s il
:

) 5 59 5 8.8 3 555 500 80003

-

) SeTamry. oo SEEOS

b o
e

.....

'J'JWU’lﬂ’]'i“UENﬁ]'iﬂﬁ’i'ﬁJ?ﬁ]EJ

QQJCH

‘Mﬁﬂﬂﬁ‘c’]ﬁiﬁﬂ’)%‘c’ﬂ\lﬂﬁ’]u

S DI SIS B SIS I I IS SN S SIS H I SIS H I NI NN NS X MM A A KKK

—

SULI SIS

4"':-"~‘ 5
‘v w LR
-ru-m,.‘; pa =X

'-S




cOo0oco0ob0Qoo0o0oo0o0o0obo00oco00000co00oO0b0o000co0o0o0o000ocob0000oco0o0o000cco00000o000O00O000cO0b00O000c000O00o0o000CO0

Outline

O Definition of Ethics and Human Research

© Evolution of Human Research Ethics

>0 O 00000000 COD0Q0OO0CO0OOO0CO
“-ooooooooooooooooooooooo

. @ International and National Regulation of Research Ethics

il
i
o

AR
SN
:

1l Principles of Human Subjects Research,

‘E~;» =

s . End =



AN P A A4 AVPIAIdAL2AT LIV

Av Id

Vavy << d

A W

A B

P24 Aab

2> AW

P2 AV P2 AW

P2

PRAIABPTYPDIABITYRLDIABITPED

Ethlcs

Ethics: comes from ethos, Greek word for
custom or habit, the characteristic conduct
of an individual human life

Ethics is the study of the rules, standards, and
principles that dictate “RIGHT CONDUCT”

among members of society (Loubert 1999)
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N15298N19A1uAaRn (Clinical trial )
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1. 1anAUg (Content )
2. 950157338 (Design + Methodology)

3. N13UTN13971U38 (Management )

4. 9585554 ( Ethics )
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Evolution of Human
Research Ethics
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HISTORY OF MEDICAL RESEARCH

HIPPOCRATES (Useaines w.6. 83-166) lasunisensaady " Sanumenisunvegnziuan

HAZAUNDVDY " ANdngaIUIUTUNBASINE " (HIPPOCRATES OATH) luassanussadnmeg

“THE FIRST DUTY OF A DOCTOR IS DO NO HARM ”

fian: www.th.wikipedia.org/wiki/8Unaasiiia SWUEC


https://dictionary.cambridge.org/dictionary/english/duty
https://dictionary.cambridge.org/dictionary/english/doctor
https://dictionary.cambridge.org/dictionary/english/harm

EDWARD JENNER (1789) Claude Bernard (1865)

Smallpox Vaccine Ethical Maxims

RESEARCH PRE WORLD WAR I

Louis Pasteur (1885) Walter Reed (1900)
Rabies Vaccine Yellow Fever
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Edward Jenner (1 789)
Smallpox Vaccine

= James Phipps
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Vulnerability &
Emergency Situation

= |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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DURING WORLD WAR I

®NAZI EXPERIMENTS
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Bone, muscle, and nerve transplantation experiments
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Nazi Medical Experiments

¥ Sea water experiment - subjects deprived of food and given

chemically treated water.

® Epidemic jaundice experiment - subjects infected with

jaundice
B Sterilization of subjects by means of x-ray, surgery and drugs

" Spotted fever (typhus) germs infected healthy subjects to
develop vaccine

SWUEC



azi Medical Experiments

" Poison mixed with food or subjects shot with poison

bullets to investigate effects of various poisons.

" Incendiary bomb experiments - Burns inflicted on
subjects by using phosporous from bombs then treated

with various drug preparations.
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NN NUREMBERG
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N1SNA15e1AN NUREMBERG

| 1he |
- Nuremberg

" INUANITUAINAIIRIANITNINUAVBULYAVBANT

55eluautduns susniSena1 “NUREMBERG

CODE” Usznaumiedisy 10 dsyns

(%4 [
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Uselovunauyueunnaznelaiuainniside

nHusuLdsn (Nuremberg code 1947), anduimunnisauasasmsIdeluuyse

http://www.ihrp.or.th/publication/books SWUEC
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The Milgram Study (1963)
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Tea Room Trade Study

* Study of homosexual sex in public toilets —

1960

e Arrests for homosexual conduct resulted
from sex in public toilets

* Behavior stigmatized and illegal

* 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.

