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L Research Ethics Milestones T

| 1. Suthee Panichkul, M.D., MSc. RTA IRB, Office of Research development, Phramongkutklao College of Medicine

| 2. A 'ﬁmﬁﬂm Wy, 8940 Eunﬁuwrf Forum for Ethical Review Committees in Thailand

|

Trigger Events Ethics Milestones

*The Nazi Experiments 1946 B
@Nuremberg Code 1947

Jewish Chronic Disease Hospital 1960 B

The Thalidomide Study 1961 >
€@ Amendments to
the FDA Act 1962
*Milgram Study 1963 @
Declaration of
®Helsinki 1964

*From 'Fmtcctins Study Volunteersin Research* Dunns Chadwick

[ Research Ethics Milestones ]

| 1. Suthee Panichkul, M.D., MS¢. RTA IRB, Office of Research development, Phramongkutklao College of Medicine
2. . DoRAA W.0y. 5991 AUAUIA Forum for Ethical Review Committees in Thailand

Trigger Events Ethics Mﬂesmnes

*The Beecher Article 1966
Willowbrook 1972 B
€ US Federal Regulations
*The Syphilis Study Expose ®
4 The Belmont Report 1979
@ Consolidated HHS/FDA
Regulations 1981
€ CIOMS Guidelines 2016
4 ICH GCP 2016
4 National Bio Ethics

Advisory Committee

Declaration of Hcisinid 2013
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» Nuremberg Code (1947)

.
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» Declaration of Helsinki (1964,2013)
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» CIOMS’ s Guidelines (1991, 1993, 2016)
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» ICH GCP Guidelines(1995,2016)

o J

1. Suthee Panichkul, M.D., MSc. RTAIRB, Office of Research development, Phramongkutklao College of Medicine
2. A r‘mﬁqm W.0Y. 1181 ﬂwﬁmaﬂ' Forum for Ethical Review Committees in Thailand

s

b
» US Belmont Report (1979) <

| CiOMS Guideiiné 2016 ! !International Conference |
R R R T e ' on Harmonization 2016
N RITL e

International Ethical
Guidelines for
Health-related Research
Involving Humans

1. Suthee Panichkul, M.D., MSc. RTA IRB, Office of Research development, Phramongkutklao College of Medicine
2. . ﬁmﬁqm W.0y. 51410 ﬁuuﬁmaﬁ Forum for Ethical Review Committees in Thailand
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The Belmont Report (1979)

UANISTUH55UNISIALUAINA

G. Respect for Person us‘:”nmwtmsw’(uunna\

2. Beneficence unanaulssiaad

3. Justice UANAINULASTTU

L% A

1. Suthee Panichkul, M.D., MSc. RTA IRB, Office of Research development, Phramongkutklao College of Medicine
2. A fndnne .oy, 5990 8UvAU Forum for Ethical Review Committees in Thailand

3. wwilund yoyoiy vawiadedainRest  aontiugnsanaaivialyoussade ue
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—.= Belmont
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Respect for . §5
Person
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JustlceI

Suthee Panichkul, M.D., MSc. RTAIRB, Office of Research development, Phramongkutklao College of Medicine
#. TiFiRo W.oy. 5797 BUnawuaed Forum for Ethical Review Committees in Thailand

wielum@ Yy vaslindradninisd  somTugnsmasimiaTyyiussisy ua

hitps://vwww pexels com/photo/adventure-art-character-child. 787185/

1
2

Y

Respect for Person udanauaswluuana

=
; £ mwsw’luﬁnmmmmuluuuuu
» t,waﬂnﬂaoamsﬂsy‘iuwumamnmavm
s ALuRzIala
A

L Y

https.//pixabay.com/en/children-human-festive-child-giri-1428105/

Suthee Panichkul, M.D., MS¢. RTA IR3, Office of Research development, Phramongkutklao College of Medicine

: f

L LLETR

U
i

TR L S N G, PO, S S A

#vhued Forum for Ethical Review Committees in Thailand

12



Tasansduanivnig
1399 “938553uN T lunyudivwide”

