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Applying Ethics in Clinical Research

Ethics is a broad subject still subject to much debate.  Ethics, which is a subdivision of the philosophical branch of axiology, can be further divided into the categories of cognitive and metaethics.  Cognitive ethics seeks to define the nature of right and wrong, whereas metaethics discusses ethics as it relates to emotion, behavior, and reality.  This paper will discuss the application of cognitive ethics in clinical research studies. 

Clinical research seeks to obtain knowledge which benefits the clinical community.  Historically, clinical research has been held above the standards of ethical principles.*  The dissemination of findings in select unethical studies has influenced the development of ethical codes and regulation in clinical research (Burns & Grove, 2009).  The occurrence of ethical violations in past research studies is surprisingly overwhelming—in a single journal referencing one hundred human studies as many as twelve used questionably ethical procedures (Beecher, 1966).  This paper will discuss only the most publicized unethical studies and how they assisted the development of stringent ethical regulation in human studies. *Remember: When you place a citation within a sentence, it only covers that sentence. The best way to cite paraphrased information is to use an in-text citation, for example: According to Burns and Grove (2009)….

Clinical research can be broken down into several categories.  Categorizing clinical research helps to identify different objectives, skills, and facilities dictated based on the type of study.  The categories also give some assistance in determining risks presented to research participants.  Clinical research can be broken down into studies of mechanisms in human disease, studies of the management of disease, in vitro studies on materials of human origin, animal models of human health or disease, field surveys, development of new technologies, and assessment of health care delivery.  These categories do present some overlap (Anderson, 2010).  As a rule, questionable ethics presents most prominently in studies of mechanisms in human disease, studies of management of disease, and development of new technologies.  The studies which will be discussed later in this paper fall into these risky categories.

