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= The evolving understanding of the ethical
founadations of research
= Ethical principles of research

hree pillars of subject protection




= __SE?—expgrimentation
= Great attention to minimization of risk
= Distinctions between normal volunteers and

patient-subjects with respect . io.consent
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=N VVoluntary Consent No intentional death
= Anticipate scientific or disability
benefits Protection from harm
= Benefits outweigh risks Subject free,to stop
= Animal experiments Qualified investigators

first Investigators stop if
" Avoeidi suffering haiimreccurs —
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: - lééied Py the WorlafiViedicall Association |;1 064
= Major revisions in 1975, 1983, 1989,1996, and

2000 (with 2 later clarifications regarding placebos
and access to effective therapies following

research)

= Three part document
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— Research combined with clinical care




= Henry Beecher

= Chronicles 22 ‘unethical’ studies,
from publications in respected

medical journals
= Published in the:NEJM June 1966

——




~ " noculation and injection of hepatitis
= |nstitutionalized children

= Admission through the researchrunit




~ = |njection of live cancer cells
= Hospitalized elderly patients

= Patients not told of live cancereell injection
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~ = Often referred to as the ° Tuskegee éyphllls -
Study”

= Poor, rural community

= |nitiated as a natural history study.when
there were no effective treatments

=_Promise,of, “funeral benefits”

-‘Effective%[g_gm;ents (peniciiin) arose n
eourse of study, but not maderavailable to
subjects
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'e | -__Raé:spect for Persons
= Beneficence
= Justice
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: ‘-lPﬁiosophical prinEib[é of éutoﬁomy“

lPolitica(principle of liberty

mThe right to be left alone




'* = Beneficentia = Favor, benefit
= |n"health care, an obligation to Improve
health

= |[n research, an obligation to. maximize
benefits and minimize risks




= Fairness
= Treat equals as equals

= Originally conceived as protection, now: as

dCCESS
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'* ﬂ-erv:estiga_tors and sponsoers
" |nformed consent
= Oversight
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: = Protection of participants
= Credibility of results
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'* ﬂ-__S‘E:i:entific_design
= Responsible conduct of research
= Responsibilities of sponsors

= Responsibilities of investigaters
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= Two senses of consent

= The process of consent
— Threshold

= Decision-making capacity.
= \/oluntariness
— Infermation

—

- Disclosurer s

S Understanding

— Consent
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"= Many research scandals emanated from practlces
‘that did not meet current standards and
prospective review might have avoided the
occurrence

= Independence may serve as a check onithe
enthusiasm of investigators and-sponsors

Randomization with maskingi(erblindingrefims

__goncealmeraté-ptases specialissties for providing
- protectlon for those enrolled in these trials and in

properly interpreting adverse events




= |nstitutions
* Federal agencies
= Accrediting bodies (PHRP, AAHRPP)

= DMCs




- ‘_Par'gspect_ive review
— Selection of subjects
— Minimize risks and maximize benefits

= Continuing review of research, at least
annually

Npformed consent
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= Assumptlon that'ethicsi is local and that
local-eversight would be the best means of
ensuring the protection of research
participants

= Concern about bureaucratic hassles and
insensitivity.to,local interests/values that
Would beassosiatedwithrarcentralized or

‘:‘--’"

sSgovernment panel review
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'* - ﬁ?@ntion_to the deS|gn ofi research

* The importance of community input and
partnerships

= Responsibilities regarding access 10
experimental treatments
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— The regulation of research ethics is a publlc
—activity

= Attention to the ethics of research Is essential to
respect those who choose to participate

= Although investigators and sponsors retain
significant moral responsibility for protecting the
rights. and. interests of participants in research,
-externali bodies can provide adaitional protect1en--

eﬂ':he—keym’sﬁ'fc':'c'e's'éful oversight ht often involves an
Independent group review
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