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+ Uy Laazen
(Declaration of Helsinki, 1964)
. WUININEINAFINTUNITANEIITENNTINITUNNEN
Aeadasiuau
(International Ethical Guidelines for Biomedical
Research Involving Human Subjects) (CIOMS)
 International Ethical Guidelines for

Epidemiological Studies (CIOMS and WHO)




Belmont Report

International Conference on Harmonization’s Go
Clinical Practice Guideline; ICH GCP
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Fthical Review Committee in Thailand %#S9FERCIT)
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Experiments on twins
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Freezing experiments
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Bone, muscle, and nerve

transplantation experiments
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The Nuremberg Military Tribunals in 19
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The Nuremberg Code (1947
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Research Ethics Milestones

i Events Ethics Milestones

(1)

« Nuremberqg Code 1947

*The Nazi Experiments 1946 B

Jewish Chronic Disease Hospital 1960

The Thalidomide Study 1961 D

€@ Amendments
the FDA Act
*Milgram Study 1963 D

Declaratio

@Helsinki
Willowbrook 1972 m

*From “Protecting Study Volunteers in Research” Dunn & Chadwick



D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#6. Nazi Medical Experiments
D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#11. The Nuremberg Military Tribunals in 1946
D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#17. Study  at  Jewish Chronic Disease Hospital New York   1960’s
D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#18. The Thalidomide Study 1961
D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#20. ภาพนิ่ง 20
D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#21. Declaration of Helsinki (1964)
D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#23. Willowbrook Hepatitis Study  (1956-1972)

Research Ethics Milestones

i Events Ethics Milestones
*The Beecher Article 1966 « US Eederal Regulations
*The Syphilis Study EZ:A 3

The Belmont Report 197

@ Consolidated HHS/F
Regulations 1981

‘ CIOMS Guidelin
« ICH GCP

National Bio
Ethics Ad
Committ

¢



D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#24. Beecher Article
D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#31. Tuskegee Syphilis Experiment
D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#34. The Belmont Report 1979
D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#36. ภาพนิ่ง 36
D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#37. ภาพนิ่ง 37
D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#1.  GCP
D:/TROP MED sep 2009/From Nuremberg code to international guidelines.ppt#25. Public Health Service Policy 1966

agmﬁuﬁuaa Declaration of Helsinki
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. ANANAUSTEIUWNEuazHUaY 819URaNIINUABNNS
AnaulaLt139un1538va U - IUNUNTEUIUNTLTY
YU WarvanNBusaulaglvigdu (trained personnel)
Vi funy

. 213unERIANEUEaN LN e lsiRpsa N Ty

1@NE15 (the non-written consent)
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NaANAIB5ISUNI528 luAaunaly
The Belmont Report

- nanAUA1INTuYAAa (Respect for
person)

- nanauUszlyvllinedunsn (Beneficence

+ MANAMNYATITN (Justice)




1. anANLAITW IUYAAA
AansIWluAnAATAMNTuLY L

(Respect for human dignity)




1. wswlunisveanudugaulagivayaatig
AsUNIULas IananadnsAnaY lang19desy
U31ARINN15UNY USAU Y3 lidua193197a
(Respect for free and informed consent was

Respect to autonomy of decision making)

< I Y o
2. 1@15WluAMNdUEIUAIvR9R1881AS (Respect

for privacy)
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3. iswlumsiiuineauauvastayadIuAives
918181A3 (Respect for confidentiality)
WNINTSNEIANUAU W ToeE nuludlinyuaion
(locked cabinet) ulupaunimas (computer) TEY
s9ar1Y (password) dayadaniauadiaalnsiing (e-m
N5 Wilusiia (encrypted)

4. wswluanududgaudas 1Ws1zue (Respect for
vulnerable persons)
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UAUUNNIBIN9ERAUYY1%TaN19TN

Jaelsaond (HIV/AIDS)

[ )
e el el

U28nundan (comatose)

. fUqeiin13(handicapped)

vV 2

e UNINW UNLSEU UFH UNANET NU1S

. NFUAUNINAIDIUNAURY (marginalized people) LU Bawan
(immigrants) szuﬂajuﬁaa (ethnic minority)

