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Research ethic milestones

Declaration of Helsinki Nuremberg Code

Nazi Doctors' Trial

Willowbrook 1950s
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 W

Common Rule

Baseline standard
of ethics in the US

“Ethical Review Committee”

ICH-GCP

Harmonization of regulatory

requirements of medical product
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Synonyms
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Research Ethics committee

Human Research Ethics
Committee:

: Research Ethics Board:

Independent Ethics Committee : I[EC

US: Institutional Review Board: IRB



Declaration of Helsinki (2024)

WMA DECLARATION OF HELSINKI - ETHICAL PRINCIPLES FOR

MEDICAL RESEARCH INVOLVING HUMAN PARTICIPANTS '

23. The protocol must be submitted for consideration, comment, guidance, and approval to the concerned
research ethics committee before the research begins. This committee must be transparent in its
functioning and must have the independence™>gd authority to resist undue influence from the researcher,
the sponsor, or others. The committee must have SQilicient resources to fulfill its duties, and its members
and staff must collectively have adequate education, o qualifications, and diversity to effectivel
evaluate each type of research it reviews.

The committee must have sufficient familiarity with local circu The researCh prOtOCOl must be Smeitted
member of the general public. It must take into consideration the €

standards of the country or countries in which the research is to be pe for Consideration, com ment, guidance and

international norms and standards, but these must not be allowed to res
protections for research participants set forth in this Declaration.

approval to the concerned research ethics

When collaborative research is performed internationally, the research g
research ethics committees in both the sponsoring and host countries.

committee before the study begins.

The committee must have the right to monitor, recommend changes to,
ongoing research. Where monitoring is required, the researcher must prd
and/or competent data and safety monitoring entity, especially about any serious adverse events. No
amendment to the protocol may be made without consideration and approval by the committee. After the
end of the research, the researchers must submit a final report to the committee containing a summary of
the findings and conclusions.

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



CIOMS guidelines (2016)

Geneva 2016

GUIDELINE 23:

REQUIREMENTS FOR ESTABLISHING
RESEARCH ETHICS COMMITTEES
AND FOR THEIR REVIEW
OF PROTOCOLS

...must be formally established and given

m research athics coritios o datermine whther they. sy for etical reviow and adequate mandate and support to ensure
to assess their ethical acceptability, unless they qualify for an exemption from ethical
review (which may depend upon the nature of the research and upon applicable law or
regulations). The researcher must obtain approval or clearance by such a committee

befoe bogioning the research. The researcn othis commites shouk conduc frthr timely and competent review according to

reviews as necessary, for example, when there are significant changes in the protocg

Reszearch ethics committees must review research protocols accordjns

so out nthoso Gudolnes clear and transparent procedures. ....
Research ethics committees must be formally established and given adequate mandate
and support to ensure timely and competent review according to clear and tfransparent
procedures. Committees must include multidisciplinary membership in order to competently
review the proposed research. Committee members must be duly qualified and regularly
update their knowledge of ethical aspects of health-related research. Research ethics
committees must have mechanisms to ensure independence of their operations.

Research ethics committees from different institutions or countries should establish
efficient communication in cases of externally sponsored and multi-centre research.
In externally sponsored research, ethical review must take place in both the host and the
sponsoring institution.

Research ethics committees should have a clear procedure for researchers or sponsors
to make legitimate appeals against the decigions of research ethics committees. 17



ICH GCP E6(R3)(2025) (o

ICH HARMONISED GUIDELINE
GUIDELINE FOR GOOD CLINICAL PRACTICE

E6(R3)

ICH Consensus Guideline
TABLE OF CONTENTS
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IIL.  ANNEX T ittt e et e e ee et eae et esseessenseensennees e eaeesecnean 7

INSTITUTIONAL REVIEW BOARD/INDEPENDENT ETHICS
COMMITTEE (IRB/IEC)

Submission and Communication

Responsibilities

Composition, Functions and Operations

Procedures
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Independent Ethics Committee (IEC)

whose 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,...
(ICH GCP Glossary)
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oVAUS=ADUYIVANIASSUNISISSSSUY (Inside the EC)
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a
Magnitude Inconvenience -
Type of Review Exempt Expedited

Full Board
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Risk-benefit assessment
QDO g6

QAR89

P, Risk Assessment in

Perception of PrOtOCOl ReVieW
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Site characteristics

