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What Makes Clinical Research Ethical?

Ezekiel J. Emanuel, MDD, PhID

David Wendler, PhD

Christine Grady, PhD

— —_ —

Many believe that informed consent makes clinical research ethical. How-

ever, informed consent is neither necessary nor sufficient for ethical clinical
research. Drawing on the basic philosophies underlying major codes, dec-

larations, and other documents relevant to research with human subjects,

Table 2. Seven Requirements for Determining ‘Whether a Research Tral Is Ethical*

Requirament Explanation Justifying Ethical Values Expertize for Evaluation
Socal or scientific walue Ewaluation of a treatment, intervention, Scarce resowrces and Scientifc: knowledge; cifizen's
or theory that will improwve health and nonexgoitation understanding of social
will-being or incresse knowladge pricrties
Scientific validiy Usa of accepted scientific principles Scarce resources and Scientific: and statisticsl
and methods, including statistics noniepioitation knowladge; knowlsdge of
techniques, to produce refiable condition and population to
and valid data ae=ess feasibility
Fair subject selection Ealection of subjects so that stigmatzed Justice Scientific lnowledge; ethical and
and vulnerable individuals are not legal knowledge
targeted for rsky research and the
rich and socialy poweriul not fevored
for potentially beneficial research
Favorable risk -benafit Minimization of risks; enhancement of MNonmaleficence, beneficencea, Scientifc: knowledge; cifizen's
ratio ial bensfits; risks to the subject and nonexploidation understanding of s’
are proportionats to the bansfits to
the subject and socisty
Independent revies Review of the design of the resesarch Public: sccountabiity; minimizing Imtellectual, financial, &
trial, s proposed subject population, infiuence of potential conficta otherwisa indapen
and risk-banafit ratio by individuals of interest resaarchers; scion
unaffilated with the ressarch athical knowledge
Irformmed consant Pronigion of information to subjects Respect for subjact sutonomy Scientifc: knowdedge; |
about purposs of the ressarch, s legal knowledos
procadures, potential risks, bansfits,
and altematives, =o that the
individual understands this
mfommation and can make a
voluntany decision whathar to
anroll and continus to paricipate
Respect for potential and Respect for subjects by Respect for subject autonamy Scientific: knowledge; I
aenrolled subjects {1} permitting withdrawal from the and weifare legal knowlados; K I
resaarch; particular subject
\_ /(@) protecting privacy through
i Sality-
{3 informing subjects of newly
discovered risks or benafits;

{4) infiorming subjects of results of

clinical research;
(% maintaining welfars of subjects

www.icrweb.jp

(Emanuel et al. JAMA. 283;2701-11. 2000)
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2. Scientific Validity
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3. Fair Subject Selection
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4. Favorable Risk/Benefit ratio
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