
èõèòÓÚóÂóäÃîÈÉäõãÙääâèõÉòã 
ĀæñìæòÂÉäõãÙääâèõÉòãßøĈÚÑóÚ

Forum for Ethical Review Committees 
in Thailand

Suthee Panichkul, M.D., MSc.
RTA IRB  
Office of Research development
Phramongkutklao College of Medicine



Outline

ÂÿäøćîÈÿæ¬óĂÚîÕöÖ

ÂìæòÂÉäõãÙääâèõÉòãĂÚÖ¬óÈÜäñÿØé

ÂÂÏìâóãØöćÿÂöćãèÃ­îÈÂòÛÂóäèõÉòã

ÂìæòÂÉäõãÙääâèõÉòãëóÂæ



History of Medical Research

Forum for Ethical Review Committee in Thailand
ËâäâÉäõãÙääâÂóäèõÉòãĂÚÅÚĂÚÜäñÿØéăØã
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Research Pre WWII
Edward Jenner (1789) 

Smallpox Vaccine

Claude Bernard (1865)
Ethical Maxims

Louis Pasteur (1885) 
Rabies Vaccine

Walter Reed (1900)
Yellow Fever



Â James Phipps

Edward Jenner
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Â Louis Pasteur injects his untested rabies vaccine into 
Joseph Meister, the victim of an attack by a rabid dog. 
The nine-year-old recovers.
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Walter Reed 
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He was a pioneer of naval hygiene in the Royal Navy. By 
conducting the first ever clinical trial on citrus fruit, vitamin C 
and scurvy.

James Lind 
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Research Ethics Milestones

Trigger Events Ethics Milestones

*The Nazi Experiments 1946
Nuremberg Code 1947

Jewish Chronic Disease Hospital 1960

The Thalidomide Study 1961

Amendments to  

the FDA Act 1962

*Milgram Study 1963

Declaration of 

Helsinki 1964

*From òProtecting Study Volunteers in Researchó  Dunn & Chadwick



Research Ethics Milestones
Trigger Events Ethics Milestones

*The Beecher Article 1966

*The Syphilis Study Expose

The Belmont Report 1979

Consolidated HHS/FDA

Regulations 1981

CIOMS Guidelines 1982

ICH GCP 1996

National Bio Ethics       

Advisory Committee

US Federal Regulations

Declaration of Helsinki 2013

Willowbrook 1972

From Nuremberg code to international guidelines.ppt#38. ICH, GCP
From Nuremberg code to international guidelines.ppt#38. ICH, GCP
From Nuremberg code to international guidelines.ppt#21. Declaration of Helsinki (1964)


During World War II

ÂĀßØã°ËóèÚóÌöØČóÂóäØÕæîÈĂÚ

Å¬óãÂòÂÂòÚÿËæãé÷Â

Âăâ¬âöÂóäÃîÅČóãõÚãîâ

ÂÝæÂóäØÕæîÈâöÝú­ÿëöãËöèõÖìäøî

ßõÂóäÿÜĆÚÉČóÚèÚâóÂ
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Nazi Medical Experiments

ÂÂóäØÕæîÈÛääãóÂóéËòĈÚëúÈ

ÂÂóäØÕæîÈì­îÈĀÂ®ë

ÂÂóäØÕæîÈÌòæàóÚõæóăâÕ°

ÂÂóäØÕæîÈĀË¬ĀÃĆÈ
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ÁÂóäØÕæîÈÚČĈóÿÅĆâ
ÁÂóäØÕæîÈāäÅÕöÌ¬óÚ
ÁÂóäØČóìâòÚ
ÁÂóäÊöÕÿËøĈîāäÅ
ÁÂäñëùÚãóßõê
ÁÂóäÜæúÂÂäñÕúÂ Âæ­óâÿÚøĈî



The Nuremberg Military Tribunals in 
1946

Â ҿҠҙҤӨҌҴҩҾҤүҥңҳқ 23 ҆қ

Â ҙӋҴ҃ҴҥҙҖҧү҉ҙҷӆҞҶҖңқҺҫҤҚҥҥң
ҢҴҤӁқ̓ ӤҴҤ҃ ҳ҃҃ ҳқҾҌҧҤҪҸ҃ӀҖҤ
ҝҥҴҪҊҴ҃ ҩ̓ҴңҝҥҴқҷ ӂҥӥҪҷҧҚҥҥң

