĻŉĔļŅŏĮƦĬŀĵƞŅĚħňȮ
(ĨƟŀĚŏĮƦĬįŌƟŏĝňŗĵĺĝŅĠŏĜıŅŃĪŅĚ?)
ÅįŌƟŒľƟĕƟŀĴŌĸľĶŊŀĕŀėĺŅĴĵŇĬĵŀĴĽĬŇĪĽĬĴĔńĭįŌƟŏĕƟŅĶƞĺĴĚŅĬĺŇěńĵ? 
ÅĨƟŀĚœħƟĶńĭĔŅĶŀĬŋĴńĨŇěŅĔĔĶĶĴĔŅĶȮEC ŒľƟŏĮƦĬįŌƟĕŀėĺŅĴĵŇĬĵŀĴ
ľĶŊŀœĴƞ? 

Process: Who?



22

ÅĨƟŀĚĪŜŅĔƞŀĬŏĶŇŗĴĕńŘĬĨŀĬĔŅĶĻŉĔļŅ
ÅŏĴŊŗŀĴňĕƟŀĴŌĸŒľĴƞĪňŗŀŅěĽƞĚįĸĨƞŀĔŅĶĨńħĽŇĬŒěŒĬĔŅĶŏĕƟŅĶƞĺĴĚŅĬ
ĺŇěńĵĬńŘĬ
ÅĴňĔŅĶŒľƟĕƟŀĴŌĸĪňŗěŜŅŏĮƦĬŏĽĴŀĨĸŀħŏĺĸŅőėĶĚĔŅĶ
ÅŒľƟőŀĔŅĽŒĬĔŅĶĨńħĽŇĬŒěŏĕƟŅĶƞĺĴľĶŊŀĩŀĬĨńĺœħƟĨĸŀħŏĺĸŅ

Process: When and How ?
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ÅŒĬĽĳŅĺŃĪňŗĽĚĭȮĽĭŅĵȮŐĸŃŏĮƦĬĽƞĺĬĨńĺ
ÅŒľƟĕƟŀĴŌĸėĶĭĩƟĺĬŒĬĶŌĮŐĭĭĪňŗĴńŗĬŒěœħƟĺƞŅįŌƟŀƞŅĬŏĕƟŅŒěœħƟěĶŇĚ
ÅŒľƟŏĺĸŅŏıňĵĚıŀŒĬĔŅĶĨńħĽŇĬŒěŀĵƞŅĚĩňŗĩƟĺĬėĶŀĭėĸŋĴ
ÅĨŀĭĪŋĔėŜŅĩŅĴŐĸŃĕƟŀĕƟŀĚŒě
ÅĨƟŀĚœĴƞĴňĔŅĶĭňĭĭńĚėńĭȮ&coercion'ȮľĶŊŀŀŇĪīŇıĸőĬƟĴĬƟŅĺȮ
&undue influence'ȮŒħȮŕ

Process: When and How ?



24

ÅĸĚĸŅĵĴŊŀĝŊŗŀľĶŊŀĭŀĔĮŅĔŏĮĸƞŅ
ÅĪŜŅħƟĺĵĨńĺŏŀĚľĶŊŀőħĵĠŅĨŇ-įŌƟŐĪĬőħĵĝŀĭīĶĶĴȮ(LAR)
ÅĴňŏėĶŊŗŀĚĴŊŀŀŊŗĬŒħĮĶŃĔŀĭ
ÅĔŅĶĬŜŅŏĽĬŀħƟĺĵĽŊŗŀȮAudio-visual 
ÅInternet information
ÅŏŀĔĽŅĶėŌƞĴŊŀ
Åetc.

Process: How?



Recruitment
process

ĽŇŘĬĽŋħőėĶĚĔŅĶ

įĸĶŃĵŃĵŅĺ

ĴňĔŅĶĨŇħĨŅĴĶŃĵŃĵŅĺȮŏĝƞĬȮĔŅĶĻŉĔļŅ
ĪŅĚıńĬīŋĔĶĶĴȮľĶŊŀȮőĶėĴŃŏĶŖĚ

ĕŀėĺŅĴĵŇĬĵŀĴėĶńŘĚŐĶĔ

Consent 
form

ĴňĕƟŀĴŌĸėĺŅĴŏĽňŗĵĚŒľĴƞ

ĴňĔŅĶĮĶńĭĮĶŋĚŐĔƟœĕőėĶĚĔŅĶ

ĴňĔŅĶŏĮĸňŗĵĬŐĮĸĚĽĳŅĺŃ
ĪňŗŏĔňŗĵĺĕƟŀĚ

ĴňĔŅĶŏĮĸňŗĵĬĽĩŅĬŃĕŀĚĵŅĺŇěńĵȮ
ŏĝƞĬȮĴňĔŅĶĩŀĬĔŅĶŒĝƟĚŅĬ

ĴňĔŅĶĨƞŀŀŅĵŋőėĶĚĔŅĶ

ĝƞĺĚŏĺĸŅĪňŗĨƟŀĚŒľƟĕƟŀĴŌĸŏıŊŗŀĕŀėĺŅĴĵŇĬĵŀĴ

25



ÅŐĴƟĺƞŅĔŅĶĸĚĬŅĴŏĮƦĬĽŇŗĚĽŜŅėńĠȮŐĨƞĔĶŃĭĺĬĔŅĶėŊŀľńĺŒě

ÅŀŅěĨƟŀĚĴňȮĔŅĶĕŀėĺŅĴıĶƟŀĴŒěȮ&Assent)

ÅĔĶĦňŀŅĽŅĽĴńėĶĸĚĬŅĴħƟĺĵĨĬŏŀĚœĴƞœħƟȮĨƟŀĚĴňıĵŅĬĸĚĬŅĴ

ŐĪĬħƟĺĵ

Things to Remember

26



Presentation template by

Presentation template by
Presentation template by

Presentation template by

Outline
01 ėĺŅĴľĴŅĵĕŀĚȮInformed consent

02 ĽƞĺĬĮĶŃĔŀĭŐĸŃĕńŘĬĨŀĬ

03 ĔŅĶŏĕƟŅĩŉĚŀŅĽŅĽĴńėĶȮ(Recruitment Process)

http://www.pptmon.com/
http://www.pptmon.com/
http://www.pptmon.com/
http://www.pptmon.com/


Recruitment
ĔŅĶŏĕƟŅĩŉĚŀŅĽŅĽĴńėĶ

28

ĔĶŃĭĺĬĔŅĶĪňŗŐĨĔĨƞŅĚěŅĔĔŅĶĕŀėĺŅĴĵŇĬĵŀĴȮ&ĔŅĶĶńĭŏĕƟŅőėĶĚĔŅĶĔńĭĔŅĶėńħĔĶŀĚ'

ľĸńĔěĶŇĵīĶĶĴȮ8ȮŒĬĔŅĶĺŅĚŐįĬŐĸŃħŜŅŏĬŇĬĔŅĶĽĶĶľŅįŌƟŏĕƟŅĶƞĺĴ

ŏĶňĵĔėĺŅĴĽĬŒěŐĸŃħŉĚħŌħįŌƟŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵĪňŗĴňĻńĔĵĳŅı



Recruitment
ĔŅĶŏĕƟŅĩŉĚŀŅĽŅĽĴńėĶ

29

Where
ŏėŅĶıŒĬėĺŅĴŏĮƦĬĽƞĺĬĨńĺȮ&privacy) ŐĸŃĔŅĶĶńĔļŅėĺŅĴĸńĭ (confidentiality)

How
ĴňĶŅĵĸŃŏŀňĵħĺŇīňĔŅĶŒĬĔŅĶėƟĬľŅŐĸŃŏĕƟŅĩŉĚįŌƟĪňŗĨĶĚĔńĭŏĔĦĤƢĕŀĚĚŅĬĺŇěńĵ

When
œĴƞŏĮƦĬĝƞĺĚĪňŗĴňĳŅĺŃĔħħńĬŒħŕȮĴňŀŇĽĶŃŒĬĔŅĶĨńħĽŇĬŒěȮ



ÅRecruitment Plans ŀīŇĭŅĵĺŇīňĔŅĶŏĕƟŅĩŉĚȮpotential 
participants őħĵĴňĶŅĵĸŃŏŀňĵħŏıňĵĚıŀŒľƟėĦŃĔĶĶĴĔŅĶıŇěŅĶĦŅȮ

EC submission requirements

ÅRecruitment Materials ĔƞŀĬĬŜŅœĮŒĝƟȮĨƟŀĚĽƞĚȮfinal copies ŒľƟ
ıŇěŅĶĦŅĔƞŀĬ

ėĺĶĮĶńĭŒľƟŏĕƟŅĔńĭĸńĔļĦŃĕŀĚȮpotential participants ŐĸŃŀŅěĨƟŀĚĴň
ľĸŅĵŏĺŀĶƢĝńŗĬĕŉŘĬĔńĭĭĶŇĭĪĕŀĚĚŅĬĺŇěńĵȮ&ŏĝƞĬȮĭŅĚőėĶĚĔŅĶĴňľĸŅĵȮphase)



ÅHow will you obtain contact information of potential participants 
ÅWhat are methods for contactingand inviting?