* He made detailed description
of 50 sex encounters.
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http://www.google.co.th/imgres?imgurl=http://dailycontributor.com/wp-content/uploads/2009/07/india-homosexual.jpg&imgrefurl=http://dailycontributor.com/india-gay-sex-is-not-a-crime/5883/&usg=__kjokHhngmcyAcyzq8Ew6bnd3LCw=&h=337&w=400&sz=77&hl=th&start=5&zoom=1&tbnid=-Zm6CKIaY2WD7M:&tbnh=104&tbnw=124&ei=E_ZqTdv_LIXwrQe4hKXGCw&prev=/images%3Fq%3Dhomosexual%26um%3D1%26hl%3Dth%26sa%3DG%26tbs%3Disch:1&um=1&itbs=1

(4

bbbbbbbbWbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbb\@yﬁbbbb

HAVASUPAI INDIAN GENETIC STUD\X
= Arizona State University (ASU)

N ﬁﬂ‘]&l1ﬂ133!1]114311!11!81!!?]81«!339\&

(

{

¢

= swramgll (Havasupai) feglunnsuauan
foU

= Y v A
| 1J N.f. 2533 Iﬂﬂ!ﬂﬂﬂ?@ﬂﬁmi’)ﬂiﬂﬂ 200 AY

a Aa Aa ¢
| “fsﬂﬁ‘iﬁﬁlf’Nﬂ’JﬁJNﬂ‘IJfWWI1\1W€|ﬂﬂ§§3»l/1’nflﬂ1§!ﬂ/\ﬁ’lﬂ”

di V) Vv

A
H uﬁimmmamsnaummﬁmmwmu

U AV

o v ] = 4'5 4'
B U ‘i]ﬂu1ﬂ’<li’)ﬂ1\‘lllﬂﬂﬂ‘kﬂ!§9\‘lﬂu

LY U

Y 1 a d' v
| 1ﬂﬂ’3981x‘1!!ﬂ NIV HOUNIY

DODDODODODODODODDOODODODOODOLLODOIDDODODODD D

1O | >
» ,'t::- . .
] \_
s g MelloMMandWolfLE.TheHavasupailndianTribeCase.Lessonsfor
Seacw researchinvolvingstoredbiologicsamples. NEJM2010;363:204-5.
<

-
A

<@

| o

et
bbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbbwbbbbbbb‘bebbb SWUEC

DDODDDODDOODDODOLDLODDLDLLDLOLDOLLODIDDOEDD M



Usznuasesssy

A = =
1. ﬁ"l!“l‘i({l‘ellﬂﬁiﬁﬂﬂﬂ!ﬂﬂ“ﬂﬁﬂﬂﬂﬁglﬂuﬂ'ﬁ

A v
nANY
v 4 ' = v v v g
2. MINANAUFIUNAMALINU INNZTHNUS
AUANMFBAININZUITUNS LI
AFOUAT I

Aa v A v ¢
3. JIANHIDTIVINNUE !Wﬁ1$‘l.l€)ﬂ’3"l‘ljﬁﬁ‘l/\l‘l.c!§‘bl

]

A Yy A Y, A R Y o
INADUINBDUFIUVINNZIANUS IFIMUNU
ANWTBVDIN

SWUEC



TUSKEGEE STUDY OF UNTREATED SYPHILIS
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TUSKEGEE STUDY OF UNTREATED SYPHILIS

* Tassnnslasumsatiuauuaniguiaansy

* AuRam 399 fiureidulsadnaagndnuauensaulasinis

o lallpsunstuasunsulasinisesls desiieidueyls

e UszTovuialaiuaminsnansiuns aAdumens asaastenens

* lylpsun1ssnen

SWUEC



NEW YORK TIMES REPORTED

® NUIHNUNAIUI?
* Jrgann lud 1973
® SFUIANDIAITLIUNITNAADS

* SsunavteAYnYlvLde FInuasATaUASA

USKEGEE CASE IN 1972

Che New Jork Times

Syphilis Victims in U.S. Study
Went Untreated for 40 Years

By JEAN HELLER

The Assccinted Press

WASHINGTON, July 25—For
40 years the United States Pub-
lic Health Service has conduct-
ed a study in which human
beings with syphilis, who were
induced to serve as guinea
pigs, have gone without medi-
cal treatment for the disease
and a few have died of its
late effects, even though an ef-
fective therapy was eventually
discovered.

The study was conducted to
determine from autopsies what
the disease does to the human
hody.

Officials of the hecalth serv-
ice who initiated the experi-
ment have long since retired.
Current officials, who say they

have serious doubts about the
morality of the study, also say
that it is too late to treat the
syphilis in any surviving
participants.

Doctors in the service say
they are now rendering what-
ever other medical services
they can give to the survivors
while the study of the disease’s
effects continues.

