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. SEC.III INFORMED CONSENT TO PARTICIPATE IN RESEARCH 357

disclosure of human rights abuses carried out under the guise of scientific
and medical experimentation by Nazi scientists and physicians during World
. War II. See Marian F. Ratnoff & Justin C. Smith, Human Laboratory
Animals: Martyrs for Medicine, 36 Ford. L. Rev. 67 3, 679 (1968). The World
Medical Association has been at the forefront of efforts to develop
international standards for the control of human experimentation. One result
of these efforts is the Helsinki Declaration, the sixth revision of which was
issued in 2008, which sets out ethical principles regarding human
experimentation. See Jon R. Waltz & Fred E. Inbau, Medical Jurisprudence
381-83 (1971); Edmund Pellegrino, The Nazi Doctors and Nuremberg: Some
Moral Lessons Revisited, 127 Annals Internal Med. 307 (1997); Joseph E.
Persico, Nuremberg: Infamy on Trial (1994). '

The Tuskegee study and other abuses that stimulated the movement
towards greater regulation of research involving human participants are
discussed in Nathan Hershey and Robert D. Miller, Human Experimentation
and the Low 153-56 (1976); see also Giselle Corbie—Smith, The Continuing
Legacy of the Tuskegee Syphilis  Study: Considerations for Clinical
Investigation, 317 Am. J. Med. Sci. 5 (1999).

3. HHS regulations. The HHS regulations under the National
Research Act delegate to each institution’s IRB the power to prospectively
review all consent forms and procedures. But the regulations do not indicate
to what degree IRB representatives should monitor or intervene in the
consent process to insure that research participants are truly informed. Some
commentators have argued IRBs concentrate too heavily on the review and
revision of consent forms, suggesting that participants might receive better
protection if IRB representatives more frequently intervened in the consent
process itself. See John A, Robertson, Taking Consent Seriously: IRB
Intervention in the Consent Process, 4 IRB: A Rev. of Hum. Subject Res. 1
(1982) (citing a study by Gray (1975) in which 40% of participants signing
consent forms did not know they were involved in research). See also James
Flory & Ezekiel Emanuel, Interventions to Improve Research Participants’
Understanding in Informed Consent for Research: A Systematic Review, 292
JAMA 1593 (2004) (concluding “investing additional effort in forms is ...
unlikely to have a large effect oh understanding” and that “adding an extra
meeting with a qualified person is the most reliable approach to improving
understanding,” while noting “lower educational attainment, mental illness,
and perhaps advanced age are associated with lower understanding”).

4. Definition of “risk of harm.” Under the HHS regulations,
determinations of the likely risks to human participants should have a
significant impact on whether the IRB will approve proposed research.
Accordingly, the definition of risk of harm will be pertinent to a court’s
determination of whether a researcher acted negligently. Neither state nor
federal regulations, however, adequately define risk of harm. Under the HHS
regulations “minimal risk” means “that the probability and magnitude of
harm or discomfort anticipated in the research are not greater . . . than those
ordinarily encountered in daily life or during the performance of routine




