


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

2

ĮĔĮƚŀĚĽŇĪīŇȮėĺŅĴĮĸŀħĳńĵŐĸŃĽĺńĽħŇĳŅıĕŀĚįŌƟŏĕƟŅĶƞĺĴĔŅĶĺŇěńĵ

Belmont report:
Respect for person, Beneficence, Justice

Declaration of Helsinki (2024) - ŐıĪĵƢĪňŗĪŜŅĺŇěńĵĪŅĚĔŅĶŐıĪĵƢ
CIOMS Guidelines (2016) ů ĬńĔĺŇěńĵĪŅĚĽŋĕĳŅıȮıķĨŇĔĶĶĴĻŅĽĨĶƢŐĸŃĽńĚėĴĻŅĽĨĶƢ
ICH GCP (E6 R3) - ĽŜŅľĶńĭĔŅĶĪħĸŀĚĪŅĚŏĳĽńĝĳńĦĤƢŐĸŃŏėĶŊŗŀĚĴŊŀŐıĪĵƢȮ
Common Rule (2018)ůĽŜŅľĶńĭĬńĔĺŇěńĵŒĬĽĩŅĭńĬĪňŗĶńĭĪŋĬĕŀĚȮNIH



Outline

ėĺŅĴĽŜŅėńĠĕŀĚĔġŏĔĦĤƢěĶŇĵīĶĶĴĔŅĶĺŇěńĵŒĬĴĬŋļĵƢ

ĭĪĭŅĪľĬƟŅĪňŗȮIRB

ĭĪĭŅĪľĬƟŅĪňŗ Investigator



GCP
An international ethical and scientific quality standard for conducting 

biomedical and behavioral research involving human participants
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well-being of 
subjects

Autonomy
Beneficence

Justice

Complete,
Accurate
Unbiased

data

ICH-GCP 
E6(R3)
ISO 

standards
Regulations

Pre-clinical Post-clinical
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Guidelines



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

2Willowbrook 1950s
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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Declaration Of Helsinki (2024)

23ȮCFR 46(2016)
CIOMS Guideline (2016)WHO GCP (2005)

(ICH-GCP) 
E6(R3) (2025)

Belmont report (1979)

WHO Guidance for
best practices

for clinical trials  
(2024)

Ethical Guidelines

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


FERCIT
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Ethical Regulations & Guidelines in Human Research
ĜĭńĭŐĮĸĳŅļŅœĪĵ
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http://www.ihrp.or.th/publication/books







Outline

ėĺŅĴĽŜŅėńĠĕŀĚĔġŏĔĦĤƢěĶŇĵīĶĶĴĔŅĶĺŇěńĵŒĬĴĬŋļĵƢ

ĭĪĭŅĪľĬƟŅĪňŗȮIRB
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Independent Ethics Committee : IEC

Synonyms

ėĦŃĔĶĶĴĔŅĶěĶŇĵīĶĶĴĺŇěńĵ
Research Ethics committee

Canada: Research Ethics Board: REB

EU: Independent Ethics 
Committee: IEC

Australia: Human Research Ethics 
Committee: HREC

US: Institutional Review Board: IRB
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Declaration of Helsinki (2024)

The research protocol must be submitted 
for consideration, comment, guidance and 
approval to the concerned research ethics 

committee before the study begins.

https://www.wma.net/policies-post/wma-declaration-of-helsinki/



17

CIOMS guidelines (2016)

,,,must be formally established and given 
adequate mandate and support to ensure 
timely and competent review according to 

clear and transparent procedures. ź.
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ICH GCP E6(R3)(2025)



ĭĪĭŅĪĕŀĚėĦŃĔĶĶĴĔŅĶħƟŅĬěĶŇĵīĶĶĴĺŇěńĵ

Independent Ethics Committee (IEC) 
źźwhose responsibility it is to ensure the 
protection of the rights, safety and well-
being of human participants involved in a 
trial and to provide public assurance of 
that protection,źȮ

(ICH GCP Glossary)







ėĦŃĔĶĶĴĔŅĶĨƟŀĚıŇěŅĶĦŅŀĵŌƞĭĬıŊŘĬģŅĬĕŀĚ
ľĸńĔěĶŇĵīĶĶĴĺŇěńĵıŊŘĬģŅĬĽŅĔĸ

Declaration Of Helsinki (2024)

Nuremberg Code

Belmont report 

CIOMS Guidelines (2016)

WHO GCP (2005)

ICH-GCP E6(R3) (2025)

the 
75th WMA 
General 
Assembly, 
Helsinki, 
Finland, 
October 
2024

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


23ėĦŃĔĶĶĴĔŅĶĨƟŀĚħŜŅŏĬŇĬĚŅĬĨŅĴȮSOP 

ĨƟĬŐĭĭŏıŊŗŀěńħĪŜŅĴŅĨĶģŅĬĔŅĶĮĢŇĭńĨŇĚŅĬĕŀĚėĦŃĔĶĶĴĔŅĶěĶŇĵīĶĶĴĔŅĶĺŇěńĵŏĔňŗĵĺĔńĭĴĬŋļĵƢȮĔĶŃĪĶĺĚĽŅīŅĶĦĽŋĕȮĜĭńĭĪňŗȮŢȮ8Ȯı,Ļ,ȮšŤťŢȮ
https://kb.hsri.or.th/dspace/bitstream/handle/11228/5272/hs2606.pdf?sequence=1&isAllowed=y