Recruitment Plans

TIPS: ĔŅĶŏĕňĵĬȮRecruitment Plans ĨƟŀĚŐĽħĚŒľƟŏľŖĬĺƞŅ
Å ĩŌĔĨƟŀĚĨŅĴľĸńĔěĶŇĵīĶĶĴȮ(privacy, confidentiality, voluntariness)
Å ĴňėĺŅĴŏĮƦĬœĮœħƟĺƞŅěŃȮrecruit ĽŜŅŏĶŖěŒĬĔĶŀĭĶŃĵŃŏĺĸŅ
Å ĔŅĶėńħŏĸŊŀĔŀŅĽŅĽĴńėĶĨƟŀĚœĴƞĔňħĔńĬĔĸŋƞĴŏĮĶŅŃĭŅĚőħĵœĴƞěŜŅŏĮƦĬȮŐĸŃĨƟŀĚĴňĴŅĨĶĔŅĶĮĔĮƚŀĚ
ıŇŏĻļĽŜŅľĶńĭĔĸŋƞĴħńĚĔĸƞŅĺ

ŒėĶ
ĪŜŅŀŃœĶ
ĪňŗœľĬ
ŀĵƞŅĚœĶ



Recruitment & Belmont report

Respect for Person

ŏĕƟŅĩŉĚŀĵƞŅĚŏėŅĶıėĺŅĴŏĮƦĬ
ĽƞĺĬĨńĺ

ŒľƟĕƟŀĴŌĸĪňŗĩŌĔĨƟŀĚȮŏıŊŗŀŒľƟĽŅĴŅĶĩ
ĨńħĽŇĬŒěœħƟŀĵƞŅĚŀŇĽĶŃȮœĴƞĴňĔŅĶ
ĭňĭĭńĚėńĭľĶŊŀěŌĚŒěĪňŗœĴƞŏľĴŅŃĽĴ

ĶńĔļŅėĺŅĴĸńĭĕŀĚĕƟŀĴŌĸŒľƟ
ĮĸŀħĳńĵĪňŗĽŋħ

Beneficence (Do no harm)

ěńħĔŅĶĕńŘĬĨŀĬĪńŘĚľĴħŏıŊŗŀ
ŏıŇŗĴĮĶŃőĵĝĬƢĕŀĚĔŅĶĻŉĔļŅ
ŒľƟĴŅĔĪňŗĽŋħȮ&ĩƟŅĴň'ȮŐĸŃĸħ
ľĶŊŀľĸňĔŏĸňŗĵĚėĺŅĴŏĽňŗĵĚĪňŗœĴƞ

ŏľĴŅŃĽĴ

Justice

ŏĮƕħőŀĔŅĽŒľƟĪŋĔėĬĪňŗŏĮƦĬœĮ
œħƟĺƞŅěŃœħƟĶńĭĮĶŃőĵĝĬƢěŅĔ
ĔŅĶĻŉĔļŅŏĕƟŅĩŉĚœħƟ
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ĴňĔŅĶĔĶŃěŅĵėĺŅĴŏĽňŗĵĚŐĸŃ
ĮĶŃőĵĝĬƢŀĵƞŅĚŏĪƞŅŏĪňĵĴĔńĬ 



Recruitment method
ĕńŘĬĨŀĬŒĬĔŅĶŏĝŇĠĝĺĬįŌƟŏĕƟŅŏĔĦĤƢ

ÅĔŅĶŏĸŊŀĔĔĸŋƞĴĮĶŃĝŅĔĶ
ÅFairness of population
ÅPrivacy

ÅĔŅĶŏĕƟŅĩŉĚĔĸŋƞĴĮĶŃĝŅĔĶ
ÅĶŃĭŋ how ŒĬĔŅĶĬŜŅŏĽĬŀőėĶĚĔŅĶ
ÅěħľĴŅĵ, ŒĭĮĶŃĔŅĻ, ŐįƞĬıńĭ, ŏĕƟŅĩŉĚőħĵĨĶĚ
ÅĶŃĭŋ who ŒĬĔŅĶĬŜŅŏĽĬŀőėĶĚĔŅĶ
ÅŐıĪĵƢ, ıĵŅĭŅĸ*ȮĬńĔĺŇěńĵ, įŌƟĮĶŃĽŅĬĚŅĬ, ĽĴŅĝŇĔėĶŀĭėĶńĺ, įŌƟĶƞĺĴĝŋĴĝĬ
ÅĺŇīňĔŅĶŐěƟĚĕƟŀĴŌĸ: balanced information
ÅĔŅĶĔĶŃĨŋƟĬėĺŅĴĽĬŒě: ĶŃĭŋĺŇīňĔŅĶĪňŗěŃŏĝŇĠĝĺĬįŌƟĪňŗĽĬŒěŒľƟĴŅŏĕƟŅĶƞĺĴ
őėĶĚĔŅĶ
ÅĶŃĭŋĺŇīňĔŅĶŒĬĔŅĶĕŀėĺŅĴĵŇĬĵŀĴ
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Recruitment method
ĺŇīňĔŅĶŏĕƟŅĩŉĚŀŅĽŅĽĴńėĶ

ĶŃĭŋĺŇīňĔŅĶŒľƟĝńħ
ÅĽƞĚĨƞŀŏĮƦĬĪŅĚĔŅĶľĶŊŀĭŀĔĨƞŀŕĔńĬȮ
ÅĨĶĺěėńħĔĶŀĚ
ÅĮĶŃĝŅĽńĴıńĬīƢĪŅĚŀŇĬŏĪŀĶƢŏĬŖĨȮĽŊŗŀőĞŏĝňĵĸȮ&ĶŅĵĸŃŏŀňĵħŐĸŃĝƞŀĚĪŅĚ'
ÅĮĶŃĝŅĽńĴıńĬīƢĽŊŗŀŀŊŗĬŕ
ÅĮĶŃĔŅĻĨŅĴěŋħıĭĮŃĪňŗĽŜŅėńĠȮ&ĭĶŇŏĺĦėĸŇĬŇĔ*ȮĶƟŅĬėƟŅ*ȮĽĩŅĬĪňŗıńĔįƞŀĬ etc.'
ÅŏĸŊŀĔěŅĔģŅĬĕƟŀĴŌĸȮŏĺĝĶŃŏĭňĵĬȮ&ŏĸŊŀĔŀĵƞŅĚœĶȮĴňĽŇĪīŇŏĕƟŅĩŉĚľĶŊŀœĴƞ'
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Recruitment method & Privacy
ĔŅĶėƟĬľŅŀŅĽŅĽĴńėĶĔńĭėĺŅĴŏĮƦĬĽƞĺĬĨńĺ

ÅĽŊĭėƟĬŀĵƞŅĚœĴƞĸŃŏĴŇħėĺŅĴŏĮƦĬĽƞĺĬĨńĺ
ÅĽńĴĳŅļĦƢĽƞĺĬĨńĺŏľĴŅŃĔĺƞŅŏĮƦĬĔĸŋƞĴ
ÅŏĔŖĭĕƟŀĴŌĸĪňŗŀƞŀĬœľĺŒľƟĬƟŀĵĪňŗĽŋħȮŏĪƞŅĪňŗěŜŅŏĮƦĬěĶŇĚŕ
ÅĕŀŀĬŋĠŅĨŏĕƟŅĩŉĚĕƟŀĴŌĸŏĽĴŀĩƟŅĪŜŅœħƟ
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Confidentiality maintaining
ĔŅĶīŜŅĶĚœĺƟĞŉŗĚĔŅĶĶńĔļŅėĺŅĴĸńĭ

