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What Is Informed Consent?
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- Informed Consent

o’

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 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 i
World Health Organization (WHO) I
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The Belmont R€B
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% 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
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Valid Informed Consent

Valid Consexn\k
v

\

) Voluntariness
Information Free Decision
Sufficient Information

Comprehension
Optimal Understanding

Source: Belmont REpAgKOonrungsesoniboenal. Trans2Ré&fl 7 7:68
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Process: Who?
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Process: When and How ?
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Process: When and How ?
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Recruitment Plans

AHow will you obtain contact informationparpoiiesuits
AWhat are methods for coatattimgting? Ee K
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Recruitment & Belmont report
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Recruitment method
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Recruitment method
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Quadified participants in
this study will receve all
study-refated care and
investigatonal medication
at no cost and may also
recenve compensation
for time and travel.

Izheimer's Disease?

1 wrn think wres may aualife S this clinieal samarch
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WANTED FOR
STUDY ON
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