ŏıŊŗŀŒľƟėĶŀĭėĸŋĴĔŅĶħŜŅŏĬŇĬĚŅĬĕŀĚėĦŃĔĶĶĴĔŅĶěĶŇĵīĶĶĴĔŅĶĺŇěńĵ

1.őėĶĚĽĶƟŅĚŐĸŃŀĚėƢĮĶŃĔŀĭėĦŃĔĶĶĴĔŅĶěĶŇĵīĶĶĴĔŅĶĺŇěńĵŏĔňŗĵĺĔńĭĴĬŋļĵƢ

2.ĔŅĶĮĢŇĭńĨŇĽŀħėĸƟŀĚĔńĭŐĬĺĪŅĚĽŅĔĸȮĬőĵĭŅĵȮĶŃŏĭňĵĭȮĕƟŀĭńĚėńĭĕŀĚĽĩŅĭńĬȮŐĸŃ
ĔġľĴŅĵĕŀĚĮĶŃŏĪĻ

3.ĔĶŃĭĺĬĔŅĶıŇěŅĶĦŅĪĭĪĺĬőėĶĚĔŅĶĺŇěńĵħƟŅĬěĶŇĵīĶĶĴĔŅĶĺŇěńĵ

4.ĔĶŃĭĺĬĔŅĶľĸńĚŒľƟĔŅĶĶńĭĶŀĚőėĶĚĔŅĶĺŇěńĵ

5.ĔŅĶěńħĔŅĶħƟŅĬŏŀĔĽŅĶĪńŘĚĔƞŀĬȮĶŃľĺƞŅĚŐĸŃĳŅĵľĸńĚĔŅĶĺŇěńĵŏĽĶŖěĽŇŘĬȮ



ŏıŊŗŀŒľƟėĦŃĔĶĶĴĔŅĶœħƟĪŜŅľĬƟŅĪňŗŀĵƞŅĚĽĴĭŌĶĦƢȮěŉĚĨƟŀĚĴňľĸńĔȮ4 ĮĶŃĔŅĶ

24ėŋĦĽĴĭńĨŇĕŀĚėĦŃĔĶĶĴĔŅĶħƟŅĬěĶŇĵīĶĶĴĺŇěńĵ

01 ėĺŅĴŏĮƦĬŀŇĽĶŃȮ(independence)

02 ėĺŅĴĽŅĴŅĶĩȮ(competence)

03 ėĺŅĴľĸŅĔľĸŅĵȮ(pluralism)

04 ėĺŅĴőĮĶƞĚŒĽȮ(transparency)



ÁĮĶŅĻěŅĔŀŇĪīŇıĸĕŀĚ
ÁĽĩŅĭńĬȮ(ŏĝƞĬȮKPI=ĚĭĮĶŃĴŅĦěŅĔŐľĸƞĚĪŋĬ'
ÁĪŅĚĔŅĶŏĴŊŀĚȮ&ŏĝƞĬȮįŌƟĭĶŇľŅĶŏĮƦĬŏěƟŅĕŀĚőėĶĚĔŅĶȮĬőĵĭŅĵĔŅĶ
ĽĬńĭĽĬŋĬĔŅĶĺŇěńĵěŅĔĳŅėĶńģ'
ÁįŌƟĽĬńĭĽĬŋĬĔŅĶĺŇěńĵȮ&ŏĝƞĬȮĔŅĶŒľƟįĸĮĶŃőĵĝĬƢ'

ÁŐĽħĚőħĵ
ÁĨńħĽŇĬŒěőħĵŀŇĽĶŃ
ÁĴňĔĶĶĴĔŅĶĪňŗœĴƞĽńĚĔńħĽĩŅĭńĬľĶŊŀĴňĪňŗĮĶŉĔļŅŀŇĽĶŃ

25ėŋĦĽĴĭńĨŇĕŀĚėĦŃĔĶĶĴĔŅĶħƟŅĬěĶŇĵīĶĶĴĺŇěńĵ

01 ėĺŅĴŏĮƦĬŀŇĽĶŃȮ(independence)



ėŋĦĽĴĭńĨŇĕŀĚėĦŃĔĶĶĴĔŅĶħƟŅĬěĶŇĵīĶĶĴĺŇěńĵ

ÁŐĽħĚőħĵėŋĦĺŋĥŇŐĸŃĮĶŃĽĭĔŅĶĦƢ
ÁĽŅĕŅĪňŗŏĝňŗĵĺĝŅĠȮŐĸŃĮĶŃĽĭĔŅĶĦƢĔŅĶĪŜŅĚŅĬ
ÁĨŜŅŐľĬƞĚĺŇĝŅĔŅĶ
ÁĔŅĶŏĕƟŅĶńĭĔŅĶŀĭĶĴħƟŅĬěĶŇĵīĶĶĴĔŅĶĺŇěńĵĽĴŗŜŅŏĽĴŀ

ėĦŃĔĶĶĴĔŅĶőħĵĶĺĴȮĽŅĴŅĶĩıŇěŅĶĦŅĨńħĽŇĬőėĶĚĔŅĶĺŇěńĵŒĬŐĚƞěĶŇĵīĶĶĴœħƟŀĵƞŅĚėĶĭĩƟĺĬȮȮŒĬĪŋĔĴŇĨŇ