ÅŏĔŖĭĕƟŀĴŌĸĪňŗŏĮƦĬĔĶŃħŅļŒĬĪňŗĮĸŀħĳńĵŏĕƟŅĩŉĚœħƟŏĜıŅŃįŌƟŏĔňŗĵĺĕƟŀĚőħĵĨĶĚ
ÅĸĭĕƟŀĴŌĸĪňŗŀŅěĶŃĭŋĨńĺĨĬœħƟŀŀĔŒľƟĴŅĔĪňŗĽŋħ
ÅĕƟŀĴŌĸĪňŗŏĔŖĭěŅĔĔŅĶĽŜŅĶĺěįƞŅĬŀŇĬŏĪŀĶƢŏĬŖĨėĺĶŏĔŖĭŐĭĭŏĕƟŅĶľńĽĪňŗĨƟŀĚĴň
ĶľńĽŏĜıŅŃ
ÅĕƟŀĴŌĸĪňŗŏĔŖĭŏĮƦĬœĲĸƢŒĬėŀĴıŇĺŏĨŀĶƢĴňĔŅĶŏĕƟŅĶľńĽĨŅĴĸŜŅħńĭĕńŘĬ
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Recruitment method
ĮĶŃŏħŖĬĪňŗıĭĭƞŀĵ

Cold Contact/Calling
ÅĔŅĶĨŇħĨƞŀĪŅĚőĪĶĻńıĪƢěŅĔįŌƟĪňŗœĴƞėŅħėŇħĺƞŅěŃ
ŏĕƟŅĩŉĚĕƟŀĴŌĸĔŅĶĨŇħĨƞŀ
ÅĔŅĶĨŇħĨƞŀőħĵįŌƟĪňŗœĴƞŏĔňŗĵĺĕƟŀĚŒĬĔŅĶĶńĔļŅ

37

ėĺĶ

ÅĨŇħĨƞŀħƟĺĵĺŇīňĪňŗœĴƞĸŃŏĴŇħėĺŅĴ
ŏĮƦĬĽƞĺĬĨńĺȮőħĵįŌƟĪňŗŏľĴŅŃĽĴȮ
ŏıŊŗŀŒľƟĕƟŀĴŌĸ

ÅŒľƟĨŇħĨƞŀĔĸńĭľŅĔĽĬŒě

X





Recruitment 
Materials



ÅĶŃĭŋĺƞŅŏĮƦĬȮőėĶĚĔŅĶĻŉĔļŅĺŇěńĵ
ÅĶŃĭŋĺńĨĩŋĮĶŃĽĚėƢĶĺĴĕŀĚĔŅĶĻŉĔļŅĺŇěńĵȮ
ÅĽĶŋĮŏĔĦĤƢėŋĦĽĴĭńĨŇĕŀĚŀŅĽŅĽĴńėĶȮĪňŗĝƞĺĵŒľƟŀŅĽŅĽĴńėĶ
ĽŅĴŅĶĩĮĶŃŏĴŇĬĨĬŏŀĚĺƞŅŏĕƟŅĶƞĺĴœħƟľĶŊŀœĴƞ
ÅĶŃĵŃŏĺĸŅŒĬĔŅĶŏĕƟŅĶƞĺĴ
ÅĕƟŀĴŌĸĶŅĵĸŃŏŀňĵħĔŅĶĨŇħĨƞŀȮŒĬĔĶĦňĪňŗĽĬŒěŏĕƟŅĶƞĺĴȮ
ÅĽĩŅĬĪňŗħŜŅŏĬŇĬĔŅĶĻŉĔļŅ

ĕƟŀėĺŅĴŒĬĔŅĶŏĝŊŘŀŏĝŇĠŒĬȮrecruitment materials 



Examples of Recruitment Materials 

ÅěħľĴŅĵĩŉĚŀŅĽŅĽĴńėĶ(letter)/ŏŀĔĽŅĶĝňŘŐěĚŀŅĽŅĽĴńėĶȮ(PIS*)
ÅAdvertisement
ÅŐįƞĬıńĭȮposters ľĬńĚĽŊŀıŇĴıƢȮAds. ĮĶŃĔŅĻĺŇĪĵŋ TV
ÅVideo ŒľƟĕƟŀĴŌĸŏĔňŗĵĺĔńĭőėĶĚĔŅĶĺŇěńĵ
ÅWeb posting ľĶŊŀȮPage
ÅScripts &ŏĝƞĬȮtelephone script, script ĽŜŅľĶńĭĕŀȮverbal consent)
ÅĨƟŀĚŒľƟȮEC ıŇěŅĶĦŅȮŏĬŊŘŀėĺŅĴȮ(text) ĪňŗěŃŒĝƟ
ÅInfographic ėĺĶŏĮƦĬȮversion ĪňŗěŃŒĝƟŏıĶŅŃĶŌĮŐĭĭĴňįĸĨƞŀĔŅĶĽŊŗŀĽŅĶ
ÅĭŀĔħƟĺĵĺƞŅěŃŏįĵŐıĶƞĪňŗŒħȮŏĝƞĬȮpublic billboard ľƟŀĚĽĴŋħȮĶƟŅĬĔŅŐĲȮĽĩŅĬňĺŇĪĵŋȮľĶŊŀȮŏĺŖĭœĞĨƢŒħ

*PIS = Participant Information Sheet



Recruitment materials
ĽŊŗŀĽŜŅľĶńĭĔŅĶŏĝŇĠĝĺĬŀŅĽŅĽĴńėĶ

œĴƞėĺĶ
ÅŏĬƟĬĵŘŜŅėƞŅĨŀĭŐĪĬ
ÅŒľƟĕƟŀĴŌĸĪňŗŀŅěĪŜŅŒľƟŏĕƟŅŒě
įŇħ
ÅĔƞŀŒľƟŏĔŇħ-ŏıŇŗĴȮstigma

42

ėĺĶ
ÅĴňĕƟŀĴŌĸŏıňĵĚıŀĪňŗěŃĮĶŃŏĴŇĬ
ĨĬŏŀĚĺƞŅŏĕƟŅĕƞŅĵľĶŊŀœĴƞȮ
ÅėŋĦĽĴĭńĨŇȮĕńŘĬĨŀĬȮ
ÅŏĺĸŅĪňŗŒĝƟȮ
ÅĽĩŅĬĪňŗħŜŅŏĬŇĬĔŅĶȮ

V U



ľŅĔĪƞŅĬĴňŀŅĔŅĶœĴŏĔĶĬȮ
ŏĝŇĠĲƤĚĕƞŅĺħň!

ŏĶŅĔŜŅĸńĚĨƟŀĚĔŅĶĪħĽŀĭĵŅĝĬŇħŒľĴƞ
ĪƞŅĬěŃœĴƞĨƟŀĚĮĺħľńĺŀňĔĨƞŀœĮ

ĽĬŒěĨŇħĨƞŀ: ıĠ,ĽŋħĽĺĵȮŐĽĬĽĨĶŀĚȮĴŊŀĩŊŀ: 0989899989
***ĴňėƞŅĨŀĭŐĪĬȮ1000 ĭŅĪĽŜŅľĶńĭĪŋĔĪƞŅĬĪňŗŏĕƟŅŏĔĦĤƢ***

ĲĶ
ň

! 
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ĔŅĶĻŉĔļŅŏĶŊŗŀĚĔŅĶŒĝƟĵŅŐĔƟœĴŏĔĶĬ
ĴňŏĔĦĤƢħńĚĬňŘ
ŀŅĵŋȮ18-60 ĮƖ
ĴňŀŅĔŅĶĮĺħœĴŏĔĶĬĴŅĔĔĺƞŅȮ3 ėĶńŘĚĨƞŀĽńĮħŅľƢ

ĽĬŒěĨŇħĨƞŀ: ıĠ,ĽŋħĽĺĵȮŐĽĬĽĨĶŀĚȮĴŊŀĩŊŀ: 0989899989
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45ėŌƞĴŊŀĮĢŇĭńĨŇĚŅĬĔŅĶıŇěŅĶĦŅŀĬŋĴńĨŇĔŅĶőęļĦŅľĶŊŀĮĶŃĔŅĻŏĔňŗĵĺĔńĭĽĩŅĬıĵŅĭŅĸȮ034/