Â 16 ҆қңҷ҆ҩҴңҞҶҖҊҥҶ҉җҴң҄ӥү
҃ҧӤҴҩҭҴ

Â 7 қ̓Ҙһ҃җҳҖҬҶқҝҥҲҭҴҥҌҷҩҶҗ
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The Nuremberg Code ( 1947 )

ÂìæòÂÂóäÃîÈÂóäÃîÅČóãõÚãîâ

ÂëòÕë¬èÚÅèóâÿëöćãÈĀæñÜäñāãËÚ°ØöćÉñăÕ­äòÛ

ÂÅèóâëóâóä×ìäøîëõØÙõÃîÈîóëóëâòÅäĂÚÂóäîîÂ
ÉóÂÂóäÿÜĆÚë¬èÚìÚ÷ćÈÃîÈÈóÚèõÉòã

http://www.hhs.gov/ohrp/references/nurcode.htm 14

As part of the verdict, the Court enumerated some rules for "Permissible 
Medical Experiments", now known as the ñNuremberg Codeò. These rules 

include:



The Milgram Study ( 1963 )

Â ҃ҴҥҙҖҧү҉ҖӥҴқҠҦҗҶ҃ҥҥң

Â ҃ҴҥҿҬҖ҉ҧҲ҆ҥ

Â ҆ҥһ-қҳ҃ҾҥҷҤқ

Â Ҙһ҃҃ ҥҲҿҬӂҡҡӥҴҌӦүҖ
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Tea room trade study

Å Study of homosexual sex in public toilets ï
1960

Å Arrests for homosexual conduct resulted 
from sex in public toilets

Å Behavior stigmatized and illegal

Å Sociologist Laud Humphrey decided to 
observe men who engaged in this type of 
sex by pretending to be the watcher for the 
police for these men.

Å He made detailed description 
of 50 sex encounters.
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HAVASUPAI INDIAN GENETIC STUDY

Â Arizona State University

Â (ASU) é÷ÂêóáóèñÿÛóìèóÚĂÚîõÚÿÕöãÚĀÕÈ

Â ËÚÿÝ¬óïóèóÌúăÜ (Havasupai) Øöćîãú¬ĂÚĀÂäÚÕ°ĀÅÚãîÚ

Â Üö ß.é. 2533āÕãÿÂĆÛÖòèîã¬óÈÿæøîÕÉóÂ 200ÅÚ

Â ë́óÿìÖùÃîÈÅèóâÝõÕÜÂÖõØóÈßåÖõÂääâ/ØóÈÂóäĀßØã°µ 

Â ĀÖ¬ÃÔñëøćîëóäÂæòÛÿÚ­ÚÿäøćîÈÿÛóìèóÚ

Â ÚòÂèõÉòãÚČóÖòèîã¬óÈăÜé÷ÂêóÿäøćîÈîøćÚ 

Â Ăì­Öòèîã¬óÈĀÂ¬ÚòÂèõÉòãÅÚîøćÚÕ­èã

Mello MM and Wolf LE. The Havasupai Indian Tribe Case. Lessons for 
research involving stored biologic samples. NEJM 2010 ; 363 : 204 -5.



ÜäñÿÕĆÚÉäõãÙääâ
1. ëóÿìÖùÃîÈāäÅÉõÖÿáØÌ÷ćÈÂ¬îÜäñÿÕĆÚÂóäÂöÕÂòÚ 
2. ÂóäÝëâßòÚÙù°ĂÚÂæù¬âÿÕöãèÂòÚ ÿßäóñëòâßòÚÙ°
ÂòÛÅèóâÿËøćîÿÝ¬óØöćè¬óÉñÚČóîòÚÖäóãâóëú¬
ÅäîÛÅäòè

3. èõèòÓÚóÂóäËóÖõßòÚÙù°ÿßäóñÛîÂè¬óÛääßÛùäùê
ÿÅæøćîÚã­óã×õćÚÑóÚÃ­óâØñÿæĀÛäõÈÌ÷ćÈÅ­óÚÂòÛ
ÅèóâÿËøćîÃîÈÿÝ¬ó



Tuskegee
Syphilis

Study



Tuskegee Syphilis Experiment (1932-1972)