26

ĝŋĴĝĬȮĽńĚėĴ
ĻŅĽĬŅȮėĺŅĴŏĝŊŗŀ
ĕĬĭīĶĶĴŏĬňĵĴĮĶŃŏıĦň

ŀŅĽŅĽĴńėĶ

ĶŃŏĭňĵĭ
ĕƟŀĭńĚėńĭ
ĔġľĴŅĵ

ĽĩŅĭńĬ
ĽŅĕŅėĺŅĴŏĝňŗĵĺĝŅĠ
ėĺŅĴıĶƟŀĴŒĬĚŅĬĺŇěńĵ
ėĺŅĴĵŀĴĶńĭ

ĬńĔĺŇěńĵ

02 ėĺŅĴĽŅĴŅĶĩȮ(competence)



ÂĴňėĺŅĴőĮĶƞĚŒĽȮ(transparency)
ü ĮĶŃĔŅĻŏĔňŗĵĺĔńĭȮĔġȮĶŃŏĭňĵĭȮĕƟŀĭńĚėńĭȮŒľƟȮĽŅīŅĶĦĝĬȮĶńĭĪĶŅĭȮȮ&ŏĝƞĬȮŒĬȮwebsite)
ü ĽŊŗŀĽŅĶĔńĭĬńĔĺŇěńĵŀĵƞŅĚĨĶĚœĮĨĶĚĴŅȮŏĮƦĬĸŅĵĸńĔļĦƢŀńĔļĶ

ėŋĦĽĴĭńĨŇĕŀĚėĦŃĔĶĶĴĔŅĶħƟŅĬěĶŇĵīĶĶĴ27

03 ėĺŅĴľĸŅĔľĸŅĵȮ(pluralism)

04 ėĺŅĴőĮĶƞĚŒĽȮ(transparency)

ÂĴňėĺŅĴľĸŅĔľĸŅĵȮ(pluralism)
ü ŏıĻȮŏĝŊŘŀĝŅĨŇȮŀŅĵŋȮĺńĥĬīĶĶĴȮĮƤĠľŅĝŋĴĝĬ
ü ĩƟŅıŇěŅĶĦŅŏĔňŗĵĺĔńĭȮvulnerable groups ėĺĶĴňįŌƟĶŌƟŒĬŏĶŊŗŀĚĔĸŋƞĴėĬŏľĸƞŅĬňŘ



VěŜŅĬĺĬŀĵƞŅĚĬƟŀĵȮ3ȮėĬȮ&ICH GCP 1.3.1)
VĔĶĶĴĔŅĶŀĵƞŅĚĬƟŀĵȮ/ȮėĬȮĴňėĺŅĴĩĬńħŒĬĽŅĕŅĺŇĝŅĪňŗœĴƞŒĝƞ
ĺŇĪĵŅĻŅĽĨĶƢȮ&ICH GCP 1.3.1, WHO)
VĔĶĶĴĔŅĶŀĵƞŅĚĬƟŀĵȮ/ȮėĬȮœĴƞœħƟĪŜŅĚŅĬŒĬĽĩŅĭńĬľĶŊŀ
ĽĩŅĬĪňŗĺŇěńĵȮȮȮȮȮ&ICH GCP 1.3.1, WHO)
VĴňėĺŅĴľĸŅĔľĸŅĵĕŀĚĽŅĕŅŀŅĝňıȮ&WHO)
VœĴƞėĺĶĴňŏıĻŏħňĵĺȮ&WHO)

ŀĚėƢĮĶŃĔŀĭėĦŃĔĶĶĴĔŅĶħƟŅĬěĶŇĵīĶĶĴ

Nonscientific or Layperson ŏıŊŗŀŏĮƦĬĨńĺŐĪĬĕŀĚŀŅĽŅĽĴńėĶȮĪňŗěŃŏĕƟŅŒěĩŉĚĭĶŇĭĪĕŀĚ
ŀŅĽŅĽĴńėĶŐĸŃĝŋĴĝĬĬńŘĬŕ 

Nonaffiliated committee ŏıŊŗŀŏĮƦĬĔŅĶŐĽħĚĩŉĚėĺŅĴőĮĶƞĚŒĽȮŐĸŃėĺŅĴŏĮƦĬŀŇĽĶŃŒĬĔŅĶıŇěŅĶĦŅ
ĶńĭĶŀĚőėĶĚĔŅĶĺŇěńĵĬńŘĬ