Recruitment Materials

ÅĕƟŀĴŌĸıŀŒľƟȮpotential participant ĮĶŃŏĴŇĬėĺŅĴĬƞŅĽĬŒěȮŐĸŃȮeligibility
ÅėĺĶĝńħŏěĬȮĔĶŃĝńĭȮŒĝƟĳŅļŅĽŜŅľĶńĭėĬĪńŗĺœĮȮĚħĻńıĪƢŏĪėĬŇė
ÅĶŃĭŋĺƞŅŏĮƦĬȮŴĚŅĬĺŇěńĵŵȮœĴƞŒĝƞȮŴĔŅĶĶńĔļŅŵȮŴőĮĶŐĔĶĴŵȮľĶŊŀȮŴőėĶĚĔŅĶŵ
ÅŀīŇĭŅĵĺńĨĩŋĮĶŃĽĚėƢĪńŗĺœĮĕŀĚĚŅĬĺŇěńĵ
ÅĭŀĔȮstatus regulatory ĕŀĚĵŅľĶŊŀŏėĶŊŗŀĚĴŊŀȮ(device) ĪňŗěŃĪŜŅĺŇěńĵȮ&ĩƟŅŏĔňŗĵĺĕƟŀĚ'
ÅŏĔĦĤƢĔŅĶėńħŏĕƟŅĪňŗĽŜŅėńĠĨƞŀĔŅĶĨńħĽŇĬŒěȮ&ŏĝƞĬȮĝƞĺĚŀŅĵŋȮőĶėȮĬŘŜŅľĬńĔ'
ÅĶŃĵŃŏĺĸŅĪňŗŀŅĽŅĽĴńėĶĨƟŀĚĶƞĺĴŀĵŌƞŒĬőėĶĚĔŅĶȮŏĝƞĬȮěŜŅĬĺĬėĶńŘĚĔŅĶĬńħȮĶŃĵŃŏĺĸŅ
ÅĽĩŅĬĪňŗĪŜŅĺŇěńĵŐĸŃȮĪňŗĨŇħĨƞŀľŅĔĽĬŒěŏĕƟŅĶƞĺĴőėĶĚĔŅĶ
ÅŀŅěŒľƟĕƟŀĴŌĸĮĶŃőĵĝĬƢĪňŗŀŅěœħƟŐĸŃŐįĬĔŅĶĝħŏĝĵŀŅĽŅĽĴńėĶȮ&ėŜŅĔĸŅĚŕȮľƟŅĴőŀƟŀĺħ'

https://www.hrpo.pitt.edu/policies-and-procedures/chapter-15-subject-recruitment-and-review-advertisements



ÅŏĬƟĬěŜŅĬĺĬėƞŅĨŀĭŐĪĬĴŅĔŏĔŇĬœĮȮ&ĪńŘĚȮĳŅļŅȮĕĬŅħŐĸŃĽňĕŀĚȮfont)
ÅŀƟŅĚĺƞŅĺŇěńĵěŃĪŜŅŒľƟŀŅĔŅĶħňĕŉŘĬȮľĶŊŀĪŜŅŒľƟŏĕƟŅŒěĺƞŅěŃœħƟĮĶŃőĵĝĬƢŐĬƞ
ÅĽńĠĠŅĺƞŅěŃħŌŐĸľĶŊŀŒľƟĔŅĶĶńĔļŅĲĶňȮ&ŏĕňĵĬĺƞŅœĴƞĴňėƞŅŒĝƟěƞŅĵħƟĺĵȮfont ĮĔĨŇœħƟ'
ÅŒĝƟėŜŅĪňŗĮƤħėĺŅĴĶńĭįŇħĝŀĭľĶŊŀŏŀŅŏĮĶňĵĭȮ(exculpatory language) ŏĝƞĬȮőėĶĚĔŅĶ
ěŃœĴƞĶńĭįŇħĝŀĭľŅĔŏĔŇħĔŅĶĭŅħŏěŖĭĪňŗŏĔňŗĵĺĕƟŀĚĔńĭĚŅĬĺŇěńĵ
ÅőėĶĚĔŅĶĺŇěńĵĵŅľĶŊŀŏėĶŊŗŀĚĴŊŀŐıĪĵƢĪňŗĵńĚœĴƞœħƟĕŉŘĬĪŃŏĭňĵĬȮľƟŅĴ,,,
ÅŀƟŅĚĺƞŅȮĮĸŀħĳńĵľĶŊŀĴňĮĶŃĽŇĪīŇĳŅı
ÅŀƟŅĚĺƞŅȮŏĪňĵĭŏĪƞŅľĶŊŀħňĔĺƞŅĵŅľĶŊŀŏėĶŊŗŀĚĴŊŀŀŊŗĬŕ
ÅėŜŅĪňŗŒĝƟŏĶňĵĔȮinvestigational drug ėĺĶŒĝƟĺƞŅȮĵŅĺŇěńĵȮœĴƞėĺĶŒĝƟėŜŅĺƞŅȮĵŅŒľĴƞ
ÅĽńĠĠŅĺƞŅěŃĸħĶŅėŅŒľƟŀŅĽŅĽĴńėĶȮľŅĔįĸŇĨĳńĦĤƢĺŇěńĵĺŇěńĵœħƟŏĕƟŅĽŌƞĪƟŀĚĨĸŅħ

https://www.hrpo.pitt.edu/policies-and-procedures/chapter-15-subject-recruitment-and-review-advertisements
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ÅFor Recruitment
ÅŐĬŃĬŜŅĨńĺȮ&ĝŊŗŀĬńĔĺŇěńĵȮŐĸŃĽńĚĔńħĪňŗĶńĭįŇħĝŀĭ'
ÅĨĶĺěĽŀĭĺƞŅįŌƟĶńĭĽŅĵŏĮƦĬŀŅĽŅĽĴńėĶĪňŗŏĶŅĨƟŀĚĔŅĶěŃĨŇħĨƞŀ
ÅĕŀŀĬŋĠŅĨŐĬŃĬŜŅŏĔňŗĵĺĔńĭőėĶĚĔŅĶĺŇěńĵȮŒĝƟŏĺĸŅĮĶŃĴŅĦ,,,,ĬŅĪňȮĽŃħĺĔľĶŊŀœĴƞȮĔĶĦňœĴƞ
ĽŃħĺĔȮĵŇĬħňŒľƟĨŇħĨƞŀĔĸńĭľĶŊŀœĴƞŐĸŃĽŃħĺĔŒľƟĨŇħĨƞŀŏĺĸŅŒħȮ&ĩƟŅœĴƞĽŃħĺĔŒľƟĨŇħĨƞŀȮŒľƟ
ĕŀĭėŋĦŐĸŃĸĚĭńĬĪŉĔȮbasic info + ŏľĨŋįĸĕŀĚȮrefuser œĺƟħƟĺĵ'

ÅFor Telephone Survey
ÅŀīŇĭŅĵŒľƟĪĶŅĭĺƞŅȮėŜŅĩŅĴĪňŗěŃĩŅĴěŃŏĮƦĬŏĶŊŗŀĚŏĔňŗĵĺĔńĭŀŃœĶȮŒĝƟŏĺĸŅĮĶŃĴŅĦĔňŗĬŅĪň
ÅėĺĶŒľƟľĴŅĵŏĸĕľĶŊŀĝƞŀĚĪŅĚĨŇħĨƞŀĬńĔĺŇěńĵŐĸŃĝƞŀĚĪŅĚĨŇħĨƞŀȮEC ħƟĺĵȮŏįŊŗŀĴňėŜŅĩŅĴ
ĽĚĽńĵľĶŊŀĴňĕƟŀĕƟŀĚŒěŏĔňŗĵĺĔńĭĽŇĪīŇĕŀĚŀŅĽŅĽĴńėĶ

Telephone script &ŏĕňĵĬėĸƟŅĵĪňŗěŃıŌħěĶŇĚ'



