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Ethical Guidelines

Belmont report - joms Guidelines (2016) WHO GCP (2005)

Common Rule:
(Subpart A, 45 CFR 46) (2018)

Declaration Of Helsinki (2013) ICH-GCP E6(R2) (2016)


https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pdf
https://archive.org/details/belmontreporteth00unit/mode/2up
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ROLES AND RESPONSIBILITIES OF
ETHICS COMMITTEE

Outline

* augnAnylaznunaas Ethics Committee
* unuuiinees Ethics Committee

* AnaNtiRLazesAlszneuaas Ethics
Committee
* dumauninenees Ethics Committee
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ANUZNITUNTVILBITN

* Independent ethics committee (ICH-GCP)

IEC

2( * Ethics Committee (EU)

s * Institutional Review Board (US)

kg * Ethics Review Board (Canada)

R Human Research Ethics Committee (Australia)

The Ethics Committee

FAAULNIINNNINANTNNAILEIIN (IRB 438 IEC )

ANZNFTNNITNANTUNRs 8 aTaNszananniu

(Institution Review Board Committee; IRB)
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(Independent Ethics Committee) wsa CREC lutlszimalng
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* The IRB/IEC should safeguard the rights,
safety, and well-being of all trial subjects.

* Special attention should be paid to trials that
may include vulnerable subjects.

* The IRB/IEC should conduct continuing review
of each ongoing trial at intervals appropriate
to the degree of risk to human subjects, but at
least once per year

ICH-GCP 2016

Roles

inilas(AnAsas) AnpAs AnE ANLARASE UATASAANIW
YA INFINUT BT 159TATINITIEYINAY
(Safeguarding the dignity, rights, safety, and well-being of all actual
or potential research participants)

TuAmusnunIaalundasasssanisiagaadlasanisiaslu

Ny ra9lATINITTIAUN

WHO GCP, 1995.
WHO. Operational Guidelines for Ethics Committees That Review Biomedical Research, 2000.
WHO. Surveying and Evaluating Ethical Review Practices, 2002
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ARIZNTTUNNIABININTUIDE UUNUF IV
VIANATUSTINIILNUFIUENG

Belmont report

nOISIOSn ICH-GCP E6(R2) (2016)

NUREEERG CoDE1847)
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Nuremberg Code

Declaration Of Helsinki (2013) CIOMS Guidelines (2016)
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https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pdf
https://archive.org/details/belmontreporteth00unit/mode/2up
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AMENISUNSABIANEUIUAU SOP

WaliiATaUANNMITATILITUYBIAMENTINNTITYTITUNTIAY

1. Tas9a5196a209AUT2NBUANENTTNNTIILSTINNTINBNEINUNYBE

2. msujifsenadasiuuuinisaina ulsuie szideu datefuves
dn10u uaznguanevaUszing

3. NFZUIUNISNAITUINUNIULATINITIVYAIUISEFTITUNISIY
4. ASLUAUNISVAIINITIUTBILATINISIRY

5. NNSIANITATULBNAITNIADY TEUTNHAZNENEINTIVLETARY

FuuvuiitedavinunasgunsufiRcauvaseusnssunissiessunsidefeafuuyed nsenstssisagy atuil e : we. weom
https://kb.hsri.or.th/dspace/bitstream/handle/11228/5272/hs2606.pdf?sequence=1&isAllowed=y 13

SOPs (Standard Operation Procedures)

Distribute to =~ Made publicly
all members available

Reviewed
periodically
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Outline

* AnaNtTRLazasAlsznauaay Ethics

Committee

AMENUAVDIAMENITUNITAIUTILSTTNIY
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m Anuluddse (independence)
m ANEIU15a (competence)
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m AMNlUssld (transparency)
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AMANUAYDIAENTINNITATUITESTTA
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» duquegiaties 5 au (ICH GCP 3.2.1)

> nssunisegnstios 1 au fanuadalusendnitldleinermans
(ICH GCP 3.2.1, WHO) Nonscientific

> nssunisegnsdios 1 au Lildianulusaduniosauiitse
(ICH GCP 3.2.1, WHO) Nonaffiliated

> fiannunanvatgveedu113n (WHO)

> laiaasfiwelfsn (WHO)

Nonscientific or Layperson Liaillufaunuvasananasiag fazidrlaneusunvas
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Nonaffiliated committee taidunisuansfsaulusela uazanududaselunisiansan
SusadlasanisIBu

Transparency, Accountability, Quality

20
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https://www.hhs.gov/ohrp/node/4414/index.html
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Scientific member

Most IRBs include physicians and Ph.D. level
physical or biological scientists. Such members
satisfy the requirement for at least one scientist.
CFR 56.107(c)

Members whose training, background, and
occupation would incline them to view scientific
activities from the standpoint of someone within
a behavioral or biomedical research discipline
should be considered a scientist (OHRP)

CFR 56.107(c)

Non-scientific member

* Members who had little or no scientific or

medical training or experience.
Eg. lawyers, clergy and ethicists ; CFR 56.107(c)

Members whose training, background, and
occupation would incline them to view research
activities from a standpoint outside of any
biomedical or behavioral scientific discipline
should be considered a nonscientist.; OHRP



Lay person

The entity establishing the REC takes the following factors into
consideration when appointing members.

l.

o

Members include individuals with scientific expertise, including
expertise in behavioural or social sciences; health care providers;
members who have expertise in legal matters and/or ethics; and
lay people whose primary role is to share their insights about the
communities from which participants are likely to be drawn.