VěŜŅĬĺĬŀĵƞŅĚĬƟŀĵȮ9ėĬȮ
VĔĶĶĴĔŅĶŀĵƞŅĚĬƟŀĵȮ/ȮėĬȮĴňėĺŅĴĩĬńħŒĬĽŅĕŅĽńĚėĴĻŅĽĨĶƢȮľĶŊŀ
ĴĬŋļĵĻŅĽĨĶƢ
VĔĶĶĴĔŅĶŀĵƞŅĚĬƟŀĵȮ/ȮėĬȮĴňėĺŅĴĩĬńħŒĬĽŅĕŅĪňŗĬŀĔŏľĬŊŀěŅĔ
ĽńĚėĴĻŅĽĨĶƢȮľĶŊŀĴĬŋļĵĻŅĽĨĶƢ
VĔĶĶĴĔŅĶŀĵƞŅĚĬƟŀĵȮ/ȮėĬȮœĴƞœħƟĪŜŅĚŅĬŒĬĽĩŅĭńĬľĶŊŀŀĚėƢĔĶĪňŗ
ŐĨƞĚĨńŘĚėĦŃĔĶĶĴĔŅĶ
VĔĶĶĴĔŅĶŀĵƞŅĚĬƟŀĵȮ/ȮėĬȮŏĮƦĬĭŋėėĸīĶĶĴħŅȮĪňŗĩŊŀŏĮƦĬĨńĺŐĪĬ
ĕŀĚįŌƟŏĕƟŅĶƞĺĴĺŇěńĵ

ĽŅĵĺŇĪĵŅĻŅĽĨĶƢĽŋĕĳŅıĽŅĵĽńĚėĴĻŅĽĨĶƢ



ĔŅĶĵŊŗĬŏĽĬŀőėĶĚĶƞŅĚĔŅĶĺŇěńĵ
ĨƞŀėĦŃĔĶĶĴĔŅĶħƟŅĬěĶŇĵīĶĶĴĺŇěńĵ

Path to
IRB

Approval



ÅĔĶŀĭŏĺĸŅȮ&ĔŜŅľĬħőħĵėĦŃĔĶĶĴĔŅĶł'Ȯ

ÅĺŇīňĔŅĶĶńĭȮȮȮ&ĔŜŅľĬħőħĵėĦŃĔĶĶĴĔŅĶł'Ȯ

ÅŏŀĔĽŅĶĪňŗĵŊŗĬŏĽĬŀ
ÅőėĶĚĶƞŅĚĔŅĶĺŇěńĵĜĭńĭĽĴĭŌĶĦƢ
ÅőėĶĚĶƞŅĚĔŅĶĺŇěńĵĜĭńĭĵƞŀȮ&ĩƟŅĴň'
ÅĮĶŃĺńĨŇįŌƟĺŇěńĵŐĸŃįŌƟĶƞĺĴĺŇěńĵ
ÅŏŀĔĽŅĶĕŀėĺŅĴĵŇĬĵŀĴěŅĔŀŅĽŅĽĴńėĶȮŐĸŃŒĭĵŇĬĵŀĴ
ÅŏŀĔĽŅĶŀŊŗĬŕȮŏĝƞĬȮĕƟŀĴŌĸįĸŇĨĳńĦĤƢ, ŒĭĮĶŃĝŅĽńĴıńĬīƢȮŐĭĭĭńĬĪŉĔĕƟŀĴŌĸȮ

ĔŅĶĵŊŗĬŏĽĬŀőėĶĚĶƞŅĚĔŅĶĺŇěńĵ
ŏĺĸŅĪňŗěŃȮsubmit őėĶĚĶƞŅĚĺŇěńĵ
ŏĺĸŅĪňŗěŃĮĶŃĝŋĴıŇěŅĶĦŅ



ĔŅĶĪĭĪĺĬıŇěŅĶĦŅőėĶĚĶƞŅĚĔŅĶĺŇěńĵ

31

Discomfort

Low

Harmful

High

Inconvenience

Negligible

V

Expedited

V

Full Board

V

Exempt

Criteria

Magnitude

Risks

Type of Review
31



Exempt
Expedited

Full Board

Low/Minimal Risk
ėĺŅĴŏĽňŗĵĚĪňŗœĴƞŏĔŇĬĨƞŀėĺŅĴŏĽňŗĵĚĮĶŃěŜŅĺńĬĕŀĚĭŋėėĸ
ĽŋĕĳŅıħňŐĸŃĽŇŗĚŐĺħĸƟŀĴĪňŗĮĸŀħĳńĵȮľĶŊŀœĴƞŏĔŇĬĨƞŀ
ėĺŅĴŏĽňŗĵĚĪňŗœħƟĶńĭěŅĔĔŅĶĨĶĺěĽŋĕĳŅıĮĶŃěŜŅĮƖĮĔĨŇ 
ÅŐĭĭĽŀĭĩŅĴĪňŗœĴƞĴňĕƟŀĴŌĸȮsensitive
ÅĔŅĶĪĭĪĺĬŏĺĝĶŃŏĭňĵĬȮőħĵœĴƞĴňĔŅĶŀƟŅĚŀŇĚĩŉĚ
ŏěƟŅĕŀĚĕƟŀĴŌĸ
ÅĔŅĶĽńĴĳŅļĦƢĕƟŀĴŌĸĪňŗœĴƞŏĮƦĬėĺŅĴĸńĭ
ÅĔŅĶĨĶĺěĽŇŗĚĽƞĚĨĶĺěĪňŗŏľĸŊŀȮĞŉŗĚœĴƞĽŅĴŅĶĩĶŌƟœħƟĺƞŅ
ŏĮƦĬĕŀĚŒėĶ