ĔŅĶŒĝƟȮEmail ŏıŊŗŀȮrecruit
ÅœĴƞėĺĶȮcold contact őħĵŒĝƟŀňŏĴĸĨĬŏŀĚ
ÅľŅĔěŃŒĝƟȮemail list ĪňŗœħƟěŅĔľĬƞĺĵĚŅĬŏŀĔĝĬȮĨƟŀĚĕŀŀĬŋĠŅĨŐĸŃĪŜŅĨŅĴ
ĶŃŏĭňĵĭĕŀĚįŌƟħŌŐĸȮlist
ÅĔŅĶĕŀŒĝƟȮofficial email ĕŀĚĽĩŅĭńĬȮŏıŊŗŀĮĶŃĝŅĽńĴıńĬīƢŐĔƞėĦŅěŅĶĵƢȮ
ĬńĔĻŉĔļŅȮŀŅěĔĶŃĪŜŅœħƟĕŉŘĬĔńĭĬőĵĭŅĵŐĨƞĸŃĽĩŅĭńĬȮĨƟŀĚĕŀŀĬŋĠŅĨįŌƟĪňŗĪŜŅ
ľĬƟŅĪňŗħŌŐĸȮemail list ŐĸŃőėĶĚĔŅĶĪňŗěŃĪŜŅėĺĶĽĬŀĚıńĬīĔŇěĕŀĚĽĩŅĭńĬ
ÅŏĬŊŘŀėĺŅĴŒĬŀňŏĴĸȮėĺĶĭŀĔħƟĺĵĺƞŅȮĬńĔĺŇěńĵœħƟȮemail address ĕŀĚįŌƟĶńĭĴŅ
ěŅĔœľĬȮ&ŏıŊŗŀĴŅĶĵŅĪ'
ÅľŅĔĴňŐįĬĽƞĚŀňŏĴĸľĸŅĵėĶńŘĚȮŒľƟŐěƟĚěŜŅĬĺĬėĶńŘĚŐĸŃŏĺĸŅȮŒľƟįŌƟĶńĭœħƟĪĶŅĭȮ
ŐĸŃėĺĶŒľƟȮoption ĩƟŅœĴƞĵŇĬħňĶńĭŀňŏĴĸĨƞŀȮěŃŒľƟŐěƟĚŒėĶŐĸŃŀĵƞŅĚœĶ



ĔƞŀĬěŃŒĝƟȮsocial media ŏıŊŗŀȮrecruit ėĺĶĶŌƟĽŇŗĚŏľĸƞŅĬňŘ
ÅĪĶŅĭĺƞŅȮŀŅěĴňĮƤĠľŅȮprivacy ĪňŗŏĔŇħěŅĔȮless-controlled environment
ÅĴňŐįĬĝńħĺƞŅĔŅĶěŃŒĝƟȮmaterial ĪňŗĴňŀĵŌƞȮŀĵƞŅĚœĶĭƟŅĚȮ&ŏĝƞĬȮĴňȮwebsite œĺƟĶŀĚĶńĭ'
ÅėĺĭėŋĴĕƟŀĴŌĸĪňŗěŃŒĝƟŒľƟŀĵŌƞŒĬȮlocked format &ŏĝƞĬȮpdf) ŐĸƟĺľĶŊŀĵńĚ
ÅĨŇħĨƞŀĔńĭȮsite ŏıŊŗŀĩŅĴŏĔňŗĵĺĔńĭĬőĵĭŅĵėĺŅĴŏĮƦĬĽƞĺĬĨńĺĕŀĚȮsite ľĶŊŀĵńĚ
ÅŏĕƟŅŒěĺƞŅȮinteraction ŀŅěŏıŇŗĴĕŉŘĬŀĵƞŅĚĶĺħŏĶŖĺŐĸŃŏıŇŗĴőŀĔŅĽŏĔŇħėĺŅĴįŇħıĸŅħŒĬĔŅĶĮĔĮƚŀĚȮ
private info ŐĸŃĴňŐįĬĶŀĚĶńĭŏĴŊŗŀŏĔŇħėĺŅĴįŇħıĸŅħŀĵƞŅĚœĶ
ÅėĺŅĴĮĸŀħĳńĵŒĬĔŅĶĽƞĚĨƞŀĕƟŀĴŌĸȮŐįĬĔŅĶŏĕƟŅĶľńĽȮĔŅĶĵƟŅĵĕƟŀĴŌĸĶŃľĺƞŅĚŏėĶŊŀĕƞŅĵ
ÅľƟŅĴȮjoin ĔĸŋƞĴȮ&support groups, disease groups, advocacy group) ŏıŊŗŀȮrecruit

https://www.nih.gov/health-information/nih-clinical-research-trials-you/guidance-regarding-social-media-tools



ėĺŅĴĶńĭįŇħĝŀĭĕŀĚĬńĔĺŇěńĵ
Using social media to recruit

ÅĽƞĚsocial media management plan ŒľƟȮEC ıŇěŅĶĦŅĔƞŀĬ
ÅŒĬȮplan ėĺĶĴňĕƟŀėĺŅĴĪňŗŐĽħĚŒľƟŏľŖĬĺƞŅ
ÅĬńĔĺŇěńĵŏĕƟŅŒěȮterms of use ĕŀĚȮsocial media ŐĸŃĴňĔŅĶĮĢŇĭńĨŇĨŅĴ
ÅĬńĔĺŇěńĵŏĕƟŅŒěȮprivacy ŐĸŃȮdata security ĕŀĚȮsocial media site ŐĸŃĴň
ŐįĬŐěƟĚŏĶŊŗŀĚĬňŘŐĔƞŀŅĽŅĽĴńėĶŀĵƞŅĚœĶ
Åmedia ĪňŗĽŅĴŅĶĩŐĝĶƢœħƟȮĬńĔĺŇěńĵĴňŐįĬĶŃĴńħĶŃĺńĚŏĶŊŗŀĚĔŅĶĽĶĶľŅŀŅĽŅĽĴńėĶŒľƟ
œħƟĨĶĚĨŅĴĺńĨĩŋĮĶŃĽĚėƢŀĵƞŅĚœĶ



Informed consent process
ĔĶŃĭĺĬĔŅĶĕŀėĺŅĴĵŇĬĵŀĴ

ĕƟŀĴŌĸėĶĭĩƟĺĬȮœĴƞĮƕħĭńĚĞƞŀĬŏĶƟĬȮ
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Information
ŐěƟĚĕƟŀĴŌĸ

Comprehension
ėĺŅĴŏĕƟŅŒěŀĵƞŅĚĩƞŀĚŐĪƟ

Voluntariness
ĨńħĽŇĬŒěőħĵŀŇĽĶŃ

įŌƟĶńĭĕƟŀĴŌĸŏĕƟŅŒěŒĬĽŇŗĚĪňŗœħƟĶńĭĔŅĶĭŀĔĔĸƞŅĺȮ

ĔŅĶĨńħĽŇĬŒěŏĮƦĬœĮőħĵŀŇĽĶŃȮĽĴńėĶŒěŀĵƞŅĚ
ŐĪƟěĶŇĚȮœĴƞœħƟŏĔŇħěŅĔĔŅĶĕŌƞĭńĚėńĭȮĔŅĶĝńĔěŌĚ
ŏĔŇĬŏľĨŋŐĸŃŐĶĚĔħħńĬŒħŕȮĪňŗœĴƞĽĴėĺĶ



Comprehension
ėĺŅĴŏĕƟŅŒěŀĵƞŅĚĩƞŀĚŐĪƟ
ÅĝƞĺĚŏĺĸŅŐĸŃĽĳŅĺŃŐĺħĸƟŀĴ
ÅėĺŅĴĽŅĴŅĶĩŒĬĔŅĶĶńĭĶŌƟ
ÅĶŃħńĭĔŅĶĻŉĔļŅ
ÅŀŅĵŋŐĸŃĺŋĥŇĳŅĺŃ
ÅėĺŅĴŏěŖĭĮƙĺĵȮ&ľĶŊŀįĸěŅĔĵŅ'
ÅŀŋĮĽĶĶėħƟŅĬĳŅļŅ
ÅĺŇīňĔŅĶŏĕňĵĬ

54



Voluntariness
ĨńħĽŇĬŒěőħĵŀŇĽĶŃ

ĮƤěěńĵĽŜŅėńĠĪňŗěŃĪŜŅŒľƟĔŅĶĨńħĽŇĬŒěœĴƞŀŇĽĶŃŀĵƞŅĚŐĪƟěĶŇĚȮ

ÅĔŅĶĭňĭĭńĚėńĭȮ(Coercion)
ÅėĺŅĴĔħħńĬĪŅĚĽńĚėĴȮ(Social Pressure)
ÅĳŅĵŒĨƟĭńĚėńĭĭńĠĝŅľĶŊŀĔŅĶėĺĭėŋĴȮ&Hierarchical Structure'

ÅĔŅĶĔĶŃĨŋƟĬĪňŗœĴƞŏľĴŅŃĽĴȮ&Undue Influence' 
ÅėƞŅĨŀĭŐĪĬ-ĔŅĶĝħŏĝĵĪňŗĴŅĔěĬŀŅěĪŜŅŒľƟœĴƞėŜŅĬŉĚĩŉĚėĺŅĴŏĽňŗĵĚĪňŗŏĔŇħěŅĔĔŅĶĺŇěńĵ
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Vulnerability
ĳŅĺŃŏĮĶŅŃĭŅĚ