Dr. Merlin K. DuVal, Assist-
ant Secretary of Health, Educa-
tion and Welfare for Health
and Scientific Affairs, ex-
pressed shock on learning of
the study. He said that he was
making an immediate investi-
gation. I

The experiment, called the
Tuskegee Study, began in
1932 with about 600 black men,

SWUEC




OFFICIAL APOLOGY IN 1997

President Clinton said,
“the United States
government did
something that was
wrong—deeply,
profoundly, morally
wrong. It was an outrage
to our commitment to
integrity and equality for

A ‘ ' & | all our citizens ... and | am

} A IS
- v ”
;g&g‘f >orTy

On May 16, 1997, President William J. Clinton called the Tuskegee Study survivors
and descendants to the White House for a formal apology for the United States’
role in the study.

2004, THE LAST PARTICIPANT HERMAN SHAW DIED,

AND THE LAST WIDOW RECEIVING BENEFITS DIED IN 2009.

SWUEC



Willowbrook Hepatitis Study (1956-1972)
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Thalidomide TRAGEDY (1962)
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NANLNUNITYSTSUEINATINSUNISIVY LluAU

- 1947 Nuremberg code
- 1964 Declaration of Helsinki

- 1979 Belmont report
- 1982 CIOMS ethical guidelines

- 1991 Common Rule

- 1996 ICH GCP guidelines
~

-
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Research ethic milestones

Nuremberg Code
Nazi Doctors' Trial

Declaration of Helsinki

Willowbrook 1950s 9

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

Belmont Report

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

CIOMS Guidelines

Research initiated in developed countries

Common Rule

“Ethical Review Committee”

Baseline standard

ICH- of ethics in the US
o/

Harmoniza ilc?n of regulatory
requirements of medical products



Research ethic milestones

Amendment to the

Nuremberg code* Food Drug & Cosmetic Act

Willowbrook Thalidomide

Mil tud
(o2 ’M‘ 1946 {m 9% - 1960 < 1961 m llgramstugy
1963 Y

Tuskegee Nazi experiments Jewish Chl’OI.‘lic ;
Syphilis Study trial disease hospital m Delgllglgaiﬂg?‘ of
(1932-1972) Stanford prison  Tearoom Trade !
45CFR46* eI experiment Study /[ 197519831989,1996.2000.2002.2
1966 AR
m__ 1972 il L m LGSR Beecher’s article
! Tuskegee ends [EZTITE-T00% _
’ S oW 00 NIiH: IR

WHO *
Guidance for
best practices

Belmont R\eportf ICH GCP* Silver book for clinical trials

General Data
CIOMS Guidelines* WHO ¥ 2016,202s f " " W 2011 | "ol
Regulation (GDPR
1993, 2002, 2016 \ )




Research Ethics in Human being

_J ~ —
® Human experiment is unavoidable.

® To prevent risks to participants.

® To protect benefits and welfare of participants. »)

® To conduct research of scientific validity with sound

research methodology. ~/

® Competency of Researcher. | / \/



Nuremberg Code 1947

THE FIRST INTERNATIONAL CODE OF RESEARCH ETHICS.
TEN DIRECTIVES FOR HUMAN EXPERIMENTATION:

—_

VOLUNTARY HUMAN CONSENT IS ESSENTIAL

NUREMBERG

2. SHOULD RESULT IN GOOD FOR SOCIETY Afilm by CHRISTIAN DELAGE

3. BASED ON ANIMAL EXPERIMENTS

4. AVOID UNNECESSARY PHYSICAL AND MENTAL SUFFERING
5. MINIMIZE HARM TO THE SUBJECT

6. RISK PROPORTIONAL TO BENEFIT

e WEBNECISIMIUST BE PROTECTED

8. QUALIFIED INVESTIGATORS

9. RIGHT TO WITHDRAW AT ANY TIME

10. MUST BE TERMINATED IF NECESSARY




Nuremberg Code 1947

® LIANNISVDINISVDAE UL DY
* dnduaULdgLazUsLleYUNZLASU
® ANNEINNTONSDENTVI1EFNAT LUN1TDDNINNNTLUUE UK

VBIIUIY

HTTP:// WWW.HHS.GOV/OHRP/REFERENCES/NURCODE.HTM
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Declaration of Helsinki (1964)

* [Wgulpgunnedauianlan

. ¢
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¢ Y
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Declaration of Helsinki (2024) NEw!