Â Ӏ҆ҥ҉҃ҴҥӂҖӥҥҳҜ҃ҴҥҬқҳҜҬқҺқҊҴ҃ҥҳҒҜҴҧ
ҬҭҥҳҒ

Â ҆қҞҶҩҖӋҴ 399 ҙҷӆҝӤҩҤҾҝӅқӀҥ̓ҍҶҡҶҧҶҬҘһ҃
Ҍҳ҃ҌҩқҾ҄ӥҴҥӤҩңӀ̓ҥ҉҃Ҵҥ

Â ӂңӤӂҖӥҥҳҜ҃ҴҥҌҷӇҿҊ҉ҩӤҴҾ҄ӥҴҥӤҩңӀ̓ҥ҉҃Ҵҥ
үҲӂҥ җҳҩҾү҉ҝӤҩҤҾҝӅқүҲӂҥ

Â ҝҥҲӀҤҌқӨ҆ҹүӂҖӥҥҳҜүҴҭҴҥ҃ҧҴ҉ҩҳқҡҥҷ ҆ӤҴ
ҾҖҶқҙҴ҉ҡҥҷ җҥҩҊҥӤҴ҉҃ҴҤҡҥҷ

Â ӂңӤӂҖӥҥҳҜ҃Ҵҥҥҳ҃ҫҴ
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Second phase began in 1933

Â Ӏ҆ҥ҉҃ҴҥҾҠҶӆң҃ҧҺӤң҆ҩҜ҆Һң 201 қ̓

Â ҙҳӮ҉ҭңҖҾҝӅқ҆қҞҶҩҖӋҴ

Â ҝҥҲӀҤҌқӨ҆ҹүӂҖӥҥҳҜ҃ҴҥҗҥҩҊҪҠ 

ҡҥҷ

Â ӂңӤҌҷӮҿҊ҉ҥҴҤҧҲҾүҷҤҖҾ҃ҷӆҤҩ҃ ҳҜ҃ Ҵҥ

ҩҶҊҳҤ

Â Ҝү҃ҾҠҷҤ҉ ҾҝӅқ҃ҴҥҙҖҧү҉Ҿ҃ҷӆҤҩ҃ҳҜ

ҾҧҹүҖҾҬҷҤ Bad Blood
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New York Times Reported Tuskegee case in 1972

ÂìÚòÈëøîßõâß°æÈÃ¬óè

ÂÚČóÿÃ­óëú¬ëáó ĂÚÜö 1973

ÂäòÑÛóæÖ­îÈëòćÈäñÈòÛÂóäØÕæîÈ

ÂäòÑÛóæÉ¬óãÅ¬óËÕÿËãĂì­Ýú­ÿëöãËöèõÖ
ĀæñÅäîÛÅäòè
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Tuskegee Syphilis Experiment (1932-1972)

Â Tuskegee Syphilis Experiment 

(1932-1972)

Â ҝҷ 1997 ҝҚқ. ҆ҧҶқҗҳқ үү҃ңҴ҄ү

Ӏҙҫ҆қҞҶҩҖӋҴ ҏҴҗҶ҄ү҉Ҟһӥҙҷӆҗ҃ҾҝӅқ

үҴҬҴҬңҳ҆ҥ
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The clearly unethical sexually transmitted infections 
inoculation studies which happened in the 1940 s 

Â The US Public Health Service ñstudy ò 

Â Determine the prophylactic capabilities of penicillin.

Â These studies were done on Guatemalan soldiers and 
prisoners

Â Sexually Transmitted Diseases Inoculation Study. 

undue influence

Undue influence - an offer of an excessive, unwarranted, inappropriate or improper reward or other 
overture in order to obtain compliance, manipulating a person's choice through the controlling 
influence of a close relative and threatening to withdraw health services



Wednesday, December 1, 2010
President Obama orders bioethics 

commission to investigate
Guatemalan syphilis study

U.S. apologizes 
for newly revealed syphilis

experiments done in Guatemala



Stigmatization



ÂñØöćÝ¬óÚâóÿâøćîëõĈÚëùÕÂóäèõÉòãĀæ­èÝú­èõÉòãâòÂâõăÕ­ÂæòÛâóĀÉ­ÈÝæÂóäèõÉòãĀÂ¬
Ýú­ÿÃ­óä¬èâÂóäèõÉòãĂÚËùâËÚîöÂ ØČóĂì­ËùâËÚăâ¬ëóâóä×ÚČóÝæÂóäèõÉòãâóÖ¬îãîÕ
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îãóÂĂì­ë×óÛòÚÂóäé÷ÂêóăÕ­ëÚòÛëÚùÚĂì­ÚČóÝæÂóäèõÉòãÃîÈÚòÂé÷ÂêóâóßòÓÚó
ËùâËÚîã¬óÈÿÜĆÚäúÜÙääâÕ­èãò

ÅèóâÅóÕìèòÈÃîÈËùâËÚÂòÛÂóäèõÉòã

Post trial access to medicine


