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The watchful work of the Human Studies Committee

Doing the Right Thing

        efore clinical research begins, a team of
          medical professionals and local community
members validate its appropriateness. The Human
Studies Committee (HSC) is nearly 300 volunteers
working on more than a dozen committees to
review the thousands of proposed and ongoing
clinical research studies at the School of Medicine.

Acceptable studies protect and may even heal
the patient, while providing hope for future
health care benefits for others .

Human medical research poses a spectrum of ethical issues. The HSC weighs
the needs of the select groups proposed for study and each study’s predicted
benefits to science, ensuring that medical research is ethical,  just and reasonable.
HSC members are trained to make decisions based upon three principles—
all historically complex philosophical ideals:
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Distribute the
benefits and

burdens equitably.

AUTONOMY BENEFICENCE JUSTICE

Maximize possible
benefits, minimize

possible harm.

Protect the right
and foster the ability
of people to decide.

H U M A N  M E D I C A L  R E S E A R C H

HSC
Benefits vs. Risks

Only 1 out of 20 proposals receive approval  “as is.”  Most are returned for adjustment
or clarification. The investigator revises and resubmits the proposal for approval.

APPROVEDHSC
An investigator submits a proposal for the study,
detailing the clinical protocol, and includes a copy
of the consent form participants will be asked to sign.

The HSC reviews approved studies at least annually:
Is the study effectively moving toward its goal?
                                                                   Revisions may
                                                                      be required.

New proposals

NEW STUDY
Application for Review

Study Protocol

Consent Form

PROPOSED
HSC

             Unacceptable studies
may pose undue risks to participants’
        physical and/or emotional
              well-being.

WUSM
Clinical Investigator

Cause for concern:  Serious “adverse events”—
unanticipated negative responses from study
participants—receive prompt attention,
                    and may result in suspension or
                        cancellation.  HSC members
                          monitor reports from similar
                         studies around the world.
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CLOSEDEvery study
is open to scrutiny
until closed at  WUSM—months, years, even decades later.
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