-

2
3

[ Respect for Person uanauaisniuyana

A

2. a1 Tun1slianuduaautainsruni1sivaing
» asdadaszlunsaadulaliaduaay
» ASUanananiaIwa

Informed Consent

Suthee Panichkul, M.D., MSc. RTA IRB, Office of Research development, Phramongkutklao College of Medicine
#. Todriem.iy, v Buvies o Forum for Ethical Review Committees in Thailand

ulee Wl i Sl ol e e ugrsmmanin

~|

2
@ Respect for Person uanautasnivuuaaa
.

A

3. isnludnddiuavyananaauua/ ulsizune
A9aauANUAINITANISSIINH/Aala

L(Vulnerable person)

LN A GavuaANUdULaNIN
Wihelsada b dausan yinasav
s dninu

Unsau .
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[ Respect for Person uvdnanuaisnluyaaa

4. wrswluanuilugiuds (Privacy)uazdnunilu
auau (Confidentiality) l

AMssnEaudUBavIaNR
ANTAILANNISIALSAEIUAZIANIUADYARILLUAAR

AUAUAIWRINIUSLT LU
WaasIagun wilsyanil

Suthee Panichkul, M.D, MSc RTAIRE | Ofice of Heoso development, Phramongiutid 3o College of Medicine
# Bedrnin o o ko Fotum for Lthical Review Commistees |
3 Ulieed (R Rl DY i g e, -aa e 4

i

Y

@ Beneficence udnanlssiaad

ﬁ. linadumasia  Non maleficence \
»  auasiuTuudaunsga (No Harm)

2. iszsiueuanaaszulInem U d LAy
aausslaau (Risk ‘ & Benefit 1)

Benefit >>>> Risk

L /

Suthee Panichiul, M D.,MSc. RTAIRB, Office of Research development, Phramongkutiiac College of Medicine
# FeFrsns, v fiwisud Forum for Ethical Review Committees in Thailand
Pl iRl N e s s TdL s
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Beneficence uanaauilssTaaul
A1sUsziu Risk--Benefit Ratio

N

K Risk :iamamjamﬁa mumm'ms,uuswaa\
ALY

- cad & & |
~ Benefit : wa aaudsiuad MiAadunn
GandHiAs e aaauAY

> Asnaviialsau Risk--Benefit ma
cnaaAlas nau Risk--Benefit aav2quaatu/
duau

1 Suthee Panichku!, M.D_,MSc. ATAIRB, Office of Research development, Phramongikutkiao College of Medicine
2 . TR e Fesiiunid Forum for Ethical Review Committoes in Thailand
3 codn? ey Wudedn drdfarl  arqumseeazhe o cuastde e

[@ Beneficence uanaaussiuau Risk- ]

ﬁm'\mﬂuomomu Physical risks
»  duasiueasieniy dudia vinas dendla

«  anuauna lududung lddasain

> auduveuinla Psychological risks
= HANTZUUNINRISUAL Wadnssu luddauuls
*  asidewwaana anudy

» anuduanivdvan Social & Cultural risks
= ANsHANLYREN ARAU AN NIVAYAU

» anutduenivnisiiu Economic risks
»  enlad’g wasnas ddudsinluiasenside
 ASANIIY

> m'\mauomwngumu (Law and Criminal risks)
anNAL AN Lardadniu

2 o Srimnty wa dudduad Forum for Ethical Review Committees (n Thaitang
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> Us£igaminienng
* AMNTUILAINTIA aINITNIAN
" S AUTINSY duAUY FEAIN
> Usflgaunvieiala
" AUVNYA NSUUAALIDEAY
= avsuni wadnssuddu s3né Qs‘]’laﬁ‘lsfmuméiav{ﬁu
> dsflgadeiunisidu
* aneauunu Rldsuainnisiainsiniasenisiso
» dslumicadenu
* MSIANRYARIINS
= Uszigdueanisuwnd iwwathidasienu §uiu aeag

