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Individual, Group, and Communiulnerablility

19. Some individuals, groups, and communities are in a situation of
more vulnerabilityas research participants due to factors that may be
fixed or contextual and dynamic, and thus arteyreater risk of being
wronged or incurring harmWhen 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 shouldceive specifically considered support
and protections

(Declaration of Helsink024)

Individual, Group, and Communiulnerablility

20. Medical research with individuals, groups, or communities in
situations of particular vulnerability is only justified if it is
responsive tdheir health needsnd priorities and the individual,
group, or community stands toenefit from the resulting
knowledge, practices, or interventionResearchers 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 Helsink024)
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vulnerable to coercion or undue influence, ... additional
safeguards must be included in the study to protect the
rights and welfare of these subjects.”
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Vulnerable gro

Adult incapable of giving informed consent
Terminally ill patients

Children and adolescents
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1. Scientific and social values 7. Community engagement

Research conducted in 8. Collaborative partnership
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 4. Potential benefits and risk and data of health-related
Guidelines for 5. Choice of control in research
Health-related Research |1 Clinical trials 13. Reimbursement &
Involving Humans _ 6. Caring for participants’ compensation
health needs 14. Rx and compensation
Prapieed Ly the Come tor bmoronsl | I 15. - 19 Vulnerable groups

Organizations of Medical Sciences (CIOMS)
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

https://cioms. etxbnrpent/uplmml\NEBIOMS
hicalGuidelines.pdf
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Understand

Making decision Freely

Informed Cons

International Ethical
Guidelines for

" | Health-related Research |

Involving Humans

aaaaaa

GUIDELINE 9:

Researchers have a duty to provide potential research participants with the information
and the opportunity to give their free and informed consent to participate in research, or to
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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Process: Who?
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Process: When and How ?

Process: When and How ?
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Process: When and How ?

Things to Remember
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Informed Co
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Assent & Consent

AChildrébyears pfgarental consent

AChildrén2years plsse assent form for young children
parental consent

AChildrél 7years plse assent form for older children
parental consent

A>18years puse adult consent form
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Declaration of HelBaiki

Privacy and Confidentiality

24 Every precaution must be taken to protect the privacy
subjects and the confidentiality of their personal informa
A2Wa-e6E0E0-1 EAE- Acsaabde
d0Aéo0Aedax=0UA-TAUeA-0eé0a4a

THE COMMONZRRUEE (

ARL6.1riteria for IRB approval of research

(7 When appropriate, there are adequate provisions to |
of subjects and to maintain the confidentiality of data
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GDPR (General Data Protection

AGeneral Data Protection Regulation (GDPR) is the tout
security law in the world pdsseabbgrthenioTieU)
regulation was put into efg2@iB8May

AFines for wviolati ngOonilibneor
&% of global revenue.

Consent

AConsent mustdmdy given, specific, informed and

ARequests for consentcieadylmistinguishable from the ot
matte@nd presentedkiar and plain language.

AData subjects can withdraw previously given consent v
and you have to honor their decision.

AChildren uriciean only give consent with permission froi
parent.

AYou need to keep documentary evidence of consent.
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Personal sensitive data Pseudonymous data
This is the full data including IDs are replaced with p
personal and specul' data Sensitive data is enr,rypud,

Name John Briggs Names User-78463 Sex Male

Date of birth 14.0487 Date of birth 140487 Age 30-49

Email jb89%@mail com Email

User ID jehn_briggs_g9 User ID

Health type 1 diabetes Health type 1 diabetes Health type 1 diabetes

isc
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Personal Pseudonymized
information data

ANONYMIZATION

Personal J Anonymized
information

data

IRREVERSIBLE
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Privacy invasion

Alnvasion of privacy is the unjustifiable intrusion Into the
another without consent.

Breach of confidentiality

AA breach of confidentiality is when data or private infor
to a third party without thésdadasemher
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dO ¢ é
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Breach of confidentiality
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EC/IRB review of protocol a

Review Criteria for IRB Approval
« Scientific aspect * Risk is minimized
* Ethical aspect ) * Risk is reasonable to anticipated benefit or
« Informed consent importance of knowledge
aspect * Selection of subjects is equitable

* Adequate protection of privacy of subjects
and confidentiality of data

* Valid informed consent
* Additional safeguard for vulnerable persons

Common Rule

SWUEC
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Privacy & Confidentiality

EC/IRB review
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Breach of Confidentiality
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