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Abstract

Over the last era, the biopharmaceutical innovation has played an active role in health care
and human life quality improvement. The contribution of new bio drugs in enhancing the
population’s health and providing welfare for the population in a sort that has never been
seen before. However, despite all the benefits it has achieved, biopharmaceutical innovation
does not escape from the bioethical challenge and rational guidelines that should adhere to
its research process. Previously, the biopharmaceutical innovation was not deeply within
the ethical debates Nevertheless, this character of thoughts has changed when the ethical
standards awareness of the public and the health professionals have increased.

Nowadays, during testing new bio drugs and providing the patients with inactive treatment
(A placebo masked in active treatment), ethical debates is noticeable and increasing.
Indeed, new therapy techniques and placebo usage during the clinical research have not
found convincing ethical answers yet. In addition, using the placebos has created many
moral questions and gave birth to a big controversy in the health care field, in particular the
misplace use of placebo in the research. The debate is deeper due to the fact that sometimes
the clinicians instead of using the active therapeutic compounds, they use the placebos
which might expose the patients to health risks. In this review, we give an ethical overview
of the placebo use and its disadvantages in case of the misplaced use during the researches
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Overview

It is challenging to give a fixed definition and a special concept
to describe the placebo, some are desperate to find such a specific
concept for it.! Many philosophers, scientists, and writers have a
variety of opinions and positions about the use of placebo.? Indeed,
some of them see that it is not necessary to use placebo and consider
it contradictory with the ethics of the health professions because
it represents a deception for the patients,>* and it can also cause
problems and care risk for them.’ In contrast, others see that it is not a
kind of patient deception, but rather see the placebo as a white lie for
the patients cure, and the physicians have no responsibility related to
the way that the patients think about the research.®’ In addition, the
placebo might have satisfactory results, be efficient and benefits to the
patients via avoiding risks.®’

The placebo becomes a double—edged sword. It is a white lie to
control and prevent the patients and, on the other hand, it exposes
the patients to danger and risks. In most of the ethical guidelines and
research standards, the misplaced placebo use is extremely unethical
and can be harmful for patients and even lead to death.

Placebo usage ethics:illustrative examples

The closest concepts to the placebo define it as an ineffective
and neutral compound which have no biologic actions and that the
clinicians give to the patients as if it was an effective treatment,
frequently the placebos are used (for instance) in the research
trials so that physicians can do a comparison of the bio drug tested
efficacy, in order to see whether that patients need a real bio drug or a

placebo.!’ Sometimes the physicians and researchers use the placebo
in the clinical trials without informing the patients that the research is
conducted through this kind of techniques and they might-somehow—
hide some of the expected risks that might happened, in other cases
it is seen as having a negative impact on the study, the dilemma is
that the researchers should have the agreement and the acceptance
of the patients that the researcher is willing to use unreal therapy
masked as a real therapy and accept the harm which might come out
and even can lead patients to death.!"'* Moreover, hiding the truth
from the patients and do not disclose the treatment method which the
patient is undergoing is a violation of the patient rights because the
patient wants an effective treatment but the doctor provides him with
a placebo." This unethical behavior could be considered as a cheating
deception and duplicity.

According to the declaration of Helsinki, the world medical
association mentioned that the placebo can be used only in case
when there is a lack of existing treatments, and the pharmacological
candidate should be compared to the best drug available among the
similar pharmacotherapies.'>!'8 This means that the use of the placebo
is unacceptable in the case of the existence of an effective therapy.’**
The world medical association publication of the declaration
concerning the use of placebo was due to the big debate about the use
of blinding method and placebo in the (acquired immune deficiency
syndrome) AIDS research in Africa.

During an African study, covered eleven poor countries and
sponsored and funded by different associations and developed
countries, about testing the zidovudine (AZT) which prevent the
transmission of the human immunodeficiency virus (HIV) from
the pregnant women to her newborn, this preventative therapy
costed 800 US dollars only for the AZT.*' Obviously, this therapy is
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affordable only in the developed countries and difficult to get in the
developing countries where the HIV infection is getting widespread
and becoming a huge dilemma, because the woman have various
difficulties in addition to the limits in providing and affording the
cost of AZT therapy. Based on this, the physicians used the placebo
control and provided the women with a cheap and regiment therapy
which is less efficient than the one used in the producing countries
which is better and with more benefits than using no treatment.?>%
This research method gave birth to a lot of controversial ethical
and responsible questions. For instance, since the main aim of the
physicians researchers is to prevent the infants from being infected
by the AIDS, why they are making the newborn vulnerable to AIDS
infection by using an inefficacy therapy? In this case, the irresponsible
behavior of the misplace using of the placebo is obvious. In fact, if the
researchers used an active therapy instead of using the placebo, the
rate that the baby will be infected would be reduced.

According to the Food and Drug Administration (FDA) policy, if
the use of placebo can give harm and complicate the disease or lead to
death and a treatment that can heal and prevent the disease exist, it is
inappropriate to use the placebo.? Furthermore, why the woman in the
poor countries cannot be treated the same as the woman in developed
countries and be provided with the real and the full-efficacy treatment
during the research? According to the ethical rules and standards for
health—related studies involving human subjects, during a research,
the human subject in the developing countries should receive the
same therapeutic method as in the sponsoring and developing
countries,??¢ otherwise it is considered a part of racism. Building on
this evidence, the misplaced use of the placebo is extremely unethical
and irresponsible.

Biopharmaceutical ethics and placebo

The biopharmaceutical innovation is one of the most important
concept within the medical innovation. With its new bio drugs, it
is considered as a humanity relief. However, the biopharmaceutical
innovation is not only about products, it is about ethical issues too
because it is the ethics which define the origins that cause the patient
harm or wellbeing. Thus, the ethics is a criterion for measuring the
effectiveness and results of that bio drug innovation. Frequently, the
companies innovate new bio drugs for the benefits of the company
and secondary for the patients benefits. Sometimes, a company falls
in a conflict of interest. Indeed, researchers should always consider
the patients interests as the first priority, and the whole company
staff should never build their profits and benefits on the harm of the
patients. Moreover, they should reduce the harm exposure rather
than boosting the company benefits. This way generates the spread
of the high morals and behaviors within the researchers, companies
and healthcare communities in general and thus, enhance the patients
healthcare and life quality, gain the patients and the public satisfaction
and appreciation, as well as pushing and opening the appetite for more
innovation.
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