Negligible Risks
ÅĔŅĶĮĶŃŏĴŇĬįĸĔŅĶĮĢŇĭńĨŇĚŅĬ
ÅĔŅĶĮĶŃŏĴŇĬįĸħƟŅĬŐıĪĵĻŅĽĨĶƢĻŉĔļŅ
ÅĔŅĶĶŅĵĚŅĬĕƟŀĴŌĸĪŅĚĽĩŇĨŇ
ÅĔŅĶĪħĸŀĚįĸŇĨŀŋĮĔĶĦƢȮľĶŊŀȮĬĺńĨĔĶĶĴĪňŗ
œĴƞœħƟĔĶŃĪŜŅĔŅĶĪħĸŀĚŒĬėĬ

More than Minimal Risk 

·őėĶĚĶƞŅĚĔŅĶĺŇěńĵĪňŗĴňėĺŅĴŏĽňŗĵĚĨƞŀ
ŀŅĽŅĽĴńėĶȮŐĸŃœĴƞŏĕƟŅĕƞŅĵ expedited 
ľĶŊŀȮexemption
·őėĶĚĶƞŅĚĔŅĶĺŇěńĵĪňŗĔĶŃĪŜŅŒĬŀŅĽŅĽĴńėĶĪňŗ
ŏĮƦĬĔĸŋƞĴŀƞŀĬŐŀŐĸŃŏĮĶŅŃĭŅĚ
·őėĶĚĶƞŅĚĔŅĶĺŇěńĵĪňŗĴňĮĶŃŏħŖĬŀƞŀĬœľĺŐĸŃȮ
ŀŅěĔĶŃĪĭĨƞŀėĺŅĴŏĝŊŗŀȮłĸł

ĔŅĶĪĭĪĺĬıŇěŅĶĦŅőėĶĚĶƞŅĚĔŅĶĺŇěńĵ

45 CFR 46

œħƟĶńĭŒĭ Certificate of Exemption

ŒĝƟĔĶĶĴĔŅĶĪňŗœħƟĶńĭĴŀĭľĴŅĵ

ŒĝƟĔĶĶĴĔŅĶŏĨŖĴĝŋħ
ĵĔŏĺƟĬĔŅĶıŇěŅĶĦŅħƟŅĬěĶŇĵīĶĶĴ



ĔŅĶĪĭĪĺĬőėĶĚĶƞŅĚĔŅĶĺŇěńĵ

ĨƟŀĚĴňĔŅĶŒľƟĕƟŀĴŌĸŏıŊŗŀĕŀėĺŅĴĵŇĬĵŀĴŐĸŃĴňľĸńĔģŅĬŏŀĔĽŅĶŏĽĴŀŒĬĽĳŅĺŃĔŅĶĦƢĪňŗŏĮƦĬœĮœħƟ

