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ETHICS COMMITTEE: CRITERIAL FOR APPROVAL

Risks to subjects must be minimized

Risks to subjects are reasonable in relation to anticipated benefits

Selection of subjects is equitable

Informed consent must be sought

Informed consent will be appropriately documented

Adequate provision of monitoring to ensure the safety of subjects

Adequate provision to protect privacy and confidentiality

[The Common Rule]
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RISK - BENEFIT ASSESSMENT: EC RESPONSIBILITY

* To verify the scientific/social validity

of the research ’ ‘
e To ensure that the risks that the ‘ .
participants are exposed to are -

necessary, justified and minimized




DECLARATION
OF HELSINKI
2024

6. Medical research involving human participants is
subject to ethical standards that promote and
ensure respect of all participants and protect their
health and rights

Since medical research takes place in the context
of various structural inequities, researchers should
carefully consider how the benefits, risks and
burdens are distributed




DECLARATION
OF HELSINKI
2024

16. In medical practice and in medical research,
most interventions involve risks and burdens.

Medical research involving human participants may
only be conducted if the importance of the
objective outweighs the risks and burdens to the
research participants.




DECLARATION
OF HELSINKI
2024

17. All medical research involving human
participants must be preceded by careful
assessment of predictable risks and burdens to the
individuals and groups involved in the research in
comparison with foreseeable benefits to them and
to other individuals or groups affected by the
condition under investigation.

Measures to minimize the risks and burdens must
be implemented. The risks and burdens must be
continuously monitored, assessed, and
documented by the researcher.




DECLARATION
OF HELSINKI
2024

18. Physicians and other researchers may not
engage in research involving human participants
unless they are confident that the risks and burdens
have been adequately assessed and can be
satisfactorily managed.

When the risks and burdens are found to outweigh
the potential benefits or when there is conclusive
proof of definitive outcomes, physicians and other
researchers must assess whether to continue,
modify or immediately stop the research.




DECLARATION e Distribution of benefits, risks and burdens

OF HELSINKI e Careful assessment of predictable of risks
2024: RISKS and burdens
* Risk monitoring, risk assessment, risk
management

e Risk minimization




CIOMS
GUIDELINE 2016:
GUIDELINE 4

Two-step evaluation of potential individual
benefits and risks of research

* The potential individual benefits and risks of each
individual research intervention or procedures in
the study must be evaluated.

* The aggregate risks and potential individual
benefits of the entire study must be assessed and
must be considered appropriate.




CIOMS
GUIDELINE 2016:
GUIDELINE 4

|. The aggregate risks and potential individual benefits
of the entire study must be assessed and must be
considered appropriate.

* Research with potential benefits to participants
* Risks are acceptable if they are minimized and outweighed
by the prospect of potential individual benefit
* Research with no potential individual benefits to
participants

* Risks must be minimized and appropriate in relation to the
social and scientific value of the knowledge to be gained
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CIOMS GUIDELINE 2016: GUIDELINE 4

Potential to benefit participants Risks are acceptable when
*  Minimized
* Outweighed by the prospect of potential individual benefits
* Evidence of advantageous intervention

No potential individual benefit Risks must be
*  Minimized
« Appropriate in relation to the social and scientific value

** Not possible to obtain informed consent
No potential individual benefits = Not more than minimal risks

EC - Minor increase over minimal risk when

« It is not possible to gather the necessary data in another population
or in less risky manner

— » Social and scientific value of the research is compelling I

11



C | O |V| S Il. The aggregate risks and potential individual benefits of the entire
| |_| study must be assessed and must be considered appropriate

G U D E N E * Appropriate — potential individual benefits to participants and the

2016: scientific social value

GUIDELINE 4 * Risks to groups and populations, including strategies to minimize risks
MUST BE CONSIDERED by the researcher, sponsor, EC

e Potential individual benefits and risks of research MUST BE
EVALUATED in consultation with communities to be involved in the
research

12



‘Belmont Report, 1979’

Subject v
selection .

‘Risk/benefit

Human
Research Beneficence
‘ ‘ assessment
_ Ethics ¢
AU UAIINTEN
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' uasilselazi

Respect
Informed ra

consent -, person
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BENEFICENCE
(BELMONT REPORT)

o Human subjects should not be harmed
i lsimsgninlviieaunse
(INMSLZNFINMTIAY)

o Research should maximize possible benefits

and minimize possible harms
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ANNLFY lulasINIsI Y

Physical risk
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Psychological risk
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Social risk
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Economical risk
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45 CFR 46.111 — CRITERIA FOR IRB APPROVAL OF
RESEARCH

(1) Risks to subjects are minimized:

(i) By using procedures which are consistent with sound research
design and which do not unnecessarily expose subjects to risk

(ii) Whenever appropriate, by using procedures already being
performed on the subjects of diagnostic or treatment purposes

AV o 1 o Y a P = 10 [~ 1 (Y}
N32UIUNITINBHIZEN L BtDaa Nt dsan L udaardranms
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45 CFR 46.111(2)

Risks to subjects are reasonable in relation to anticipated benefits.

“In evaluating risks and benefits, the IRB should consider only those risks and benefits that may result
from the research (as distinguished from risks and benefits of therapies subjects would receive even if not

participating in the research)”
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AIHEFSNAUAT/PIINLFSIO0) (MINIMAL RISK/LOW RISK)

Minimal risk (45 CFR 46.102(i))

“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”
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NISAAANNLFY
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RISK AND BENEFIT ASSESSMENT

* NI (MIMIUWNE) azdiiiumslanaatiaanudAguasnNeagimilannudes

LaEMINNEABELNTINMITIAEY (DoH 16)

* AU L?’{muazm'ﬁzéfmlﬁ%’u MIAAN NMIUTLHULITNMTINUUNNDENNGD Lﬁaﬁiﬂﬁl

1Un3a8 (DoH 17)

Minimize risks

Maximize benefits
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[Ref. Rid, A., Wendler, D. Kennedy Inst. Ethics J. 2011, 21(2): 121-179.]
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* NIFITINNNITUNNED LA LD ITBINUNITTAEILIA

* ANNLFENNTI IHHRENgANNNITDBNUUUMINABBING (valid study design)
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