ÅCognitive or Communicative Vulnerability
ėĺŅĴĽŅĴŅĶĩŒĬĔŅĶĨńħĽŇĬŒě: ŏħŖĔȮįŌƟĴňĽĨŇĶńĭĶŌƟĭĔıĶƞŀĚ

ÅInstitutional Vulnerability
ĔŅĶĨńħĽŇĬŒěħƟĺĵėĺŅĴŏĔĶĚĔĸńĺȮŏĝƞĬ ĪľŅĶȮĨŜŅĶĺěȮĬńĔőĪļ

ÅDeferential Vulnerability
ĔŅĶĨńħĽŇĬŒěħƟĺĵėĺŅĴŏĔĶĚŒěȮŏĝƞĬȮĬńĔŏĶňĵĬȮĬńĔĻŉĔļŅȮĸŌĔĬƟŀĚȮ

ÅMedical Vulnerability
ĔŅĶĨńħĽŇĬŒěŏıĶŅŃĳŅĺŃėĺŅĴŏěŖĭĮƙĺĵ
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Economic vulnerability 
(ŏĮĶŅŃĭŅĚŏıĶŅŃħƟŀĵőŀĔŅĽ'

Medical vulnerability 
(ŏĮĶŅŃĭŅĚŏıĶŅŃŏěŖĭĮƙĺĵ

Deferential Vulnerability 
(ŏĮĶŅŃĭŅĚŏıĶŅŃėĺŅĴŏĔĶĚŒě'

Institutional 
Vulnerability 

&ŏĮĶŅŃĭŅĚŏıĶŅŃĩŌĔėĺĭėŋĴȮħŌŐĸ'

Cognitive or Communicative 
Vulnerability&ŏĮĶŅŃĭŅĚŏıĶŅŃ
œĴƞĽŅĴŅĶĩŏĕƟŅŒěŏĶŊŗŀĚĶŅĺœħƟŏıňĵĚıŀ

ĮĶŃŏĳĪĕŀĚ
Vulnerability

35

(National Bioethics 
Advisory Commission 

[NBAC], 2001)

Social vulnerability 
(ŏĮĶŅŃĭŅĚŏıĶŅŃħƟŀĵėƞŅ'
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Cognitive or Communicative 
Vulnerability&ŏĮĶŅŃĭŅĚŏıĶŅŃ
œĴƞĽŅĴŅĶĩŏĕƟŅŒěŏĶŊŗŀĚĶŅĺœħƟŏıňĵĚıŀ

36

ĮĶŃŏĳĪĕŀĚ
Vulnerability

(National Bioethics 
Advisory Commission 

[NBAC], 2001)

Cognitive vulnerability 
œĴƞĽŅĴŅĶĩŏĕƟŅŒěŏĶŊŗŀĚĶŅĺœħƟŏıňĵĚıŀŐĭƞĚĵƞŀĵŏĮƦĬ
ŹȮCapacity-related cognitive vulnerability 
ĕŅħėĺŅĴĽŅĴŅĶĩŒĬĔŅĶĨńħĽŇĬŒěȮŏĝƞĬȮŏħŖĔŏĸŖĔȮįŌƟĮƙĺĵĽĴŀĚŏĽŊŗŀĴ
ŹȮSituational cognitive vulnerability 
œĴƞĕŅħėĺŅĴĽŅĴŅĶĩŒĬĔŅĶĨńħĽŇĬŒěȮŐĨƞĽĩŅĬĔŅĶĦƢœĴƞŏŀŊŘŀŀŜŅĬĺĵ
ŒľƟĨńħĽŇĬŒěȮŏĝƞĬȮįŌƟĮƙĺĵĜŋĔŏĜŇĬ

Communicative vulnerability 
ĽŊŗŀĽŅĶœĴƞŏĕƟŅŒěȮŏĝƞĬȮŒĝƟĳŅļŅėĬĸŃĳŅļŅ
ĔńĭįŌƟĺŇěńĵȮįŌƟĽŌĚŀŅĵŋĪňŗĴňľŌĨŉĚľĶŊŀĨŅİƚŅĲŅĚ



Cognitive or Communicative 
Vulnerability&ŏĮĶŅŃĭŅĚŏıĶŅŃ
œĴƞĽŅĴŅĶĩŏĕƟŅŒěŏĶŊŗŀĚĶŅĺœħƟŏıňĵĚıŀ
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Cognitive vulnerability 
ŹȮCapacity-related cognitive vulnerability 
ĕŅħėĺŅĴĽŅĴŅĶĩŒĬĔŅĶĨńħĽŇĬŒěȮŏĝƞĬȮŏħŖĔŏĸŖĔȮįŌƟĮƙĺĵĽĴŀĚŏĽŊŗŀĴ
ŹȮSituational cognitive vulnerability 
œĴƞĕŅħėĺŅĴĽŅĴŅĶĩŒĬĔŅĶĨńħĽŇĬŒěȮŐĨƞĽĩŅĬĔŅĶĦƢœĴƞŏŀŊŘŀŀŜŅĬĺĵ
ŒľƟĨńħĽŇĬŒěȮŏĝƞĬȮįŌƟĮƙĺĵĜŋĔŏĜŇĬ

Communicative vulnerability 
ĽŊŗŀĽŅĶœĴƞŏĕƟŅŒěȮŏĝƞĬȮŒĝƟĳŅļŅėĬĸŃĳŅļŅ
ĔńĭįŌƟĺŇěńĵȮįŌƟĽŌĚŀŅĵŋĪňŗĴňľŌĨŉĚľĶŊŀĨŅİƚŅĲŅĚ

ĴŅĨĶĔŅĶĮĔĮƚŀĚ

Communicative vulnerability 
ŒĝƟĸƞŅĴȮľĶŊŀŏŀĔĽŅĶĪňŗŐĮĸőħĵįŌƟŏĝňŗĵĺĝŅĠ
ĳŅļŅĪňŗľĬƞĺĵĚŅĬĶńĭĶŀĚ

Cognitive vulnerability 
ŹȮCapacity-related cognitive vulnerability 
ŒľƟĕƟŀĴŌĸĪňŗŏľĴŅŃĽĴĔńĭĶŃħńĭėĺŅĴĶńĭĶŌƟȮĴňȮLAR
ŹȮSituational cognitive vulnerability 
ĩƟŅŏĮƦĬĽĩŅĬĔŅĶĦƢĝńŗĺėĶŅĺȮŒľƟĶŀĽĩŅĬĔŅĶĦƢįƞŅĬœĮĔƞŀĬȮľĶŊŀȮĕŀ
ėĺŅĴĵŇĬĵŀĴĔƞŀĬĽĩŅĬĔŅĶĦƢěŃŏĔŇħĕŉŘĬȮŏĝƞĬȮĕŀėĺŅĴĵŇĬĵŀĴľĠŇĚĴň
ėĶĶĳƢĔƞŀĬėĸŀħȮŏıŊŗŀĻŉĔļŅĕĦŃėĸŀħ
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Institutional Vulnerability 
&ŏĮĶŅŃĭŅĚŏıĶŅŃĩŌĔėĺĭėŋĴȮħŌŐĸ'

4.

ĮĶŃŏĳĪĕŀĚ
Vulnerability

(National Bioethics 
Advisory Commission 

[NBAC], 2001)
įŌƟĪňŗĽŅĴŅĶĩŒľƟėĺŅĴĵŇĬĵŀĴœħƟ

ŐĨƞ
œĴƞŀŇĽĶŃŏĬŊŗŀĚěŅĔŀĵŌƞĳŅĵŒĨƟĔŅĶĮĔėĶŀĚ
ĕŀĚŏěƟŅľĬƟŅĪňŗĞŉŗĚŀŅěŏľŖĬĨƞŅĚěŅĔėĺŅĴŏľŖĬ
ĕŀĚĨĬȮŏĝƞĬȮĬńĔőĪļȮĪľŅĶŏĔĦĤƢȮ
ĭŋėėĸŒĬĽĩŅĬĽĚŏėĶŅŃľƢ



Institutional Vulnerability 
&ŏĮĶŅŃĭŅĚŏıĶŅŃĩŌĔėĺĭėŋĴȮħŌŐĸ'