Informed consent procedures

Investigator qualifications/ facilities @ Withdrawal criteria

COl management @ \ ~~~~~~~~~~~~~~~ / @ Vulnerability
\I/, \\/

/
4
/

Source of funding 4 Protocol § S
' Review NS Privacy & confidentiality

Sound protocol design @/ N - \®
\ Clinical and other risks

O

Inclusion exclusion criteria

Adequate sample size

Distribution and method of randomization
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A | Scientific value
1 | nannmiuaziwaHa (Rationale)
2 m‘mm‘]‘m’:‘r‘imﬂ‘imﬁlﬁﬂ'ﬁad (Literature review)
3 | d@nuszasd (Objective)
4 | suuuun13398 (Study design)
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6 | vwiadiadna (Sample size)
7 | mydmdanarmadasiiitnlasanas (Inclusion criteria)
8 | madrneadasaananlasan1sidb (Exclusion criteria)
9 | mInauanamEinsaananlazanTs (Withdrawal criteria)
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11 | maulinguanmaidns (Randomization)
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13 | nildnguaiuguniasmaan (Controliplacebo)
14 | AFmviaMansiay (Outcome measure)
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monitoring and rescue plan)
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Certificate of Exemption

No need to submit for progress/ Continuing report
Result will be released within 1 week after submission
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IRB/REC Decision: Expedited Review: )
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Go to full board review l
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02

Familiarity with the
Test Article

Qualification

05

Delegating Investigator(s)

Monitoring

ICH GCP 4.1 (E6(R2)
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1. Qualification:
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Research Ethics GCP: (3385551n157398 wag vanuuannuesuiae)
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2. Familiarity with the Test Article:
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* 393AUTZNBUVDILATINISIVYNAZNAISULTITETITU

* | J8U Ethical consideration Tulasin15298

Inclusion/Exclusion criteria
Recruitment or enrolment process
Sample size determination

References to materials and methods
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5. Delegating Responsibility:
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UVIUW?/ILLa‘”‘VIU’WI?JENUﬂ’JQEJ

YaA1uEuEay (Informed consent) waglytanansynaillnsuaydn

* n3zUIUNSVOAMUBUBRUTUAIUE ALY

* N15VBANUTULBNABIATUNIUENYTA LAUseNauniy ...

Information comprehension  voluntariness

* nsulugusay Tusnangdiasnosunatusizuie Aol

* a1 w1591 YIRATN HUNATIININNVNIY BIUINTULDNADEY

= = = = v A v Y
waza2sineulunsls1usaaurtsas lula

a & v o v LY
* yauLeNa@1INYULAT 1 ¥a (duwn) Tenanadng
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SNWYINNAUVDITIYANADATTYLLIAN
" Computer

¥ ocker

“Confidentiality”
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ICH unUINYAVHIYY (Investigator): (&
A1SAIAUQUALLATNISUDUKNIEIU

Principal Investigator
(W3duKan)

------- y * AINSURQUAUIVAQ: WIVYTVAVIIAII
: suwouauaoaomanmuUaacmaua Joya
WD: uaunmﬂmuihwau

Site Staff Ultimate e MsAIAUQUAUANANIYUDAN: mnumsiu
(NuvIU398)

Responsibility

e Service Provider (su wmmalaaumu)
(A21WSUHQuauavaa)

WIvedaviuldNuAnatulnuaUUE
VRR:(V

External Vendors  Sponsor Support: Sponsor 9198890k
il b R pie § e S ol - S e = %
(WikusSmIsmeuan) uadveiansaoduldiugame

dvndovUsuld: NUNIUNAISUDUKLIBIU (Delegation Log)

lknsaunauaviikusaisnmeuan (Third-party vendors)



ICH  qwhsounis3de (Participant-Centricity)

HLAtAS:UIUAISTUIDN

» Shift in Terminology: Wasum

[Sen?n ‘Subject’ 1Wu ‘Participant’

IWDLLEQLAVADIULATISW

« e-Consent: sovsunisiGaonau
(Jond1u, mw, 3dld) ua:ds
Interactive

o AW pAKIID: Uayadavns:iu
gawu uaslugusautiunnundu
(Clear and Concise)

Traditional

Avndovusuls: Warsaunlgdalasu wu Jala KSo Infographic

US-.ﬂOUﬂS"UDUﬂ'\SUOFDTUUUEJaUlWE)lWUFD'lUlU'\ID



ICH
A1SS19vVIUAIINUaAdaATULATAISQUANIVAISUWNE

e unuanuwng (Medical Responsibility):

uwngninsuauudwmsuizau (Qualified Immediate
S ., B - o Report to Sponsor
Physician) aavsuragaumsaaaul®nionis (siEuriii)

LWNENVKUQ O O > .
e MsS19VIU SAE: IKamsadluwous:avA

$19usv (SAE) dovsigviuce Sponsor 'fuf'  EventOcceurs Investigator Immediate
(thnawsanisau) Aware Report to

(|mmediatel}’) (W358sunsiu)  Sponsor
e MISQuUAcdLUdV: GoVUYVUWNGUSNAD
YaVKLUNSIW (KInldsuaueyn)