ėĺŅĴŏĽňŗĵĚĨƞŀŀŅĽŅĽĴńėĶĨƟŀĚĬƟŀĵĪňŗĽŋħȮ

ĔŅĶėńħŏĸŊŀĔŀŅĽŅĽĴńėĶĨƟŀĚĴňėĺŅĴŏĪƞŅŏĪňĵĴŏĽĴŀĳŅė

ĨƟŀĚĴňĺŇīňĔŅĶħŌŐĸȮprivacy ŐĸŃĶńĔļŅȮconfidentiality ŀĵƞŅĚŏľĴŅŃĽĴ

ĨƟŀĚĴňĺŇīňĔŅĶħŌŐĸŀŅĽŅĽĴńėĶľŅĔĴňőŀĔŅĽŏĔŇħȮcoercion ľĶŊŀ undue influence

ėĺŅĴŏĽňŗĵĚĨƟŀĚĽĴŏľĨŋĽĴįĸŏĴŊŗŀŏĪňĵĭĔńĭĮĶŃőĵĝĬƢĪňŗėŅħĺƞŅěŃœħƟȮ

ĨƟŀĚĴňĔŅĶĨŇħĨŅĴėĺŅĴĮĸŀħĳńĵĕŀĚŀŅĽŅĽĴńėĶŀĵƞŅĚŏľĴŅŃĽĴ

45CFR46 §46.111



Risk-benefit assessment

Perception of 
investigator

Risk Assessment in 
Protocol Review Perception 

of IRB



ĔŅĶĪĭĪĺĬőėĶĚĶƞŅĚĔŅĶĺŇěńĵ

CONTENTS
TITLE

Protocol 
Review

Adequate sample size

Privacy & confidentiality
Source of funding

Sound protocol design

Vulnerability

Withdrawal criteria 

Clinical and other risks

Informed consent  procedures

Inclusion exclusion criteria 

Distribution and method of randomization

Site characteristics 

COI management 

Investigator qualifications/ facilities



ĔŅĶĪĭĪĺĬħƟŅĬěĶŇĵīĶĶĴ
Biomedical Protocol

Social/behavioral Protocol



ĔŅĶĪĭĪĺĬħƟŅĬěĶŇĵīĶĶĴ



ÁĴňėĺŅĴŏĽňŗĵĚœĴƞŏĔŇĬėĺŅĴŏĽňŗĵĚŏĸŖĔĬƟŀĵ (minimal risk)
ÁĴňėĺŅĴŏĽňŗĵĚŏĔŇĬĔĺƞŅėĺŅĴŏĽňŗĵĚŏĸŖĔĬƟŀĵȮŐĨƞĴňĮĶŃőĵĝĬƢĨƞŀĨńĺŀŅĽŅĽĴńėĶőħĵĨĶĚ
ÁĴňėĺŅĴŏĽňŗĵĚŏĔŇĬĔĺƞŅėĺŅĴŏĽňŗĵĚŏĸŖĔĬƟŀĵȮŐĸŃœĴƞĴňĮĶŃőĵĝĬƢĨƞŀĨńĺŀŅĽŅĽĴńėĶőħĵĨĶĚȮŐĨƞĴň
ėĺŅĴŏĮƦĬœĮœħƟĪňŗěŃœħƟĶńĭėĺŅĴĶŌƟŏĔňŗĵĺĔńĭőĶėľĶŊŀĽĳŅĺŃĪňŗŀŅĽŅĽĴńėĶŏĮƦĬ
ÁĴňėĺŅĴŏĽňŗĵĚŐĸŃĮĶŃőĵĝĬƢœĴƞĨĶĚĔńĭĪňŗĔĸƞŅĺĴŅŐĸƟĺĪńŘĚ1ȮĔĸŋƞĴȮŐĨƞŀŅěĴňőŀĔŅĽĪňŗěŃŏĕƟŅŒěȮ
ľĶŊŀĮƚŀĚĔńĬľĶŊŀĭĶĶŏĪŅĮƤĠľŅĶƟŅĵŐĶĚĪňŗĔĶŃĪĭĽŋĕĳŅıŐĸŃėĺŅĴŏĮƦĬŀĵŌƞĪňŗħňĕŀĚ
ŀŅĽŅĽĴńėĶ
ÁĕƟŀĴŌĸĵńĚœĴƞŏıňĵĚıŀĪňŗěŃĮĶŃŏĴŇĬĮĶŃŏĳĪėĺŅĴŏĽňŗĵĚ

ĔŅĶĪĭĪĺĬħƟŅĬěĶŇĵīĶĶĴ
ĔŅĶĮĶŃŏĴŇĬőėĶĚĔŅĶĨŅĴĶŃħńĭėĺŅĴŏĽňŗĵĚȮȮěńħœħƟŏĮƦĬȮ3ȮĶŌĮŐĭĭȮėŊŀ



ÅĔŅĶĶńĔļŅėĺŅĴĸńĭĕŀĚĕƟŀĴŌĸȮ(Confidentiality of data)

ÅĔŅĶıŇěŅĶĦŅĪĭĪĺĬőėĶĚĶƞŅĚĔŅĶĺŇěńĵŀĵƞŅĚĶŀĭėŀĭĴŅĔĕŉŘĬŒĬĔĶĦňȮ

ÅĔĸŋƞĴĭŋėėĸĪňŗŀƞŀĬŐŀŐĸŃŏĮĶŅŃĭŅĚȮ&Vulnerable subject'ȮŏĝƞĬȮŏħŖĔ
ÅĔŅĶĺŇěńĵŒĬĝŋĴĝĬȮ
ÅĔŅĶĺŇěńĵĪňŗŒĝƟĵŅľĸŀĔŒĬĔĸŋƞĴėĺĭėŋĴ
ÅĔŅĶĺŇěńĵĪŅĚıńĬīŋĻŅĽĨĶƢ

ĔŅĶĪĭĪĺĬħƟŅĬěĶŇĵīĶĶĴ

Focus group

ĨƟŀĚĴňĔĶŃĭĺĬĔŅĶŒĬĔŅĶĶŃĴńħĶŃĺńĚėĺŅĴĸńĭĕŀĚĕƟŀĴŌĸȮŐĸŃĔŅĶħŌŐĸŏĮƦĬıŇŏĻļ



ĔĸŋƞĴŀƞŀĬŐŀŐĸŃŏĮĶŅŃĭŅĚȮ(Vulnerable populations'Ȯ

ÁĔŅĶĺŇěńĵŒĬĝĬĔĸŋƞĴĬƟŀĵľĶŊŀĮĶŃĝŅĝĬĝŅĵĕŀĭȮĔĸŋƞĴįŌƟĸňŘĳńĵ
ÁĔŅĶĺŇěńĵŒĬįŌƟĽŌĚŀŅĵŋľĶŊŀŏħŖĔĪňŗŀĵŌƞŒĬĽĩŅĬĽĚŏėĶŅŃľƢ
ÁĔŅĶĺŇěńĵŒĬĔĸŋƞĴėĬœĶƟĪňŗŀĵŌƞ
ÁĔŅĶĺŇěńĵŒĬįŌƟĮƙĺĵŒĬľƟŀĚĜŋĔŏĜŇĬ
ÁĔŅĶĺŇěńĵŒĬľĠŇĚĨńŘĚėĶĶĳƢ
ÁĔŅĶĺŇěńĵŒĬĬńĔőĪļľĶŊŀįŌƟĨƟŀĚĕńĚľĶŊŀįŌƟŏĵŅĺƢĪňŗŀĵŌƞŒĬĽĩŅĬıŇĬŇě
ÁĔŅĶĺŇěńĵŒĬįŌƟŏĽıľĶŊŀįŌƟĕŅĵĵŅŏĽıĨŇħ
ÁĔŅĶĺŇěńĵŒĬŏĶŊŗŀĚĪňŗŀƞŀĬœľĺ(sensitive issues)ĨƞŀėĶŀĭėĶńĺȮĝŋĴĝĬȮĽńĚėĴȮľĶŊŀħƟŅĬĔġľĴŅĵ