* T9A121 participants W subjects (37 #2avawn version 2013)
* YanMUAE1Y3U vulnerable group WagNLANNITANEIDNIYNYY (19-20)

* AMRUA NNV UseLaUNI99585550 T Protocol (22)

* M98 Final report s189MUNAkAZHTUNANISANYING EC (23)

EEEEEEEEEEEEEEEEE

* (9IUNTTUIUNTITVDIAINNIUYDUNNYIND ANz EY (25-31)

4 a\ [~4 (Y ! ot dl (Y]
* nRIYaANNBUYaNlUNSIAUATBE Az VY ANISTYAINY (32) =
* paslin1sameiiyumshnwnienuaulugIuveyad1sIsuenauas Recruit

GAGIGERES) ;
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Common Rule (1991)

Rule of ethics regarding biomedical and behavioral research involving

human subjects in the United States

| The main elements of the Common Rule include:

Q/

o 1 a o Y a WA
- ﬂ’]‘lﬁ%ﬂ’)’]ﬁﬂ’lﬂ%’)%ﬂ@lﬂdﬂgﬂ@l@l’l&l

Qs

o 1 a o a (V) [~ (W)
- MABAITNNI ﬂﬁaﬁﬁﬂﬁiﬂaﬂﬁqﬂﬂ%ﬂa&lLtazﬂ%ﬁﬂlﬂ%‘lﬁaﬂg']%

- MRWAI ABINNITINNIT Intuitional Review Board (IRB), LaMABARMIN
= o ~a Q/ (~4
A5N1SN19IH NITNUNIBINWIVY WALNITIALNULANENT

U a a\ o Q/ =
N1IANAIDILNNLANETYIU vulnerable research subjects

o




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

Common Rule

®|Subpart A- General policy ([1974)

® Subpart B- Pregnant women, fetus, neonate (1975)
® Subpart C- Prisoner (1978)
® Subpart D- Children (1983)

The Common Rule last revised 2018




CIOMS/WHO Guidelines

\'/ 'w}

Council for International Organizations of

Medical Sciences 1982

AUNUITensuauLazlunuIlaeu seimanasyy walurluatiunisivgludssina
AN

“Helicopter Research”

. WWeulne a9An1sauNalan WU kUINI9R585550 A8 luauinuuluisse n1s e
NAI5ULATINISIVY VD ﬂmznssumia’%aﬁiimﬁﬁaﬁaiz AL N15ATNNDY
NaUTLlYTUVDIDT1ENANATIVY &)

Q = 5
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CIOMS

«@= CIOMS Guidelines

Council for International Organizations of Medical Sciences
1982 (updated1993,2002,2016)

|
o njmmfm'mmuﬁaﬂm‘smmntu Declaration of Helsinki LLa%

NaLRN 2L G 2 Uszihe Ao 1) 1wwmsmwmmum¢%ums LA

" QU

7) TR I I T e

1
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Iﬂiﬂﬂ%ﬁ)’]ﬂ‘ﬂi“‘t‘n ANs1328 11 lndseinananna

a o Y 1 "\ w
‘I(c!ﬂ‘[ﬂix‘l NIV ELAADINTIBNTIIWNITNITHIIUIDIINN

“Ethical Review Committee”

—— | o




CIOMS International Ethical Guidelines For Biomedical Research
1982/1993/2002
Epidemiological Research 2009

i (;fi’]\‘l‘.’liaﬂﬁ')ﬂ Lﬁ@!ﬂﬂﬂ'\ﬂ%%ﬂﬁi‘i&d Lhane ﬂ')'ladgﬂ(;fa\‘iﬂ’]ﬂ%?i'lﬂ']‘i

® 314U ﬁ'%’un%mmm&imumﬂ%aﬂé’aaﬁmswumu‘l%ﬂszmﬁ
g Y
Wb €)A8 (in accordance with local laws and regulations)

* JULWINNIFMTU community research wazn13Un1ag vulnerable

subjects

* LHSNFINTVAAMNAINITOHE NIV




International Ethical
Guidelines for
Health-related Research
Involving Humans

Progened Iry e Comate € Pt bubew 4 stst
Or of Medteal Sch (S L
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https://cioms.ch/

CIOMS Guidelines 2016
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T390

131271328 gnﬁuwaaquﬁu (Community
Engagement)
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22. ﬂﬁi1§§6§ﬁ%’]ﬂ§&t’)ﬂgaa\laa%la‘liLtaztﬂéadﬁaa%ﬁa
Tun1Isafnalnas nuUguMWN (Use of Data Obtained
from the Online Environment and Digital Tools in
Health-related Research)
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International Conference on Harmonization’s Good Clinical Practice