Lay people and other members, whose primary background is not in
health research with human participants, are appointed in sufficient
numbers to ensure that they feel comfortable voicing their views.

NIFUNI

WHO 2011

nssuN1slszan

(regular
member)

NITNNITANNU

(alternate
member)

Nisnu1adse

(independent
consultant)

28/08/66
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Independent consultant

e Vote laluu?

IRBs may invite consultants to assist in the review of a particular study when expertise is
required beyond or in addition to that available on the IRB (45 CFR 46.107(f); 21 CFR
56.107(f)). If the IRB uses a consultant and the consultant is present at the convened meeting,
the minutes must include the name of the consultant (45 CFR 46.115(a)(2);: 21 CFR
56.115(a)(2)), and should include a brief description of the consultant’s expertise. In accordance
with 45 CFR 46.107(f) and 21 CFR 56.107(f), the consultant may not vote with the IRB on the
study.

EA.Bankert, R} Amdur
Institutional Review Board Management and function 2" ed.
OHRP

EC members

* Regular rotation of members is desirable for
balancing the advantage of experience with
that of fresh perspectives.

WHO
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soenauarheddedluisesiu EC 18 nu?

Senior decision-makers of the entity creating
the REC, or of any organization that sponsors
or conducts the research reviewed by the REC
(such as the director of an institution, or his or
her agent), do not serve as members of the
REC or its Chair;

Standard 4. Independent of REC: WHO

EC Responsibilities

Initial review

Continuing review

SAE, deviation, non-compliance
Site inspection

Education dqi43ua3a6994n199¢19U 219N
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Type of review depends on risk

Expedited Full board

Risk Haen Minimal risk  More than minimal risk



Minimal risk

The probability and magnitude of harm or
discomfort anticipated in the research are not
greater in and of themselves than those
ordinarily encountered in

* daily life or

* during the performance of routine physical or

* psychological examinations or tests.

ANSNUNIUNAITUIIATITIINISIFE

Criteria v
Risks Negligible
Magnitude Inconvenience

Type of Review Exempt Expedited Full Board

28/08/66
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ANSNUNIUNAITULATITIINISIREY

Full Board

TdnssunsitldSuneuung

Expedited

#5ulu Certificate of Exemption

Exempt

More than Minimal Risk

., aw d. = .
® Tasesnamsieiniianuidesio

oranaiins wazliivine expedited

inimal Ris

| Lo

audesitliifudennudessiriuvesyana - X
9138 exemption

aya

® Tasssumsisviinssitlusnanaiiasii
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45CFR 46
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GHIPERILENTG N

NN aNaliaisufivyslsniiinnndnazld

nMsAnianandalasfeslinnuviniisuay
Aodin1sAnmuaulasnievesenddinsagamnIzE
#aediasn15qua privacy uazinw confidentiality ag1amanzsy

faefitsnsguananaiinsniniilemaifin coercion %38 undue influence

v A vy oy a a o cd < v
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45CFR46 846.111
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Site characteristics

Investigator qualifications/ facilities e ? /p
COI management e \ ~~~~~~~~ / @ Vulnerability
\/’ "

Source of funding f Protocol M
\ Review M Privacy & confidentiality

\
\

Informed consent procedures

Withdrawal criteria

/

Sound protocol design @/ - , \a
/ \ Clinical and other risks

Adequate sample size ho)
@ Inclusion exclusion criteria

Distribution and method of randomization

35

Criteria for approval of initial review
and continuing review

10T sAu Usunun LT

audonlas gfiozlsd?

Minimize risk Equitable selection
Risk are reasonable

OHRP

Informed consent
Appropriately
document

Adequately
provide for
monitoring the
data collected to
ensure the safety
of subjects

28/08/66
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Criteria for approval of initial review
and continuing review

Confidentiality

Adequate provision of
Privacy and
confidentiality

Additional safeguard
To protect
vulnerable subjects

OHRP

ANSNUNIUAIUDIYFITY

N15UT2IulATINITAINTTAUAUEY Salfilu 5 uuuu Ao
» flaudsdsifiuanudeadniios (minimal risk)
¥ flaudsadundianudsadnies witiusslevddesaaadasinense
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aandululdnagldsuanudineaiulsavseanitzienanasiastu

a = ' L v & ' ' a a ¥

» fanuidewasusslevidlinseiuiinarauudmng 3 ngu udenaiilomaiiazdila
wialasiunSaussmiymheussinsznuguamuazanuduegifves
EUGRGHGE
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*  msihwialnuduvastaya (Confidentiality of data)