ĔŅĶĪĭĪĺĬħƟŅĬěĶŇĵīĶĶĴ

Parent Permission

Assent

LAR



ĔŅĶĪĭĪĺĬŏŀĔĽŅĶĝňŘŐěĚĕƟŀĴŌĸŐĔƞįŌƟŏĕƟŅĶƞĺĴőėĶĚĔŅĶĺŇěńĵȮőħĵ
VĔŅĶŒľƟĕƟŀĴŌĸėĶĭĩƟĺĬ
VĳŅļŅŏĕƟŅŒěĚƞŅĵȮĶńħĔŋĴ
VœĴƞĴňĮĶŃőĵėĭńŗĬĪŀĬĽŇĪīŇĕŀĚŀŅĽŅĽĴńėĶ
VœĴƞĴňĔŅĶĭńĚėńĭľĶŊŀŏĽĬŀĮĶŃőĵĝĬƢĪňŗĴŅĔŏĔŇĬœĮ
VĔŅĶĴňįŌƟĮĔėĶŀĚĸĚĬŅĴĵŇĬĵŀĴȮŒĬĔĶĦňĪňŗŀŅĽŅĽĴńėĶŏĮƦĬŏħŖĔ
VĔŅĶŒľƟėƞŅĨŀĭŐĪĬȮȮ
VĔŅĶħŌŐĸŀŅĽŅĽĴńėĶȮėƞŅĝħŏĝĵȮŒĬĔĶĦňĪňŗŀńĬĨĶŅĵěŅĔĔŅĶĺŇěńĵ

41ĔŅĶĪĭĪĺĬħƟŅĬěĶŇĵīĶĶĴ





ĔŅĶıŇěŅĶĦŅĨńħĽŇĬ
ĔŅĶŐěƟĚįĸĔŅĶıŇěŅĶĦŅ

43

IRB/REC Decision: Exemption Review 

No need to submit for progress/ Continuing report
Result will be released within 1 week after submission
ľĶŊŀĨŅĴĺŇīňĔŅĶĮĢŇĭńĨŇĕŀĚėĦŃĔĶĶĴĔŅĶěĶŇĵīĶĶĴĔŅĶĺŇěńĵ

Certificate of Exemption



44

IRB/REC Decision: Expedited Review 

Approve/favorable opinion 

Approve after revision

Go to full board review

Result will be released within 2 to 3 weeks after submissionľĶŊŀĨŅĴȮSOPs ĔŜŅľĬħ

ĔŅĶıŇěŅĶĦŅĨńħĽŇĬ
ĔŅĶŐěƟĚįĸĔŅĶıŇěŅĶĦŅ



45

IRB/REC Decision: Full Board Review 

ĔŅĶıŇěŅĶĦŅĨńħĽŇĬ
ĔŅĶŐěƟĚįĸĔŅĶıŇěŅĶĦŅ

ÅĺŇīňĔŅĶĨńħĽŇĬȮ&ĔŜŅľĬħŒĬȮSOP) ŀŅěŏĮƦĬĔŅĶĸĚĴĨŇȮ(vote) 
ľĶŊŀŒĝƟĜńĬĪŅĴĨŇȮ(consensus)

ÅĭńĬĪŉĔįĸĔŅĶıŇěŅĶĦŅŏĮƦĬľĸńĔģŅĬȮ&ĶŅĵĚŅĬĔŅĶĮĶŃĝŋĴ'

ÅŒĬĔĶĦňĪňŗĶńĭĶŀĚőħĵĴňŏĚŊŗŀĬœĕȮėĺĶĴňėŜŅŐĬŃĬŜŅĪňŗĝńħŏěĬ

ÅĔŅĶœĴƞĶńĭĶŀĚőėĶĚĶƞŅĚĔŅĶĺŇěńĵȮėĺĶĴňĔŅĶŐĽħĚŏľĨŋįĸĝńħŏěĬ  



ĔŅĶŐěƟĚįĸĔŅĶıŇěŅĶĦŅ
ÅėĺĶŐěƟĚįĸĔŅĶıŇěŅĶĦŅŐĔƞįŌƟĺŇěńĵŏĮƦĬĸŅĵĸńĔļĦƢŀńĔļĶȮĳŅĵŒĬȮ0ȮĽńĮħŅľƢȮ
ľĸńĚĔŅĶĮĶŃĝŋĴȮ(WHO)

ÅŒĬĔĶĦňĶńĭĶŀĚ-ȮŀĬŋĴńĨŇȮ
ÅĔŜŅľĬħĶŃĵŃŏĺĸŅĔŅĶĶńĭĶŀĚ-ȮŀĬŋĴńĨŇȮ&œĴƞŏĔŇĬȮ/ĮƖ'
ÅĔŜŅľĬħŏĺĸŅĔŅĶ ĽƞĚĶŅĵĚŅĬėĺŅĴĔƟŅĺľĬƟŅȮŏıŊŗŀĨƞŀŀŅĵŋĔŅĶĶńĭĶŀĚ
ÅĶŃĭŋ ėĺŅĴĶńĭįŇħĝŀĭĪňŗįŌƟĺŇěńĵĨƟŀĚĮĢŇĭńĨŇȮŏĝƞĬȮĔŅĶĽƞĚĶŅĵĚŅĬĨƞŅĚŕ
ÅĸĚĬŅĴőħĵĮĶŃīŅĬĔĶĶĴĔŅĶł

