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step—the document needs to be both
readable and effective in communicat-
ing information in order to obtain a
truly informed consent. A host of other
factors—design, cultural relevance, for-
mat, length, density, and style—all enter
into the question of the document’s
potential for effective communication.

1 am convinced, after my ten years
of work in this case, that if a research
institution focuses its efforts on develop-
ing an informed consent document that
communicates information and choices
to the proposed human subject as effec-
tively as possible, the atmosphere sur-
rounding enrollment in biomedical
research studies will tend to be nonco-
ercive, as required under the federal
regulations. | believe that the converse
of that proposition is equally true: that a
complex and difficult-to-understand
informed consent document is con-
ducive to a coercive atmosphere in the
enroliment process in biomedical
research. The document itself is coer-
cive, intentionally or not, when it is
unduly long, complex, and incompre-

hensible. This type of document sends a
message to proposed human subjects
that they have no meaningful role in the
process because it is something that can
be understood only by people with
greater knowledge than they possess.
Conversely, when the institution
engages in a studied attempt to commu-
nicate effectively and does that as well
as possible under the circumstances, in
a written document or a videotape, the
proposed human subject and all those
involved are immediately put on notice
that there is a meaningful role for the
human in this process. That role
involves adequately understanding
described choices and knowingly and
voluntarily making those choices.

The focus on the effectiveness of com-
munication resulting from this lawsuit is a
healthy one that ultimately will benefit
both the biomedical research industry
and proposed subjects of human
research. To further advance the efficacy
of the informed consent process, we must
provide opportunity for feedback from
the actual subjects of human research

and recognize that their parti‘cipation and
input is valuable and necessary.

Stephen F. Hanlon manages Holland &
Knight's Community Services Team,
which provides legal representation to
people, groups, and causes that ather-
wise could not afford it. His major civil
rights work has included challenges to
high-stakes testing; challenges to indi-
gent defense systems; housing, employ-
ment and AIDS discrimination; death
penalty litigation; voting rights; and
unconsented medical experimentation.
Robyn S. Shapiro is a partner in Michael
Best & Friedrich LLP. She has represent-
ed clients with respect to bioethics
issues, medical staff matters, health
information privacy, informed consent,
regulatory and licensing matters, and
employment and other business issues.
She is the director of the Bioethics Cen-
ter at the Medical College of Wisconsin.
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the subject. As such, it may well impli-
cate at least one international instrument
that speaks to the obligations of physi-
cians. The U.N. Principles of Medical
Ethics Relevant to the Protection of
Prisoners Against Torture state:

It is a contravention of medical
ethics for health personnel, partic-
ularly physicians . . . {tlo apply
their knowledge and skills in
order to assist in the interrogation
of prisoners and detainees in a
manner that may adversely affect
the physical or mental health or
condition of such prisoners or
detainees and which is not in
accordance with the relevant
international instruments.

The responsibility for curbing such
practices ought not to rest with the med-
ical profession alone. But until existing
ethical prohibitions are enforced by state
medical boards or given legal force and
effect, the state will always find willing
accomplices to administer truth serum to
detainees, psychotropic drugs to prison-
ers deemed not competent to be execut-
ed, and lethal cocktails to those who are.
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Looking at informed consent directly,
Stephen F. Hanlon and Robyn S. Shapiro
argue persuasively that there is more at
stake in human experimentation than
physical injury: such experimentation
without consent is also an affront to
human dignity, and courts should recog-
nize a dignitary harm even in the absence
of physical harm when informed consent
is not obtained. The Nazis showed us the
extreme physicians could go to in the serv-
ice of the state. Kathy Swedlow helps us
understand that when physicians act as
agents of the state to involuntarily med-
icate a death row inmate so that person
{certainly not a “patient”) can be executed,
the drugging can meet neither the legal
requirement of informed consent nor the
Hippocratic injunction to “do no harm.”
And Thomas May reminds us that soldiers
are people too. Although soldiers may
relinquish their right to refuse medical
treatment upon entisting, they retain, as all
humans do, their right to refuse to be sub-
jects of human experiments—and so
retain their right to refuse experimental or
investigational drugs and vaccines, even in
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wartime. The Nuremberg Code is, after all,
a wartime document and made no excep-
tions for informed consent for either war
or the soldiers assigned to fight it

it should go without saying tbut, of
course, it doesn't) that civilians retain all
of their rights to bodily integrity, even
during war and times of domestic emer-
gencies, and that under no circum-
stances should civilians be subjected to
forced vaccination or other bodily inva-
sions—even those deemed “necessary”
by military, medical, or public health
officials. Human rights lawyers should
resist current proposals to grant public
health officials the power over the bod-
ies of civilians during a bioterrorist attack
or other public emergency. Such propos-
als are not only destructive of basic
human rights, they are counterproduc-
tive in that they replace a medical and
public health system based on truthful
communication and trust with one based
on fear and arbitrary power. Terrorism by
others is no excuse for torture by us.

George J. Annas is Professor of Health
Law at Boston University School of
Public Health, School of Medicine, and
School of Law, and cofounder of Global
Lawyers and Physicians.
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