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Abstract

Depending up on the success of HIV clinical trials, the ability of
the researchers to respect ethical responsibilities and fulfill the
related duties toward the subjects who are responsible in the
HIV drug clinical trials. This work analyzes the ethical
responsibilities and its practices in the HIV clinical drug trials.
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Introduction

According to numerous clinical trials on drugs, it is gradually found
that ethical factors play an important role in such trials. Ethics is
considered as one of the key factors determining the clinical trials
success. Due to the rise of drug research, the problem of ethical
responsibility in drug clinical trials has increased. Among the most
important ethics we find the responsibility, honor, reputation, research
conscience and herein responsibility represents an important category
[1]. In case of lack of ethical responsibilities toward the participants
during the drug clinical trial process, such lack of ethical responsibility
will not only lead to the failure of the clinical trial, but also have
serious consequences and outcomes such as subject health problems
and divers diseases [2]. Therefore, this paper attempts to put a
spotlight on the ethical responsibilities of the main stakeholders in
drug clinical trials and its practice.

Ethical responsibility refers to the awareness of the moral
obligations of society and the divers individuals involved in different
tasks, with the same meaning as duty and mission [3]. Simply because
"this is an obligation", there is no need to consider other motives to act
because responsibility is an ethical one [4]. Prospective is the unique
attribute of ethical responsibility and it emphasizes that human beings
should first establish a sense of responsibility in the occurrence of their
actions in order to avoid the emergence and spreading of wrong
behaviors due to their lack of responsibility. On the other hand, when
the act occurs, it is primordial that mankind is not only responsible for
their current behavior, but also for the future consequences [5].

Ethical Responsibility in the Process of Drug Clinical
Trials

Stakeholders of the process of drug clinical trials include
researchers,  subjects, sponsors, ethics committees, drug
administrators, etc. [6]. They have a variety of ethical responsibilities in
the trial. Among them, researchers and subjects are directly related to
stakeholders in clinical trials. Whether the clinical trials are successful
or not depends on the two factors [7]. The following subsections focus
on the ethical responsibilities of researchers and subjects in drug
clinical trials.

The Ethical Responsibility of the Researchers

The researchers in a clinical trial are the persons who conduct
clinical trials on the subject and who are responsible for their
behaviors and actions. Researchers’ team usually consists of principal
investigator, co-investigator, coordinating investigator, and sub-
investigator [8]. The Helsinki Declaration states that investigators
involved in clinical trials are responsible for the life protection, health,
dignity, impartiality, autonomy, privacy and personal information of
the subjects. Moreover, the responsibility of the protection of a subject
must be ensured by a physician with other health care professionals
and not by the subjects themselves even if they signed the consent [9].
However, in the actual implementation of clinical trials, there are
numerous abuses that have serious consequences due to the lack of
ethical responsibility seen among some research teams. For instance, in
2004, a clinical trial was conducted in Cameroon to test whether daily
oral Tenofovir drug could prevent the human immunodeficiency virus
(HIV)-negative patients from contracting HIV. It is understood that
before conducting the clinical trials, the investigators did not make a
correct full evaluation of the trial risks and the disadvantages to the
subjects and they did not provide the research information in English
to most of French-speaking volunteers neither. However, they allowed
the participants to participate in the trial with little or no knowledge,
thus it have led to the infection of five female subjects with HIV
[10,11]. In this case, the irresponsible behavior of the researchers could
be summarized within the several aspects. Firstly, without doing an
early estimation about the research risk and the possibility of the harm
to the participant because of such trail. Secondly, there is no clear
understanding of the subject’s personal information. Thirdly a lack of
informed consent and a lack of providing the human subject’s with an
explanation about the purpose of the trial the risks and other related
issues. Fourthly, there was no special protection for vulnerable groups
in the trial. Fifthly, the insufficiency of the post-clinical evaluation.

Most subjects are involved in clinical trials because they trust the
researchers and believe in science. Therefore, the researchers must be
aware of their ethical responsibilities and indeed be responsible for the
life and the health of the subjects. To be more specific, their ethical
responsibilities include compliance with the relevant norms of clinical
trials, the use of standard operating procedures, the confirmation of
the safety and compatibility of all trials facilities and clinical trial with
the test protocols, ensure that the subjects can receive timely treatment
in case of any adverse reactions resulting from the trial process and
adverse reaction should be assessed, reported and published as well. In
addition, to respect the subjects rights of self-protection and privacy;
researchers must make sure that the subject has been informed and
signed a consent corresponding to the entire experiment; ensure the
accuracy and completeness of the test data and when publishing
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research results, both negative and positive results should be released
to the public through publications or other forms.