46



ĔŅĶŐěƟĚįĸĔŅĶıŇěŅĶĦŅ

·ŒĬĔĶĦňĶńĭĶŀĚȮ-ȮŀĬŋĴńĨŇȮĳŅĵľĸńĚĔŅĶĮĶńĭĮĶŋĚŐĔƟœĕ

·ŒĬĔĶĦňĶńĭĶŀĚȮ-ȮŀĬŋĴńĨŇȮŏıŊŗŀĬŜŅŏĕƟŅıŇěŅĶĦŅŒľĴƞ

·ėŜŅŐĬŃĬŜŅŒĬĔŅĶĮĶńĭĮĶŋĚŐĔƟœĕ
·ĺŇīňħŜŅŏĬŇĬĔŅĶŒĬĔŅĶĵŊŗĬŏĽĬŀŏıŊŗŀĶńĭĶŀĚľĶŊŀĬŜŅŏĕƟŅıŇěŅĶĦŅŒľĴƞ

47
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ĔŅĶĨŇħĨŅĴĳŅĵľĸńĚĔŅĶĶńĭĶŀĚ

51



ĔŅĶĪĭĪĺĬĳŅĵľĸńĚĶńĭĶŀĚőėĶĚĶƞŅĚĔŅĶĺŇěńĵ

1. ĔŅĶĶŅĵĚŅĬĽƞĺĬŐĔƟœĕŏıŇŗĴŏĨŇĴőėĶĚĶƞŅĚĔŅĶĺŇěńĵȮ&Protocol amendment'
2. ĔŅĶĶŅĵĚŅĬėĺŅĴĔƟŅĺľĬƟŅĔŅĶĺŇěńĵȮ&Progress report'
3. ĔŅĶĶŅĵĚŅĬėĺŅĴĮĸŀħĳńĵȮ(Safety reporting)
4. ĔŅĶĶŅĵĚŅĬĔŅĶŏĭňŗĵĚŏĭĬľĶŊŀœĴƞĮĢŇĭńĨŇĨŅĴőėĶĚĶƞŅĚĔŅĶĺŇěńĵĪňŗœħƟĶńĭĔŅĶĶńĭĶŀĚȮ
&Protocol deviation/ violation/ non-compliance'

5. ĔŅĶĶŅĵĚŅĬĽĶŋĮįĸĔŅĶĺŇěńĵȮ&Final report'Ȯ
6. ĔŅĶĶŅĵĚŅĬĔŅĶĵŋĨŇőėĶĚĔŅĶĺŇěńĵĔƞŀĬĔŜŅľĬħȮ&Premature termination or 

suspension of a trial'Ȯ
7. ĔŅĶĶŅĵĚŅĬŏĶŊŗŀĚĶƟŀĚŏĶňĵĬŏĔňŗĵĺĔńĭőėĶĚĔŅĶĺŇěńĵȮ(Complain)

52

ICH GCP Guidelines 3.3.8

ICH GCP Guidelines 3.3.8



ĔŅĶŏĔŖĭĶĺĭĶĺĴŏŀĔĽŅĶ

53



ĔŅĶŏĔŖĭĶĺĭĶĺĴŏŀĔĽŅĶ

ÅėĺĶŏĔŖĭĶńĔļŅĭńĬĪŉĔĪňŗŏĔňŗĵĺĕƟŀĚĪńŘĚľĴħȮ&ŏĝƞĬȮĕńŘĬĨŀĬĪňŗĭńĬĪŉĔœĺƟȮĶŅĵĝŊŗŀ
ĽĴŅĝŇĔȮĶŅĵĔŅĶŀŅĝňı-ėĺŅĴĽńĴıńĬīƢĕŀĚĽĴŅĝŇĔȮŏŀĔĽŅĶĪňŗĵŊŗĬȮĶŃŏĭňĵĭĔŅĶ
ĮĶŃĝŋĴȮŐĸŃĔŅĶĨŇħĨƞŀĽŊŗŀĽŅĶ'ȮĨŅĴĕƟŀĔŜŅľĬħħƟŅĬĔġĶŃŏĭňĵĭĪňŗŒĝƟĭńĚėńĭȮŐĸŃ
ĪŜŅŒľƟĽŅĴŅĶĩŏĕƟŅĩŉĚœħƟĨŅĴėŜŅĕŀěŅĔľĬƞĺĵĚŅĬĔŜŅĔńĭħŌŐĸ

ÅŀŅěĩŌĔĕŀŒľƟőħĵįŌƟĨĶĺěĽŀĭȮįŌƟĽĬńĭĽĬŋĬȮľĶŊŀľĬƞĺĵĚŅĬĔŜŅĔńĭħŌŐĸŏıŊŗŀŒľƟ
ĕƟŀĴŌĸĕńŘĬĨŀĬĪňŗĭńĬĪŉĔœĺƟŐĸŃĶŅĵĝŊŗŀĽĴŅĝŇĔ
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