- - . — ' e TR i 5 GG -
avndavusuls: asrvasus:uumsaadaaniautia:msavaadayandulasanslitludoauutaus




wivaaulnalulad:
s~uunauwama§lunuu"‘ D¢

r prp— o £ Login Screen 1 Data Input | [ Audit Trails
AISAJUAUMISIUNAD - - sy 510
- \ — ) || @ i row g
(Access Co?grol). - | @ = o | === Audit Trails:
ssymaula - — e I — |11~ Uuinsavsogmsunly
(Attributable) Qe ) || E=—E= || @ ==y UufinsavsosmsuAly
| Ua:91i0ans (Roles) r e & BN ( 9) S (ns-ma:ls-alks-ikawa
= [ A ] [F =S~ k. >
\ B /\_@» [|¥=—
Computerized Systems:
- UAxuwsSaulsoiu >

9 ((Fit for purpose)) p




VISBIOUIVAISIDY (The Research Lifecycle)

AdUISU stKkIwatiuns WEMELDEL
(Before) (During) (After)

- §uyanuNIUISYSSSU - Uudionu Protocol - gosrovutalasvis
- AAWKAN: FUBULAU 28101ASVASO (Final Report)

doyaiGaviadundnozld - §US1VIUAIWAIKLN - INGUWSWANSIVOE
{fususovaulG (Progress Report) mumKkua a1S1SUzDENVSUN QDU
(Approval) - ypayudduuAluwWUIEY (Public Accountability)

(Amendment) nauusu
wWasulaua
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watnawalumaidu: aiswgvivunazwans:nu
(Deviations & Adverse Events)

amstwogvwunlasvnis
(Protocol Deviation)

noo:ls:
msmonUmnuwun EC auumb (wu
WaguAmudumuai uJaauamun)

aavmoagvls: |
s19v1U EC nun twalKkus:liuwans:=nuao
ansuasAnulasang

iamsailuwous:ava
(Adverse Events)

Aoa:ls: |
ADIULEIKIZNIVIOR dvAU KSDSIVNEN
INOAUKNLINSIU (WU sa\)Iham\)suusw
StkVduMLal HSQUOUE]SJIHE!)

aavnagvls:

S:OULKALUaVAU Lazs19vu EC nuRmu
ASOULAINMKUQ IWOKIMVLEEDEN
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anwdaugvnivnaus:losu (Conflict of Interest)

[WWawaus:lguuaiudd MsIdu KSaIKBW a1vdvwalde (KSaQukiioud:dowalds)
(192 1UQNADVUIVMISIVY KSDAIAAMWUDVKLTISIU

A wlUsvla
4 (Transparency) &

waus:lasudouad A21UQACADIVUIVAISIDY
(Personal Interest) (Research Integrity)

KanmsdAgy: KUINUDVWIDY:
msiwaus:losunudau “TulsSaviatauall” - Wawe (Disclose) COI nAsULUUCDAfUASSUAISISYSSSIU
wal masunavananduia - Judmuuwumsoans (Management Plan)
1wu 919davaaunuIinlumsiivdayalagasy

wWhkwg: wasnsAuBidoalavavaisisiusu (Public Trust)
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A55YTUTSUUNIY dN1IYLLIAIUH

% (1 S

AB9BaAnduazliAnEIINIUNIIVINITUALNITIANTS

v Y a v L =

eRaslfunnuusnIaluasdannain1sIdengnevaanniiegaususmny giiAIa1i1euldY

2uANINENAAT war Avdvasuyudiliiduiegndlunsise
29UBHITNIIANNAN IﬂenJﬁﬂmnaﬂaiuvgﬂ%gumau%aanﬁﬁﬁ%’a
giairanuityluIduslevilumsiiveu tnideiansunsnanuideaussTovingdvinis
wazdeny
8. tnAdeiaansnanuAniumivinisuaau

9. UNIYNINANMNFUHAYIUABHIANNNTLAY
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N3 lgkuINIIUUREINS

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

UnUaedng AUUasnngLasaIann1NULEiUn3IUN15IE

Belmont report:
Respect for person, Beneficence, Justice

Declaration of Helsinki (2024) - nngNnyin28Nn19n15WNe
CIOMS Guidelines (2016) — UNIVENINFVNIN WHANITTUANAATHAZTIAUANENAT
ICH GCP (E6 R3) - d1%5UN1SNAA2INI9LNEUN U LLasLAI DU aLNNE

Common Rule (2018)- dwiuun3deluaarduniunuuae NIH




wusiaswwardnaAsAuluuuyd
(Partnership for Human Dignity)

lLa=s:=1UguUISIVYUavNIU
Wisua "onans”
LA "tnsir:davau"
ansuasdauavLNIUISIU

ARUENSSUNISDSESSSUY
[uls "guassn"
~ udno "wwnA"
NE8BNMOLNQNGY...

VIU3PFNMIVAVAUAIFASNAONAQ ADHAVIUNGAADVAVNIVIBINIS
(Scientific Merit) uazvaviunivasesssu (Ethical Merit) ]~

{
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Responsibilities of
IRB and Investigator
UNUIMUAZATNTIVD 4
AZNTTUNITVIYFITUILASUNIE

12 §u1eu 2569
Anothai Pocathikorn, PhD
Faculty of Medicine, Prince of Songkla University
Thank you for your attention
y Q&A
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