¢ NAUULUUUNIWNA %#IBNFNIN I3UNA (homosexuality)ngy
1U312U1eMmN989AY (socially vulnerable) 1 HlyuSn15n1anf (sex
workers) ﬁﬁaﬂml,awaﬂ (drug addicts)
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n1svinudugaulaglasuvaya

. 1Wunszuauns (Informed Consent process) ISUAUINNAIT
AnraAsItsn (initial contact) waznszuIUN1sHaLUaslunae
= a o v -1
g2LIa1N1IANY1IY UTLNaunle 3 99AUsyNau

~ Information TWvayansuiulitads

~ Comprehension K3udayaiinuinlasgnedaud guannutue
v v yaly yo A Y oy & o
ABInsRFaUANNYN lava i lasuly i sauduaraadinglu
98

— Voluntariness angulalaeddsy (U133UN15798/09UR9DNANN

A98) lag Us1AanNn15YUsAU (free of coercion) N15YNQILAUM

(undue inducement) wazusINAAY (unjustifiable pressure)




Luurasunsiianugusaulaglasudeya
(Informed Consent Form %58 ICF)

. Usznaunaey 2 d2u laun

1) wwnarsdayanasureamIuidisiadu
g1d1auAs lunN15398 (participant information
sheet)

2) 1BNE5LENIAITNTUYDULUISTINNSIVY

(consent form)




. Y2ANNTUYBNIINBIEENAT Y39 HUNULAYYIUALNAVN
(21861031 18 U viveriiadlun1eiliinuaunsasinnan
-4 G~ v A Y1 a
Wla visedndula dulevunai)

. 913VBANNBUYBN A28 (verbal/by action lasiivink

AUNZEY) 1159R28N15a9RY (written)
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(Assent of the child)

1ANay 7 - 61N 18 U T9ve assent “n1suauniu”
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2. vianaUsslev Linadunse

(Beneficence)




2.1 N15USTHUAIUFUNATENINUHL LAY
@mﬂiﬂaﬁuﬁ (balancing risks and benefit
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ANULEYIYSDUASTIINDIALNAINNTT AL

1) 9UAIIYEDI19N18 (Physical harm)
2) 9UnI18aaIN1A (Psychological harm)

3) BUATIUADHANTUSNIEIAN LASFIUTNINAG

19U (Social and economic harms)

4) UATIWNINYNUNY LU QNIUNU




n1sUsziunsiianUsslevd (Benefit)
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1) UsglevungUiennsiunisisslasulaenss

2) Usglowinguisauauazglasuainaa
N1SANE

3) Uselegusnl19n1sInedNdns hsadiny

4) Useleyimayuyuionaiadaseg
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(minimizing harm)
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2.3 nsasnalselevillvigegn

(maximizing benefit)

- n5liauUslevil (Benefits) anaduldnane
FUuuy

1) Uszleviniesnenie (Physical benefits) 1au
21N13VD9LIANUY

2)  Uszlavunieniuanla (Psychological benefits)
WU 3ANFUIBAUIINAIUNNINITUIY (Comfort
from suffering) 38nd1laverauluauan

(Feeling of helping others in the future?)




3) UszleyuinneenuiAsegIue (Economic benefits)
Wy lasukuaINnN1stU1394uN15298 (Financial

benefits related to research participation?)

4) Uszlgvilfaa9an159nandans / 89y (Benefit to
science/society) 1u ldaudnunluldla
(Generalizable knowledge) 1#38n1sATuszans
Toluauan (Effective interventions in the future)
Wasuwlasisnsineunnsgiu mliananuiinig
wazandn31m1e (Change in practice standards

decreasing morbidity and mortality




3. 1anAUERsITU (Justice)




¢ VANYATITUNUYTIUN
- ANULNYIFITU (fairness)

~ LAZAMULEUDNIA (equity)
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. N15188n18183AT (Selection of Subjects)
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%

_ lusamf (selection bias)
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1. MIANADNITUNIDNANUVDIEBUN T UVD

(Plagiarism)
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