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\/J Research ethic milestones

Declaration of Helsinki

9

Nuremberg Code
Nazi Doctors' Trial

Willowbrook 1950s ‘
Jewish Chronic Dis.Hosp.1960s

Thalidomide Study 1962 9
Milgram Study 1963
CIOMS Guidelines

Research initiated in developed countries

National Research A P 4A5CFR46

Common Rule

Baseline standard

of ethics in the US

“Ethical Review Committee”

ICH-GCP

Harmonization of regulatory

requirements of medical products
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To protect right, safety and well-being of research participants
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Belmont report:
Respect for person, Beneficence, Justice

Declaration of Helsinki - YAaINTN1N1ISHANENNNIENINITUNNE
CIOMS Guidelines — UNIFUNNFUAIN WHANTIUAEATUAZHIANAEAT

ICH GCP - §1%5UN15N0a29N19LNauN uanLasLlasaadiannne
Common Rule - g w5uiin3dglugariuniunuvas NIH
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Equitable distribution of 11. & 12 Collection, storage and
benefits and burdens use of biological materials
Potential benefits and risk and data of health-related
Choice of control in research
Clinical trials 13. Reimbursement &
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15. - 19 Vulnerable groups t

Research in Disasters and diseases outbreaks

Cluster randomized trials

Use of data obtained from the online environment and

digital tools

Requirements for establishing research ethics committees U

Public accountability for health-related research

Conflict of interest )




Informed Consent Process
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A14KU18UBY Informed consent
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(Participant Information Sheet: PIS)
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(Waive of Informed Consent)
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\/ " What Is Informed Consent? )

“A process by which a subject voluntarily confirms his or her willingness to
participate in a particular trial, after having been informed of all aspects of the trial
that are relevant to the subject’s decision to participate.” - GCP (ICH E6R2, 1.28)
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| N15LU1594 — GCP (ICH E6R2, 1.28)
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World Medical Association Declaration of Helsinki

Ethical Principles for Medical Research
[nvolving Human Subjects

Informed Consent
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Informed Consent

GUIDELINE 9:

International Ethical | Researchers have a duty to provide potential research participants with the information
Guidelines for > and the opportunity to give their free and informed consent to participate in research, or to
Health-related Research | decline to do so, unless a research ethics committee has approved a waiver or modification
Involving Humans B of informed consent (see Guideline 10 - Modifications and waivers of informed consent).
= Informed consent should be understood as a process, and participants have a right to

withdraw at any point in the study without retribution.

Prepared by the Council for International
Organizations of Medical Sciences (CIOMS)
in collaboration with the
World Health Organization (WHO)
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What is informed consent?
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Principle of Respect
for Person

(BaNAUAITWIUYAAR)

| &
__/ ~ °The Belmont Report (1978)
N\

nsasnluAnaAsA ULy ed
(Respect for human dignity)

n1stAswluntsiiaudugeuinsun1side lagusnnaiivaya
agraingawaunaziidastlunisangula
(Informed consent and freedom of decision making)
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(Respect for vulnerable persons)

n1staswluanududiusn uazsneraluay
(Respect for privacy and confidentiality)
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Respect for Person Beneficence o no harm)
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Autonomy
H9daszlun1sanaula

Right to privacy
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Right to have information
anslunisiuiveya

9

Psychological harm
N19911318N1930 19

Embarrassment

%

A1dBUDNY

Loss of employment
N15gayLHEeY

= | Legal liability
| nsSullamengviang
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RANNISVIAUBUYDUAY Belmont report

Justice
NANAIUYATITY

Equitable in selection
OB ERRIR RN

Vulnerable group included

Liinaniiannng
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AIMUEIAEYUBY informed consent
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"

ATUEIAYVDY informed consent

“+ Good Clinical Practice (ICH E6R2, 4.8.10)
%+ Declaration of Helsinki 2013 (Art. 25-32)

% Code of Federal Regulations (45 CFR 46.116)
+ International ethical guidelines (e.g., CIOMS 2016, Appendix 2)
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Essential Elements Required




Outline

A2TUKNN8UDY Informed consent
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Comprehension When/Wh'ere.
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@ Setting

. Language
Disclosure of %-
Information i SO

Understanding

"
Expression of choice

Free ch0|ce
Voluntary &
_
No undue influence \/
~ - )
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Valid Consent / - .
Decision making

capacity




Undue influence

nslduungnge livinlvilugden

lailvdandasn1susanlaglaila
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Sufficient Information
Optimal Understanding
Source: Belmont Report (1979), Koonrungsesomboon N, et al. Trans Res. 2016; 177:6-18.
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Process: Who?