4/

įŌƟĪňŗĽŅĴŅĶĩŒľƟėĺŅĴĵŇĬĵŀĴœħƟ
ŐĨƞ

œĴƞŀŇĽĶŃŏĬŊŗŀĚěŅĔŀĵŌƞĳŅĵŒĨƟĔŅĶĮĔėĶŀĚ
ĕŀĚŏěƟŅľĬƟŅĪňŗĞŉŗĚŀŅěŏľŖĬĨƞŅĚěŅĔėĺŅĴŏľŖĬ
ĕŀĚĨĬȮŏĝƞĬȮĬńĔőĪļȮĪľŅĶŏĔĦĤƢȮ
ĭŋėėĸŒĬĽĩŅĬĽĚŏėĶŅŃľƢ

ĴŅĨĶĔŅĶĮĔĮƚŀĚ

ÅĔŅĶĕŀėĺŅĴĵŇĬĵŀĴĨƟŀĚŏĬƟĬĺƞŅŏĮƦĬœĮőħĵĽĴńėĶŒě
ÅĴňĴŅĨĶĔŅĶĮĔĮƚŀĚěŅĔĔŅĶĩŌĔŐĔƟŐėƟĬľŅĔĮĢŇŏĽīȮ
œĴƞĴňįŌƟėŋĴŀĵŌƞŒĬĕĦŃĪňŗĕŀėĺŅĴĵŇĬĵŀĴ
ÅŐěƟĚįŌƟĭĶŇľŅĶĽĩŅĭńĬĺƞŅœĴƞĴňĶŅĚĺńĸľĶŊŀŐĶĚĔħħńĬ
ŀńĬœĴƞŏľĴŅŃĽĴȮœĴƞĭŀĔĭŋėėĸŒĬĽĩŅĭńĬĪĶŅĭĺƞŅ
įŌƟŒħŏĕƟŅŏĮƦĬŀŅĽŅĽĴńėĶȮŏĝƞĬȮĩƟŅŒĝƟŏĺĸŅĽńŘĬȮŕȮĔŖŒľƟ
ĭŋėėĸĪňŗĮĢŇŏĽīŀĵŌƞŒĬĭĶŇŏĺĦ
ÅĔŅĶėńħŏĸŊŀĔįŌƟŏĕƟŅĶƞĺĴőėĶĚĔŅĶĺŇěńĵĨƟŀĚĵŋĨŇīĶĶĴ
ŐĸŃĮĸŀħěŅĔŀŇĪīŇıĸĕŀĚįŌƟėŋĴ
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Deferential Vulnerability 
(ŏĮĶŅŃĭŅĚŏıĶŅŃėĺŅĴŏĔĶĚŒě'
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ĮĶŃŏĳĪĕŀĚ
Vulnerability

(National Bioethics 
Advisory Commission 

[NBAC], 2001)

ėĸƟŅĵȮinstitutional vulnerability ŐĨƞ
ĶŃħńĭœĴƞŏľŖĬĝńħŏěĬŏĮƦĬĶŌĮīĶĶĴȮŐĨƞŏĮƦĬ
ėĺŅĴĽńĴıńĬīƢŏĝŇĚıŉŗĚıŇĚĪňŗĪŜŅŒľƟĨƟŀĚŏĔĶĚŒě
ŐĸŃĵŀĴĨŅĴ

ĨńĺŀĵƞŅĚŏĝƞĬȮ
ÁŐıĪĵƢĕŀėĺŅĴĵŇĬĵŀĴěŅĔįŌƟĮƙĺĵĪňŗĨĬŏŀĚħŌŐĸŀĵŌƞȮ
ÁįŌƟĮĔėĶŀĚĪňŗŒľƟėĺŅĴĵŇĬĵŀĴŐĪĬĭŋĨĶȮ
ÁĬńĔĻŉĔļŅĪňŗŀŅěŅĶĵƢĕŀėĺŅĴĶƞĺĴĴŊŀȮ

ĪŜŅŒľƟŏĔŇħĔŅĶŏŀŅŏĮĶňĵĭėĬĔĸŋƞĴĬňŘœħƟ



Deferential Vulnerability 
(ŏĮĶŅŃĭŅĚŏıĶŅŃėĺŅĴŏĔĶĚŒě'
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ėĸƟŅĵȮinstitutional vulnerability ŐĨƞ
ĶŃħńĭœĴƞŏľŖĬĝńħŏěĬŏĮƦĬĶŌĮīĶĶĴȮŐĨƞŏĮƦĬ
ėĺŅĴĽńĴıńĬīƢŏĝŇĚıŉŗĚıŇĚĪňŗĪŜŅŒľƟĨƟŀĚŏĔĶĚŒě
ŐĸŃĵŀĴĨŅĴ

ĨńĺŀĵƞŅĚŏĝƞĬȮ
ÁŐıĪĵƢĕŀėĺŅĴĵŇĬĵŀĴěŅĔįŌƟĮƙĺĵĪňŗĨĬŏŀĚħŌŐĸŀĵŌƞȮ
ÁįŌƟĮĔėĶŀĚĪňŗŒľƟėĺŅĴĵŇĬĵŀĴŐĪĬĭŋĨĶȮ
ÁĬńĔĻŉĔļŅĪňŗŀŅěŅĶĵƢĕŀėĺŅĴĶƞĺĴĴŊŀȮ

ĪŜŅŒľƟŏĔŇħĔŅĶŏŀŅŏĮĶňĵĭėĬĔĸŋƞĴĬňŘœħƟ

ĴŅĨĶĔŅĶĮĔĮƚŀĚ

ÅŒľƟĪňĴĺŇěńĵĪňŗœĺĨƞŀėĺŅĴĶŌƟĽŉĔŏĔĶĚŒě
ŏĮƦĬįŌƟĕŀėĺŅĴĵŇĬĵŀĴ
ÅĔŅĶĕŀėĺŅĴĵŇĬĵŀĴœĴƞėĺĶĴňĭŋėėĸĪňŗ
ŀŅĽŅĽĴńėĶŏĔĶĚŒěŀĵŌƞ
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(ŏĮĶŅŃĭŅĚŏıĶŅŃŏěŖĭĮƙĺĵ
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ĮĶŃŏĳĪĕŀĚ
Vulnerability

(National Bioethics 
Advisory Commission 

[NBAC], 2001)

įŌƟĴňĳŅĺŃŏěŖĭĮƙĺĵĞŉŗĚĺŇīňĶńĔļŅĴŅĨĶģŅĬ
œĴƞĽŅĴŅĶĩĶńĔļŅŒľƟľŅĵœħƟȮŏĝƞĬȮ
Å įŌƟĮƙĺĵĴŃŏĶŖĚȮľĶŊŀ
Å įŌƟĮƙĺĵĶŃĵŃĮĶŃėńĭĮĶŃėŀĚȮľĶŊŀ
Å įŌƟĮƙĺĵĪňŗĶńĔļŅœĴƞľŅĵ



Medical vulnerability 
(ŏĮĶŅŃĭŅĚŏıĶŅŃŏěŖĭĮƙĺĵ

43

įŌƟĴňĳŅĺŃŏěŖĭĮƙĺĵĞŉŗĚĺŇīňĶńĔļŅĴŅĨĶģŅĬ
œĴƞĽŅĴŅĶĩĶńĔļŅŒľƟľŅĵœħƟȮŏĝƞĬȮ
Å įŌƟĮƙĺĵĴŃŏĶŖĚȮľĶŊŀ
Å įŌƟĮƙĺĵĶŃĵŃĮĶŃėńĭĮĶŃėŀĚȮľĶŊŀ
Å įŌƟĮƙĺĵĪňŗĶńĔļŅœĴƞľŅĵ

ĴŅĨĶĔŅĶĮĔĮƚŀĚ

ÅŒľƟĕƟŀĴŌĸĪňŗĩŌĔĨƟŀĚȮŐĸŃĴńŗĬŒěŒľƟœħƟĺƞŅŀŅĽŅĽĴńėĶŏĕƟŅŒě
ěĶŇĚĺƞŅŏĮƦĬĔŅĶĺŇěńĵȮ
ÅĶŃĴńħĶŃĺńĚŏĶŊŗŀĚįĸĮĶŃőĵĝĬƢĪńĭĞƟŀĬ
ÅŒľƟĭŋėėĸĪňŗœĴƞĴňĽƞĺĬœħƟŏĽňĵŏĮƦĬįŌƟŏĝŇĠŐĸŃĕŀėĺŅĴ
ĵŇĬĵŀĴȮ
ÅœĴƞėĺĶĭŀĔŀŅĽŅĽĴńėĶĺƞŅĳŅĺŃŏěŖĭĮƙĺĵĬňŘœĴƞĴňĺŇīňĶńĔļŅ
ĨŅĴĴŅĨĶģŅĬŐĸƟĺ
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ĮĶŃŏĳĪĕŀĚ
Vulnerability