The Subjects’ Ethical Responsibility

The clinical trials are processes of mutual trust, cooperation and
mutual responsibility involving researchers and subjects. Researchers
assume the responsibility of protecting the rights and well-being of the
subjects. Therefore, respecting the researchers is the most basic ethical
responsibility of the subjects. Specifically, the ethical responsibility of
the subjects is embodied in the screening of registration forms,
informed consent and participation in all aspects of the clinical trial
process [12]. During the registration of the screening process, the
subjects ethical responsibilities includes answering truthfully the
questions asked by the researchers, filling in the personal information
truthfully and making the choice whether to participate in the research
based on carefully weighing the advantages against the risks. For
instance, investigators are required to conduct a clinical trial of new
therapy for depression, but the drug addicts are not eligible to
participate [13]. If a non-compliant subject does not truthfully inform
the investigator of his own situation, it will lead to the failure of the
trial. This is not only a waste of researchers funding, time and efforts,
but also a waste of qualified subjects time and effort. In the process of
informed consent, the subjects’ ethical responsibilities are manifested
in signing the informed consent form under the condition of
understanding its content and accept to voluntarily participating in the
clinical trial. If subjects do not fully understand the course of
participating in clinical trials, they should ask researchers to provide
further detailed information. In the process of participating in clinical
trials, subjects should take medication according to the regulations and
always report to the investigators any symptoms and reactions
occurrence following the treatment. According to the statistics of
clinical trials of antiretroviral drugs for the treatment of acquired
immune deficiency syndrome (AIDS), the number of participants who
did not use the drug is as high as 25% [14]. This will not only affect the
clinical trials results, but may also cause direct or indirect harm to
others. For instance, if a subject with tuberculosis fails to take the
prescribed medication during the course of a clinical trial or fails to
take certain precautions, the other subject may be infected.
Furthermore, the subjects ethical responsibilities also include knowing
the starting and the ending time of the clinical trial and arriving on
time as agreed; notifying the investigators of the need for special
medical care during the trial, always inform the investigators when the
contact information (e.g. telephone number and address) change;
informing the investigators if you decide to withdraw from the clinical
trial and following and adhering to the clinical research withdrawing
protocols.

Practice Path of Ethical Responsibility in Drug Clinical
Trials

The purpose of exploring the ethical responsibilities of researchers
and subjects in the drug clinical trials process at the theoretical level is
to enable them to practically fulfill these ethical responsibilities
consciously. The following will explore the practical path of ethical
responsibility from the perspective of researchers and subjects
respectively.

Researchers should correctly fulfill their own ethical
responsibilities

Researchers, as the concrete executor of the drug clinical trials, have
the arduous mission of protecting the life and health of the subjects
and also promoting the well-being of the human subjects. Therefore,
they must correctly fulfill their ethical responsibilities. Firstly, they
need to deeply understand the requirements of clinical trials to avoid
inadvertently threatening the subjects safety or affecting the integrity
of the scientific research and they also need to carefully read the
protocol and understand the ultimate purpose of each trial [15]. Only
on the basis of understanding the researchers can be able to comply
with the test requirements.

Secondly, researchers have to consciously participate in training.
Indeed, all researchers in clinical trials should have the opportunity to
participate in international conferences or international forums on the
Good Clinical Practice, the protection of human subjects and the
transport of biological specimens [16]. The Association of Clinical
Investigators and Sponsors [17] also provide researchers with reliable
training and educational resources such as seminars, training and
courses. Researchers should actively participate in such trainings to
continuously improve their professional knowledge and professional
skills.

Thirdly, strengthening communication and collaboration is among
the duties of researchers as well. On one hand, researchers should
strengthen communication via holding routine meetings as an
important way to ensure effective communication between researchers.
Researchers can use this as an opportunity to discuss the problems
encountered during the process of testing and the specific required
measures. The frequency of meetings can be determined based on the
complexity of the clinical trial and on the number of investigators
participating in that trial. On the other hand, the communication
between researchers and subjects must be strengthened too. Only
through communication can a researcher correctly determine whether
a subject benefits from a clinical trial and make the right decision as to
whether to allow him to continue participating in the trial.

Finally, researchers also need to adhere to strict self-discipline. In
fact, researchers should deepen their understanding of the
consequences, risks and ethical responsibilities related to the clinical
trial and strictly control their own behaviors. They should not only
deal with the relationship between the drug regulatory authorities, the
ethics committee and the sponsors, but also deal with the relationship
between the colleagues and the subjects and strive to make their
behavior in line with ethical standards and norms.

The subjects their ethical

responsibilities

should properly fulfill

As a participant in the clinical trials of drugs, subjects who properly
fulfill their ethical responsibilities must firstly correct their own
motivation concerning the participation. Evidences shows that many
participants in clinical trials are participating in order to obtain
medical benefits or their participation is driven by economic interests
rather than to promote the development of medical and health services
[18]. Obviously, this means the subject did not truthfully answer the
investigators questions during the recruitment process or concealed
the symptoms and side effects during the trial in order to remain
qualified for the clinical trial, which might lead to serious
consequences. Therefore, the subject must have a correct view of the
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clinical trial and be involved in clarifying his significant role and
ethical responsibility.

Secondly, the subjects should comply with the test protocol. Subjects
who failed to comply with the trial protocol have not only harmed
themselves but also biased the test results. For instance, a woman with
fertility may eventually become pregnant if she does not take effective
contraception during a clinical trial [19]. This does not only lead to
ineffectiveness of the test results but also can drive to serious
disadvantages for both woman and the health of the fetus. Subjects
must recognize that adherence to the protocol is reciprocal. On one
hand, individuals can benefit from the trial, such as an effective disease
treatment and access to remuneration. On the other hand, it helps to
test the integrity and accuracy of the data and give benefits to other
patients.

Conclusion

Finally, the participants should cooperate with the researchers. The
success of clinical trials depends largely on the cooperation between
the researchers and the subjects [20]. Therefore, during the process of
participating in the clinical trial, the participants should actively
communicate with the researcher and be able to inform the researchers
their physical condition and the response after taking the drugs at any
time to help the researchers correctly assess the benefits and risks, and
also help them to reach the highest responsibility of their healthcare.
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