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Individual, Group, and Community Vulnerablility

19. Some individuals, groups, and communities are in a situation of
more vulnerability as research participants due to factors that may be
fixed or contextual and dynamic, and thus are at greater risk of being
wronged or incurring harm. When such individuals, groups, and
communities have distinctive health needs, their exclusion from medical
research can potentially perpetuate or exacerbate their disparities.
Therefore, the harms of exclusion must be considered and weighed
against the harms of inclusion. In order to be fairly and responsibly
included in research, they should receive specifically considered support
and protections.

(Declaration of Helsinki 2024)

Individual, Group, and Community Vulnerablility

20. Medical research with individuals, groups, or communities in
situations of particular vulnerability is only justified if it is
responsive to their health needs and priorities and the individual,
group, or community stands to benefit from the resulting
knowledge, practices, or interventions. Researchers should only
include those in situations of particular vulnerability when the
research cannot be carried out in a less vulnerable group or
community, or when excluding them would perpetuate or
exacerbate their disparities.

(Declaration of Helsinki 2024)
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The Belmont Report (1978)
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Vulnerable group

Adult incapable of giving informed consent
Terminally ill patients
Children and adolescents

Woman / Pregnant and breastfeeding women

Students / Prisoners / Minorities

Research involving

adults incapable of giving informed consent
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Research involving terminally ill patients
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Women as research participants
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Pregnant women and breastfeeding women

as research participants
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Research involving students
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Research involving students
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Research involving prisoners
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Research involving minorities

Protection
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Informed Consent Process
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CIOMS Guidelines 2016

= > =Q~ - @w . @_ 1. Scientific and social values 7. Community engagement

. Research conducted in 8. Collaborative partnership
b low-resources settings 9. & 10 Informed consent ]
3. Equitable distribution of 11. & 12 Collection, storage and
benefits and burdens use of biological materials
International Ethical ‘ Potential benefits and risk and data of health-related
Guidelines for : 5. Choice of control in research
Health-related Research Clinical trials 13. Reimbursement &
Involving Humans . 6. Caring for participants’ compensation
d health needs 14. Rx and compensation
Organieaons of Medica Sconces (CIOMS) 15. - 19 Vulnerable groups

in collaboration with the ” =

World Health Organization (WHO) - -
20. Research in Disasters and diseases outbreaks

21. Cluster randomized trials

22. Use of data obtained from the online environment and
digital tools

23. Requirements for establishing research ethics committees

24, Public accountability for health-related research
. Conflict of interest

jcalGuidelines.pdf

https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-
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Outline

AMNKAN2UDY Informed consent
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o Informed Consent

GUIDELINE 9:

International Ethical Researchers have a duty to provide potential research participants with the information

Guidelines for g and the opportunity to give their free and informed consent to participate in research, or to

Health-related Research
Involving Humans

decline to do so, unless a research ethics committee has approved a waiver or modification
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.
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A

- What is informed consent?
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Informed Consent
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Outline

AMNKAN2UDY Informed consent
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aIUd 1AV Informed Consent
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Example: Participant Information Sheet - Disclosure
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U.S. Department of Health & Human Services. (45 CFR 46.116(a))
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Example: Participant Information Sheet - Disclosure
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Example: Participant Information Sheet - Voluntariness
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Example: Participant Information Sheet - Comprehension
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» Simple (presentation in understandable language)

To build the
context and
interlink the
events

To be easily
noticeable
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/

Story

Rather than
Question

\

é N

Color

Rather than

Black & White

h 4

Box

Rather than
Text only

y

A

4 )

lHlustr-
ation

A

Source: Koonrungsesomboon N, et al. Indian J Med Ethics. 2016;1(2):83-6.
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B

To highlight key
words and
attract attention

To enhance
comprehension
and retention

Informed consent

N3ITUIUNIT

WHO
WHEN
HOW

SWUEC
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Process: Who?
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Things to Remember
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Recruitment metho
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Outline

AMNKAN2UDY Informed consent
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(Participant Information Sheet: PIS)
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Informed Consent
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Participant Information Sheet
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Informed consent

IuaInaNLAgITaa NI duLisay (coercion)
n13341a (inducement) N13NAGH N1IMAanlAiTa (deception)
LREZANENNLRAININTUIAANNTLRATAY (exculpatory language)
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Assent
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Child Agreement

or A n
Adolescent ( SSE t)
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d

Parent or
a legally authorized
representative (LAR)

113

Assent & Consent

¢ Children 1-6 years old: parental consent

® Children 7-12 years old: use assent form for young children with

parental consent

® Children 13-17 years old: use assent form for older children with

parental consent

® >18 years old: use adult consent form

SWUEC
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Re-assent and consent at youth and adult milestones

The researcher should consider whether re-assent or assent of children
is required

¢ Assent of children who reach 7 years old
® Re-assent of subjects who turn 12 years old

® Consent of children who turn 18 years old

SWUEC
115

Assent form for children 7-12 years
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N1322ANNENYdNE (Re-consent)
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(INCOMPLETE DISCLOSURE/ALTERATION OF |
CONSENT)
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(INCOMPLETE DISCLOSURE/ALTERATION OF INFO
CONSENT)
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AN UdY Informed consent
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N13LNLIBNIITVAANNEWLININTAINIIAHIDHUNATD

(Waiver parental permission)
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Layer 1: Key Information (Summary for Participants)
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Layer 2: Detailed Informed Consent Form (ICF)
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Jaan Critical to Quality (CtQ) factors 1w Layered ICF
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Informed Consent Process
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Privacy and Confidentiality
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International Ethical Standard
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!

Declaration of Helsinki

International {
Standards |

CIOMS International Ethical
Guideline

ICH GCP

Basic ethical principles
(Belmont report)

J

Common Rule *

A

Declaration of Helsinki 2024

Privacy and Confidentiality

45 CFR 46

UNAN ICH GCP, EU Regulation W&z CFR. 813T8333385534
mysuluanludszindlneg I 21 aduf 2 w.a.2564 (fercit.org)

24. Every precaution must be taken to protect the privacy of research

subjects and the confidentiality of their personal information.
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THE COMMON RULE (2016)

® §46.111 Criteria for IRB approval of research

(7) When appropriate, there are adequate provisions to protect the privacy

of subjects and to maintain the confidentiality of data.
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The Personal Data Protection Act B.E. 2562
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tauaduuananiinuasidendau (Sensitive personal data)
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AL wa14A7 (PRIVACY) = Person
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Pa4a2a13dMAAA (PRIVATE INFORMATION)
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Pseudonymization (ﬂﬂittﬂdfﬂﬂa) A19NY Anonymization
(BenrizayatIwIN)
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A

Personal sensitive data

This is the full data including
personal and specxall data

Name John Briggs
Date of birth 14.0487
Email jo89@mail com

User ID john_briggs_89

Health type 1 diabetes

A

Pseudonymous data

IDs are replaced with pseudonyms.
Sensitive data is encrypted.

Names User-78463
Date of birth 140487
User ID

Health type 1 diabetes

Vv

Anonymous data

IDs removed § sensitive data
randomised’generalised

Male
30-49

it

Health type 1 diabetes

isc?
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Personal Pseudonymized
information data

ANONYMIZATION

Personal J Anonymized
information

data

IRREVERSIBLE
Jane Doe X

dataprivacymanager.net
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* \Whole genome sequencing

Privacy invasion

® Invasion of privacy is the unjustifiable intrusion into the personal life of
another without consent.
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Breach of confidentiality

® A breach of confidentiality is when data or private information is disclosed
to a third party without the data owner’s consent.
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Breach of Confidentiality
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