(National Bioethics 
Advisory Commission 

[NBAC], 2001)
įŌƟĪňŗĽŅĴŅĶĩŒľƟėĺŅĴĵŇĬĵŀĴœħƟȮŐĨƞŏĮƦĬįŌƟħƟŀĵőŀĔŅĽŒĬ
ĔŅĶĶńĭĔŅĶĝƞĺĵŏľĸŊŀħƟŅĬĶŅĵœħƟȮĪňŗŀĵŌƞŀŅĻńĵȮĭĶŇĔŅĶ
ĽŋĕĳŅıȮěŉĚĩŌĔěŌĚŒěŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵœħƟĚƞŅĵěŅĔ
įĸĮĶŃőĵĝĬƢĪňŗįŌƟĺŇěńĵŒľƟȮŏĝƞĬȮėƞŅĨŀĭŐĪĬ
ĨńĺŀĵƞŅĚŏĝƞĬȮėĬĝŅĵĕŀĭŀŅěěŃĴňėĺŅĴħƟŀĵőŀĔŅĽȮ1ĔĶĦňħƟĺĵĔńĬȮĔĸƞŅĺėŊŀȮ

1.ėĺŅĴħƟŀĵőŀĔŅĽĪŅĚŏĻĶļģĔŇěŐĸŃĽńĚėĴ
2.ėĺŅĴħƟŀĵőŀĔŅĽĪŅĚĔŅĶĻŉĔļŅȮŐĸŃȮ
3.ėĺŅĴħƟŀĵőŀĔŅĽĪŅĚĔġľĴŅĵȮ
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įŌƟĪňŗĽŅĴŅĶĩŒľƟėĺŅĴĵŇĬĵŀĴœħƟȮŐĨƞŏĮƦĬįŌƟħƟŀĵőŀĔŅĽŒĬ
ĔŅĶĶńĭĔŅĶĝƞĺĵŏľĸŊŀħƟŅĬĶŅĵœħƟȮĪňŗŀĵŌƞŀŅĻńĵȮĭĶŇĔŅĶ
ĽŋĕĳŅıȮěŉĚĩŌĔěŌĚŒěŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵœħƟĚƞŅĵěŅĔ
įĸĮĶŃőĵĝĬƢĪňŗįŌƟĺŇěńĵŒľƟȮŏĝƞĬȮėƞŅĨŀĭŐĪĬ

ĴŅĨĶĔŅĶĮĔĮƚŀĚ

œĴƞŏĽĬŀĮĶŃőĵĝĬƢŒĬĔŅĶŒľƟėƞŅĨŀĭŐĪĬ
ľĶŊŀĔŅĶŒľƟĭĶŇĔŅĶħƟŅĬĨƞŅĚȮŕȮŏĔŇĬ
ŏľĴŅŃĽĴ
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Social vulnerability 
(ŏĮĶŅŃĭŅĚŏıĶŅŃħƟŀĵėƞŅ'

ĮĶŃŏĳĪĕŀĚ
Vulnerability

(National Bioethics 
Advisory Commission 

[NBAC], 2001)

įŌƟĪňŗĽŅĴŅĶĩŒľƟėĺŅĴĵŇĬĵŀĴœħƟȮŐĨƞĩŌĔĴŀĚŏĮƦĬįŌƟ
ħƟŀĵėƞŅŒĬĽńĚėĴȮĬŜŅœĮĽŌƞĔŅĶŐĭƞĚŐĵĔŐĸŃĔňħĔńĬ
ŒĬĪňŗĽŋħȮŏĝƞĬȮėĬŏĶƞĶƞŀĬȮėĬœĶƟĭƟŅĬȮ
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Social vulnerability 
(ŏĮĶŅŃĭŅĚŏıĶŅŃħƟŀĵėƞŅ'

įŌƟĪňŗĽŅĴŅĶĩŒľƟėĺŅĴĵŇĬĵŀĴœħƟȮŐĨƞĩŌĔĴŀĚŏĮƦĬįŌƟ
ħƟŀĵėƞŅŒĬĽńĚėĴȮĬŜŅœĮĽŌƞĔŅĶŐĭƞĚŐĵĔŐĸŃĔňħĔńĬ
ŒĬĪňŗĽŋħȮŏĝƞĬȮėĬŏĶƞĶƞŀĬȮėĬœĶƟĭƟŅĬȮ

ĴŅĨĶĔŅĶĮĔĮƚŀĚ

ÅœĴƞŏĽĬŀĮĶŃőĵĝĬƢŒĬĔŅĶŒľƟėƞŅĨŀĭŐĪĬľĶŊŀ
ĔŅĶŒľƟĭĶŇĔŅĶħƟŅĬĨƞŅĚȮŕȮŏĔŇĬŏľĴŅŃĽĴ
ÅĴňĔŅĶĮĔĮƚŀĚŏıŇŗĴŏĨŇĴȮŏĝƞĬȮĴňįŌƟĪňŗĴňĮĶŃĽĭĔŅĶĦƢ
ħŌŐĸĝƞĺĵŏľĸŊŀėĬĔĸŋƞĴĬňŘĴňĽƞĺĬŒĬĔŅĶŒľƟėĺŅĴ
ėŇħŏľŖĬľĶŊŀŏĮƦĬĪňŗĮĶŉĔļŅ



Presentation template by

Presentation template by
Presentation template by

Presentation template by

Outline
01 ėĺŅĴľĴŅĵĕŀĚȮInformed consent

02 ĽƞĺĬĮĶŃĔŀĭŐĸŃĕńŘĬĨŀĬ

03 ĔŅĶŏĕƟŅĩŉĚŀŅĽŅĽĴńėĶȮ(Recruitment Process)

04 ŏŀĔĽŅĶĝňŘŐěĚŀŅĽŅĽĴńėĶȮ
&Participant Information Sheet: PIS)

http://www.pptmon.com/
http://www.pptmon.com/
http://www.pptmon.com/
http://www.pptmon.com/


Informed Consent Form
ŐĭĭĲŀĶƢĴĔŅĶŒľƟėĺŅĴĵŇĬĵŀĴőħĵœħƟĶńĭĕƟŀĴŌĸ

Participant Information Sheet: ŏŀĔĽŅĶĝňŘŐěĚŀŅĽŅĽĴńėĶ

ėĺĶĨƟŀĚĴňľńĺĕƟŀĪňŗĶŃĭŋŒĬȮCIOMS Guidelines+ŒĝƟȮtemplate ĕŀĚĽĩŅĭńĬ
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Consent Form: ŏŀĔĽŅĶŐĽħĚėĺŅĴĵŇĬĵŀĴ



ĨƟĬŐĭĭŏŀĔĽŅĶĕƟŀĴŌĸŐĸŃĕŀėĺŅĴĵŇĬĵŀĴĽŜŅľĶńĭĔŅĶĺŇěńĵĕŀĚĴěĶ.

ÅŏĺŖĭœĞĨƢĽĩŅĭńĬĺŇěńĵıŋĪīĻŅĽĨĶƢ: 
https://newbri.mcu.ac.th/

ÅŐľĸƞĚħŅĺĬƢőľĸħŏŀĔĽŅĶĽŜŅľĶńĭĬńĔĺŇěńĵ: 
https://bri.mcu.ac.th/rse/

72

https://newbri.mcu.ac.th/
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ĨƟĬŐĭĭŏŀĔĽŅĶĕƟŀĴŌĸŐĸŃĕŀėĺŅĴĵŇĬĵŀĴĽŜŅľĶńĭĔŅĶĺŇěńĵĪŅĚėĸŇĬŇĔŒĬĮĶŃŏĪĻœĪĵ

http://www.fercit.org/index.php
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ĨƟĬŐĭĭŏŀĔĽŅĶĕƟŀĴŌĸŐĸŃĕŀėĺŅĴĵŇĬĵŀĴĽŜŅľĶńĭĔŅĶĺŇěńĵĪŅĚėĸŇĬŇĔŒĬĮĶŃŏĪĻœĪĵ

http://www.fercit.org/Template/1_FERCIT%20ICF%20template_clinical%20trials_ver1.0.pdf

Information
ŐěƟĚĕƟŀĴŌĸ

Comprehension
ėĺŅĴŏĕƟŅŒěŀĵƞŅĚĩƞŀĚŐĪƟ

Voluntariness
ĨńħĽŇĬŒěőħĵŀŇĽĶŃ