E-J ANULRUIZEN

Lidudnasiinalilianunsadadulalilaedase

* Coercion: UUUIAUNINIIANTINIGD DY

*  Undue influence: 4aNswanan1sanaula lvinawdi1siy
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Process: Who?
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Recruitment
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Wy o
Recruitment = Beginning of Informed Consent Process

TR )

Inform 'ﬂ‘ ‘m 'ﬂ‘ Reconsent (NsaIN3eNUAD safety etc.)
m Potential subjects ﬁi =

Recruitment Obtaining Retention

Consent

KX

AN5855%/N15L010 9

“AMNo1d1duns”

(Potential subjects)

Specifying that no subject should be admitted to a trial before the IRB/IEC issues

its written approval/favorable opinion of the trial. (ICH GCP 3.3.6)
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When
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Where
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How
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Respect for Person
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Recruitment method
JUnaUUNISITYYIUEUNAN

* nIstaRNNaNYTEYINg
® Fairness of population
¢ Privacy
* NISUININFNUTTYING
* 33y how Tunisunaualasenis
* IANNUNY, TUUTZAA, LHUNY, LUIDIAERAT
* 3%y who 1un'15m|,auaiﬂian'ﬁ

. Lmea NEUA, 1N398, JUITEUY, FUTNATIUATY, KIINYNYY
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\/ “Recruitment method & Privacy
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* JunInsavIUNY coercion waz undue influence
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1iNA2D14 Society and researcher benefit
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J Recruitment method
UsELauUNnuUas

, A
Cold Contact/Calling
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Recruitment in classrooms

+ INUTITUVIA T power imbalance ¥nINNEInguazLAN

(nganizaz-unteu) a3slinasvinnidni recruit wiAI59
Yy A

nuMluAaudITaU
VU Av Y v a < = o v

- UNIYADIYTLASTIUVIRVDILAN WASHLNUNITILNA
USI8INIANDUARIENINTER
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998 M43l non-research alternative activity Tviaunly
v ' Av Yo Y . = Y a a6 v
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Recruit your students and staff
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0-3941

ment@mail.nih.go

Quadified participants in
this study will receve all
study-related care and
imvestigatonal medication
at no cost and may also
recewve compensaton
for time and travel,

Do you have

Izheimer's Disease?

1 v think wres may aualify S thi clinieal memarch

©

- Froe of diabetos?

l#

PARTICIPANTS

WANTED FOR |

STUDY ON
LIVER CANCER
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. Pan1ulunsiaLgylu recruitment materials

* szyInlu lnsan1sAneIve
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3 Examples of Recruitment Materials ~

°* InuNYDIR1aEUAS (letter)/tandT5TLaI07EdUAT (PIS*)

®* Advertisement
® WHUWU posters nilsddNUW Ads. Usenedng TV
* Video W%gatﬁlmﬁ’u‘lmamﬁ%’a

* Web posting %39 Page

* Scripts (14U telephone script, script §1%5U%v@ verbal consent)
o #asl¥ EC fansaun ianny (text) fagld

. < ° dl v = 1 dl
* Infographic A25tUU version NaglnszsUnuLiINafaN1THREHS
* yanagdnazmeuwnIila wu public billboard #asaya Fruntuu datidng vse Viulwdla
*pIS = Participant Information Sheet /

A e o9 )



Recruitment materials
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Valid Informed Consent
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Valid Consexntk
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— Voluntariness
Information Free Decision
Sufficient Information
Comprehension
Optimal Understanding

L' 4 3 )
Source: Belmont Report (1979), Koonrungsesomboon N, et al. Trans Res. 2016; 177:6-18.
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Informed Consent Process
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Informed Consent
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Thank you for your attention &

Q&A
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