Focus group

a ' aw £
*  msRaTauIUlasIsenIsIIgednesaunauNnIulunsdl

* nguyaAaTisauLauaziUs1zUIe (Vulnerable subject) LU 1in
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* msdvitldemasnlunguaugu
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naudaunauaziusnzu1e (Vulnerable populations)
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ASNUNIUATUISISITH

n13398luyuvy (Community Research)

> n158du393U0uNYY

o = o= a a 7
> msAnflsfevuusssuflonyszind vasyuvuiue
> nsiihwusihuuyy
> N52UAUNMTVANNEULRN

NISNUNIUATUISYSTTH a2

N153398M19WUgAEAS (Pharmacogenomics Research)
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Approval

s (el w. Py, Awifadh,
wiu fustyuaoul ulvoslwed, Aaws:
doNaduninfifiauadofiuseyu. (U, a)

Require
modifications in
(to secure
approval)

Disapprove

Approve with

. Defer a decision
conditions

OHRP

22



28/08/66

ANSHAINANITNANTUN
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ASAANIUNIYNAINITIUTDY

Post-Approval

ollow

47

ANSNUNIUNIENAISUTBIIATITIINISIVY

N N

asseaualuudluiiufAnlases1en1side (Protocol amendment)
A35189°UAMUAIMEIN15IY (Progress report)
AsseuAMuUasany (Safety reporting)
= - e wva ' av aw v v

nsseaunsilsavursebivfiinulasesmsidenldsunisiuses
(Protocol deviation/ violation/ non-compliance)
N13518971UEUNEN15338 (Final report)
N1591891UN158AIATINNTILRBUMMUA (Premature termination or
suspension of a trial)

4 oy oa oA aw )
Msseusadesisuieliulasinisdde (Complaint)

ICH GCP Guidelines 3.3.8

48
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MIAAMUNUMINIATINTIVBANIUNTTVIBIDTUFITUMTIVY
(Continuing Review)

- Progress report

- Protocol deviation/violation
- Protocol amendment

- Closing report

- Serious adverse events

Role of EC in continuing review

* yinsnunaulasanisideduszas nelugasanmnizasiv
AYNIRENTRatATINNTIAETI aeletiaelain 1 1

P A o PRI oo om
° mmmmﬂummam:wﬂm V]L‘].IE\‘?L‘].Iuiﬂ@’miﬁﬁ‘ﬂﬂ’\’ﬂ@ﬂ%@iéllm
| ~ a & . A &
Lmﬂmﬂ’mﬂ@ﬂmm@\ﬂmmmuﬂ@ummammmu%mmmmz
NITNNIT

= o dl a A wal
* AMZNIINNITY HanunAlunsEaNAaR N IATINITUTaNaLNNe TN

M UTUNNNEINRAAINS UNUAIZNITNNNT 161
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Uszigunnuves

1 o = a o dl Yo o
* limufiunnsadanuin laiue s
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* Tdmaunisineauuenmiiaanniszyldlulassianieiae

o ==K U 1 v = o ==K ] Y

* tunndayaldasudauisaiiunnlignaas
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* TdranudaianaiianssiamanisalliielscasiEausaun
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% ' % 4 v 1 Y]
desaananuanumIvihmealy 30 Juneuiu
vinnoglvin??

» The IRB performs continuing review and re-approves
(with or without conditions) the research within 30
days before the IRB approval period expires, the IRB
may retain the anniversary of the expiration date of
the initial IRB approval as the expiration date of each
subsequent one-year approval period.

OHRP
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Mludiesiiorsan final report

e Allows EC to close its files

* Providing information that may be used by the

IRB in the evaluation and approval of related
studies

US FDA FAQs

Site visit

Maior SAE: Life
Critical events alo threatening or
deviation

death

Y v = ! A o 1
UDTANETEU ANABNAIDEN
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* NEsHAZNARADYRIAMENTINNINNATU AdTaLIuT uduiu

waziiuinwnuAsadunsunsgu (SOP)

* nasineg avsusnenls ednetdeeiige 3 U nasnisAnenasediu
(ICH GCP 3.4)

ICH GCP Guidelines 3.4

ROLES AND RESPONSIBILITIES OF
RESEARCHER

28/08/66
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A5u129398 (Subinvestigator)
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1.Qualification

2.Familiarity with the Test Article
3.Compliance

4.Monitoring

5.Delegating Responsibility

ICH GCP 4.1-4.13
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2. Familiarity with the Test Article:
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Belmont Report (1979)
1.Respect to person
2.Beneficence
3.Justice
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Inclusion/Exclusion criteria

Recruitment or enrollment process

Sample size determination

References to materials and methods

Ethical considerations
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5. Delegating Responsibility:
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* Computer

e Locker
“Confidentiality”
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ICH GCP Guidelines 3.3.8

Ethical misconduct

Undue Inducements
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Scientific misconduct

Ethics and science CANNOT be separated

A scientific question and the ethical responsibility
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