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Abstract

In the clinical trial context, given that placebo-controlled trials do not subject participants to serious or irreversible
harm, placebo use is ethically justified because the participation is autonomous. In the clinical practice context,
assuming that the open use of placebos is ineffective, placebos can be used deceptively without violating patients’
right of autonomy and therefore can also be ethically justified.
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Introduction

Placebos may be used in the clinical trial context or in the clinical
practice context. In the former case, particularly under single or
double-blind conditions, if participants have given informed consent
to possibly be allocated into the placebo arm, the issue of whether
placebo controls fail to respect patients’ right of autonomy does not
arise because no deception is involved. However, given that placebo
interventions are inert!, they may violate the beneficent-based
requirement of the original Helsinki Declaration, which requires that
participants “should be assured of the best proven diagnostic and
therapeutic method” [1]. In 2008, the Declaration was amended to
allow the use of placebo when it “is necessary to determine the efficacy
or safety of an intervention and the patients who receive placebo or no
treatment will not be subject to any risk of serious or irreversible
harm.” But what is the rationale behind this amendment? In the
clinical practice context, on the contrary, as placebos are usually used
as a last resort, the issue of whether placebo use violates the
beneficent-based requirement is not salient. But placebos are usually
used deceptively and this practice may fail to respect patients’
autonomy. In this paper, supporting the amendment of the Helsinki
Declaration, I am arguing that placebo-controlled trials are ethically
justified. Banning such trials will harm the prospective participants’
interests as well as the end-users’ of new treatments. In the clinical
practice context, contrary to what some ethicists argue (e.g., [2]), I
contend that the deceptive use of placebo may not violate patients’
right of autonomy and thereby can also be ethically justified.

Clinical trials

I agree with the amendment of the Helsinki Declaration. When
patients participating in a study give informed consent to receive an
active or a placebo treatment, they are willing to receive a less-than-
best-proven intervention. Forcing them to receive the best proven
intervention is similar to forcing someone to quit smoking or to stop
skydiving; both acts are paternalistic. Paternalism is justified only

when the patient’s autonomy has already been or is going to be
compromised. For example, transfusing blood to Jehovah’s Witnesses
against their will when the transfusion is necessary for their survival is
morally justified given that one of their long-term values is to live
according to the Bible. Their actions are non-autonomous because
they are largely inconsistent with their long-term values. Nonetheless,
when patients participate in a new treatment’s experimental study,
they take a risk of nonfatal and reversible harm in order to possibly
benefit themselves as well as other end-users of the treatment. Such
actions are consistent with the value of having a flourishing life; and
are more rational and autonomous than smoking or skydiving, which
involves risking a fatal harm in order to obtain pleasure or
excitement?. Therefore, if smokers or skydivers make autonomous
decisions in choosing their habits or sports even though they have long
life as their long-term values, so do the trial participants. Hence, the
revision of the Helsinki Declaration is justified. Furthermore,
according to Dunlop and Banja, regarding the patients of major
depression and anxiety disorder, “the currently existing drugs help
approximately one-third of patients achieve remission and another
third to achieve a good response (that falls short of a full remission of
symptoms)” [3]. Given that placebos have no side-effects, they are the
best proven treatment for about one-third of these patients.

In addition, Dunlop and Banja have stated some conditions in
which equivalency trials (comparing the effects of a new drug and
those of an established drug) cannot replace placebo-controlled trials.
For example, if both the study drug and the established drug have a
side-effect that is also a symptom of the disease in question, the
researcher does not know how much the new drug contributes to the
symptom [3]. Banning placebo-controlled studies will deprive the
potential end-users, which include the participants, of a better drug.

Clinical practice

In the clinical practice context, placebos, as a last resort, are usually
used deceptively because openly using placebos without including
deception or concealment may undermine their efficacy [4]. In fact, no
clear evidence has been found that placebo treatments can produce
clinically significant benefits, with the possible exception of placebo

In this paper, I do not address “impure” placebos, which contain active medication with respect to certain diseases that are not at issue.

For example, antibiotics are used as placebos with respect to viral infections.

2 Tam assuming that autonomy admits a matter of degree.
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for acupuncture (i.e., random superficial needling at non-acupuncture
points) as a pain relief [5]. Also very few studies have investigated the
effect of open placebo use [2]. But suppose that a placebo treatment is
effective only when it is used deceptively. Would deception make the
treatment unethical? In other words, is informed consent always
required for an autonomous medical decision?

Some may support the deceptive placebo use by arguing that in
everyday life people often make deceptive statements to be kind or to
avoid hurting others’ feelings. My response is that, first, these white
lies usually do not form the basis on which the listener makes
important decisions. Second, even if the listener makes decisions based
on them, medical decisions are different from the decisions in other
areas. As Clarke has pointed out, regarding areas outside medicine, “If
someone is competent to make decisions to consent, then they are
generally regarded as entitled to do so in any way in which they see fit”
[6]. By contrast, informed consent is required for an autonomous
consent in medicine in order to make sure that the decision reflects, or
is authenticated by, the patient’s long-term values.

However, I think there is an exception to this requirement. I have
argued that paternalistic treatments cannot be justified for patients
who are in no danger of losing their autonomy. Hence, deception
based on paternalistic reasons cannot be justified for them.
Nonetheless, if the physician has evidence, not only a belief, that
patients would rather be deceived in order to have an effective
treatment, and if a rational person would also have the same
preference if he or she is in such patients’ positions, to deceive these
patients is to respect their autonomy, just as to follow Odysseus’
command to tie him to the mast in order to prevent him from being
lured by Siren is to respect his autonomy. Given that the placebo is
used as a last resort, given that the open use is ineffective, and given
that patients are debriefed at the end of treatments, willing to receive
the deceptive placebo can be a rational and autonomous choice.

Conclusion

In the clinical trial context, the amended Declaration of Helsinki is
consistent in allowing the use of placebos and requires that “the
interest of the individual has to prevail over the interest of science or
society.” Patients can participate autonomously in placebo-controlled
trials that do not subject participants to serious or irreversible harm.
Furthermore, participants will also be potentially benefited as they are
potential end-users of the new treatments. In the clinical practice
context, although Thomas has provided strong evidence that clinician-
patient interactions can influence the effects of treatment [7], no clear
evidence exists that placebo treatments are generally effective. This is
one of the reasons that placebos are usually used as a last resort. In
such cases, assuming that open placebo use is ineffective, placebos can
be used deceptively without violating patients’ right of autonomy.
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