-~ .
» 2auuda unla degvraacdeau
1 S Panichkul, M D, MSe. RTA IRB, Office of Research development, Phramangkutklao College of Medicine
2 PN, P fonEtnicolth iThaik

3. wderd gy adadn deRl e menmewats g, uacion 1o

[@ Justice uanAIUYGSIIU

ﬁmwtﬁ'uosssu ANULANDNA

2. aszanunsTuaridseiaduing1eiingy
» MssEnaeiaaain (inclusion criteria)
» MssEUinaueinaaan (exclusion criteria)

3. Busvundsiaamiainni1svinise
F g9 NANMUEAIIYIAINAS

walszlarvuuasauiay

»~
K duasuuianaidusiey Tnadela

\

» lunguauaauuaundalsizuny de'liguisainilay

LR ~ “ 4 4 o J ‘
BidaTluanadiasngulanauniivlasuaiudavea

1 Suthee Panichkul, M.D., MSc, RTA IRB, Office of Research development, Phramongkutklao College of Medicine
2 » Mabrranr, L3wad Forum for Ethical Review Committees in Thailind
3. eeferd qpsgyla R TN T e s s e
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Submission
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Reviewers Reviewers
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ALEATINATSIZUES5UNFIV TUN Y el
Human Reseach Ethics Commlttee

/ Uszinnuavni1s5usavasusssy \

l.uuuaniiu (Exemption Review

> nsaldneannanas n1sKandanisisuunissau
o ' as v v -

» nslal uuudauaIunlugusasrusdnlviziaya'le

2.uuusvsa (Expedited Review)

> ASALEANISANHUATW Funuai

» msiAurdayanaunsaszudinidayalefoniease
warnivaau

3. uumﬁu‘;duuu (Full Board Review) J
. nsmmﬁnaumumwmaumammaumga

wnterd yokoy Fowdnbedndnfisd  scdugnen artmaloiunsiNe uas

‘Uszianaasnissusasadusssy

ﬁ.uuuunn”u (Exemption Review): ‘1s.|‘mmsn\
51 vﬂauiuaﬁos‘i’m"lu”m”mga AIUAA

> AsaldnEannlanans

> Aswaadanisisuunissau Asuadaula3aviia
aunsai

» sl uuuaaumuﬁ“lsimmsnszus\"'m"tﬁm"aqa”lm”

# ASFIENIUADYAN IR A IUUILNIU

» mMsdszuiunsdfiianns Tasen1susunssanisua
uILIU

\n'\‘sﬂsvmuwamumsﬁnm nsusziuansatgansnie

ANSANEN nsdszuiuiSauinumaiianisidaunisasau

WULWERA AR DRISTG I AuunaA e el
¥ £

Wil d oty el nddnfa  aoufugrearaeinatygounsidy um
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2 Example: Auuu??

Research Question: nisdnuwadnssuaas Aauay
U HUENISVIIWATR AIUAIEISMU Y

<+ Q: andaddasdaviin Informed Consent ?22?2?

.,

< Q! 1Un3dy vinvu 2?22?

Napakkawat Buathong. PhD. Faculty of Medicine Chulalongkorn

3 Example: 21u2ianzin quaiu ??

Research Question: unuiadarzrtudvauivg aanuiu
daruazraiudninan

< Q: Community and Cultural Concern
A:

Q: Unidu vineu 222?

u
A:

Napakkawat Buathong PhD. Faculty of Medicine. Chulalongkorn
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4 Example: 21u21nan ??

Research Question: nsdnunnénssunisvinouuas

A BUALUIVIWENINU 2
<+ Q: Recpect of Person (Ethical principle)

Q: Unidn vinenu 222?

Napakkawat Buathong PhD. Faculty of Medicine, Chulalongkorn

5 Example: a2iuzinawin ??

Research Question: nsdnmilaguiguainiauaz
wafnssumeinAnaraavifinidaanla’ Munvinn1ssneni
ARTATTUIM ceeecennannnnnns
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