Guideline; ICH GCP 1996

" nsURURRIY ICH GCP 1Jun133udseium

1.895 anudasade wazanulusgia vaseraadas lasuns
ANATDS

2. HAN13IWNIAGUNLYDD LA
" finsviue 8 un ferduunsgiuanalun1sein clinical research
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ICH GCP E6(R3) 2025

l. Introduction:

ll. PRINCIPLES OF ICH GCP:

lIl. ANNEX 1:
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LEVELS OF EC REVIEW AND PROCESSES

*More than “minimal risk” to subjects
*Not covered under other review categories

. Examp]e: interventions invohfing ph}rsic:ﬂ or emotional
discomfort or sensitive data

* Not greater than minimal risk
* Tits one of the 9 Expedited Review

Categories™

* Examples: Collection of biospecimens by
noninvasive means, Research with existing
documents/record collected for non-research

purposes in which subjects are identifiable

* J.ess than “minimal risk”
*» Fits one of the 6 Exempt
Categories™

* Example: Research with de-
identified records, anonymous
surveys

*Defined by federal regulation (45 CFR 46)
SWUEC







Sensitive issue

Researcher must to know

Consent issue

Retrospective

Respect
o Prospective
dum e
Justice Belmont
Benefit
FDA
Common Rule

Exemption

Clinical

Risk/Benefit
/ -
=
Drug Trial Phase 2-4

Major Risk
e —
Medical devices [P—

Emergency Research Minor Risk
e

Full board

Correctintime line

Continuing Report

Final Report

Closing Project

SAE
Deviation Violation

Amendment




(4

DOHODLHLDHHDHLHHDLHLDHHLDHDHHHDHHDLHHHDHHDHHDHHDHHLHHDHHHDHHHHHHLOHDHHHHHLDLHHHLHHHLOLLDO BB D

THANKS!

Any questions?

DDODODDODDOODOODOLDODODDLDLLDLOLDOLLODOOIDDODBDDMS
DODDOODODODOODODODODODLDOLLODODDOLODLLODLLOLDLLODBLDO D

@

DODDOODODODOLDODLHDHLDODLLODOLIDLHHDHOIDLDHOLDOHDHHHLDHHHLDHHHHLOHDLHLHHLOLHLLLHHOHDOHD SWUE



	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5: การทำวิจัยในคน
	Slide 6:   ทำไมต้องทำวิจัยในคน
	Slide 7:   อะไรบ้างที่เป็นการวิจัยในคน
	Slide 8: คำถาม
	Slide 9
	Slide 10:   จริยธรรมการวิจัยในคน
	Slide 11: คำถาม
	Slide 12
	Slide 13
	Slide 14: History of Medical Research
	Slide 15: Research Pre World War II
	Slide 16
	Slide 17
	Slide 18
	Slide 19: During World War II
	Slide 20: Experiments on twins
	Slide 21
	Slide 22
	Slide 23: การพิจารณาคดี Nuremberg 
	Slide 24: การพิจารณาคดี Nuremberg 
	Slide 25
	Slide 26
	Slide 27
	Slide 28
	Slide 29: Tuskegee study of untreated syphilis
	Slide 30: Tuskegee study of untreated syphilis
	Slide 31: New York Times Reported Tuskegee case in 1972
	Slide 32: Official Apology in 1997 
	Slide 33: Willowbrook Hepatitis Study (1956-1972)
	Slide 34: Thalidomide Tragedy (1962)
	Slide 35
	Slide 36
	Slide 37: Research ethic milestones
	Slide 38
	Slide 39:  
	Slide 40
	Slide 41
	Slide 42
	Slide 43
	Slide 44
	Slide 45
	Slide 46
	Slide 47
	Slide 48
	Slide 49
	Slide 50
	Slide 51: การลงทะเบียนงานวิจัยทางคลินิก
	Slide 52: Good Clinical Practice Guideline
	Slide 53: Ethical Regulations & Guidelines in Human Research
	Slide 54: คำถาม
	Slide 55:      Evolution of Human Research Ethics in Thailand
	Slide 56:  MEDICAL PROFESSIONAL ACT 
	Slide 57
	Slide 58
	Slide 59
	Slide 60
	Slide 61
	Slide 62
	Slide 63:  สำหรับประเทศไทย  
	Slide 64
	Slide 65
	Slide 66: หลักการทางจริยธรรมของการวิจัยในคน
	Slide 67
	Slide 68
	Slide 69: เกณฑ์ในการพิจารณาโครงร่างการวิจัย
	Slide 70:  Levels of EC Review and Processes 
	Slide 71: คำถาม
	Slide 72: Researcher must to know 
	Slide 73