The demonstration of ethics in clinical research is recognizable when the presence of certain ethical principles is noted.  Ethical principles key to the provision of ethical clinical research are autonomy, beneficence, justice, fidelity, and nonmaleficence, and veracity (Davidson & O’Brien, 2009).  In order for these ethical terms to be demonstrated in research, an understanding of the terms is necessary.  
Autonomy refers to an individual’s right to determine their actions and form their own choices.  Respect for the individual is extremely important in autonomy.  Autonomous decisions are formed with an individual’s values, adequate information, reason and deliberation, and freedom from coercion.  Autonomy in research demands that an individual be given adequate information about their role in the study and the right to refuse participation in a study or withdraw from a study at any time.  An individual should never be coerced into participation in a research study (Chitty & Black, 2011).  By these standards, monetary compensation for participation may be viewed as a form of coercion and demonstrates questionable ethics.  Studies involving incompetent individuals pose a special challenge in research as autonomy still must be demonstrated (Burns & Grove, 2009).
Beneficence refers to the doing of good.  Beneficence presents a special challenge in research as some research has the potential to harm an individual.  Beneficence may also conflict with other ethical principles, such as autonomy and nonmaleficence.  Beneficence in research strives to promote good and avoid harm (Chitty & Black, 2011).  However, researchers must always concede to the principle of autonomy if an individual chooses to forgo or deny known helpful treatments.
Nonmaleficence, or paternalism, is the ethical responsibility to cause no harm. *These two terms do not mean the same thing.  The ethical principle of nonmaleficence is often viewed as a part of the foundation of both the medical and nursing professions.  Nonmaleficence proves difficult when treatments or research trials carry risks for the individual.  Double effect, or the concept that the risk of harm is justified when the intended effects produce a net positive effect, is viewed as ethically permissible.  However, double effect is only ethically permissible when the action is good or morally indifferent, the intent of the action is a positive effect, undesirable effects cannot be the means to the positive effect, and the balance between positive and negative effects leans toward the positive effects (Chitty & Black, 2011).  Clinical research is challenged especially with the principle of nonmaleficence as clinical trials have the possibility of presenting more negative than positive outcomes. This discussion is correct regarding maleficence, but not correct regarding paternalism, which was required for this assignment. -5 pts.
Justice states that all equals should be treated the same and unequals should be treated differently.  It is important, with justice, to continue to apply the principles of beneficence, nonmaleficence, and autonomy in conjunction with justice (Chitty & Black, 2011).  A common misconception concerning justice is that different treatments may equate to better treatment.  Justice simply dictates that individuals with the same diagnosis should both be given the same care while an individual with another diagnosis should be given different care that is appropriate for their diagnosis.  In research, justice demands that individuals be categorized equally and not based on any idea of individual merit.
Fidelity is the commitment to fulfill obligations or promises.  Fidelity requires that reasonable expectations be met and all care be conducted in the best possible manner (Chitty & Black, 2011).  In practice, fidelity can spawn trust.  In research, fidelity is an important principle as harm may result from unfulfilled commitments. Not required as part of this assignment.
Veracity is the responsibility to tell the truth or not to lie.  Veracity demands that individuals be given honest information about their treatment and their participation in research studies.  Veracity, like fidelity, spawns trust.  Veracity in nursing may become an issue when patients ask the nurse about their condition, as physicians need to have that initial discussion with the patient (Chitty & Black, 2011).
Nazi medical experiments conducted from 1933 to 1945 are examples of highly publicized ethical violations.  Experiments conducted denied autonomy, justice, beneficence, and nonmaleficence.  Individuals involved were chosen on the basic of a perceived impurity, denying justice.  They were not given adequate information about the experiments nor given an opportunity to refuse participation, which violated the principle of autonomy.  Experiments often caused permanent harm to the individual and were not designed in a manner to do good for the individual, which violated both beneficence and nonmaleficence.  These experiments were performed in order to discover knowledge about human beings; however, due to their overall poor designs, little scientific knowledge was gained.  As a result of the trials against the Nazi experiments, the Nuremberg Code was developed in 1949 which gives guidelines for providing autonomy, beneficence, and nonmaleficence in research (Burns & Grove, 2009).  
The Tuskegee Syphilis study is another highly publicized example of unethical research.  In 1932, a study of syphilis in black men was initiated in Tuskegee, Alabama.  This study continued unhampered for forty years.  The purpose of the study was to determine the natural course of syphilis in the black adult male.  Six hundred individuals were involved in the study—a control group of two hundred whom did not have syphilis and a group of four hundred men with untreated syphilis.  Individuals involved in this research were not educated in the purpose or procedures of the research and many were unaware of their participation in the study.  This study was a direct violation of the principle of autonomy and veracity.  By 1936, it was clear that more complications occurred in the men with syphilis than occurred in the control group.  Although participants were occasionally examined, no treatment was given.  After penicillin was determined to be an effective treatment, treatment for the syphilis was intentionally denied.  The withholding of treatment violated the ethical principles of beneficence and nonmaleficence.  The study continued until a dissemination of findings sparked public outrage in 1972 (Burns & Grove, 2009).
The Willowbrook study, which was conducted from the 1950s to the 1970s, studied hepatitis.  The participants in the study were all mentally handicapped children and, as a part of the protocol for the study, were intentionally infected with hepatitis.  In order for their child to be admitted to the Willowbrook institution, parents were forced to consent to their child’s participation in the study.  Researchers defended the study by stating that the children would have acquired hepatitis after the admission to the institution regardless.  Participants in this study were supposedly given a cleaner environment, better supervision, and a higher nurse-patient ration; however, the Willowbrook study still intentionally inflicted permanent harm to participants and did not provide proper protocols for consent as is an example of the violation of autonomy, veracity, and nonmaleficence (Burns & Grove, 2009).  

The Jewish Chronic Disease Hospital study conducted in the 1960s was conducted in order to determine the rejection responses to live cancer cells.  Twenty-two patients were intentionally injected with live cancer cells generated from cancerous human tissues.  Patients were oblivious to their participation in a research study.  This study was conducted without being presented to a review board prior to conduction.  The study was a clear violation of autonomy, veracity, nonmaleficence (Burns & Grove, 2009).  
Informed consent is crucial to conducting research that fully embraces the ethical principle of autonomy.  Informed consent is a part of providing autonomy and veracity.  Free and informed consent mandates a voluntary choice without coercion, pressure, or enticement.  Informed consent requires that the individual be given adequate information, and possess adequate understanding, of the research and the duties of their participation (Davidson & O’Brien, 2009).
Ethics is influential to clinical research.  Although historically research has been held above ethical standards, the dissemination of research findings obtained from unethical studies has helped shaped new requirements in the conduction of research and review.  Ethical principles can be viewed as a guide for new research.  Ethical research should always display the principles of autonomy, nonmaleficence, beneficence, veracity, fidelity, and justice.  Although ethics does not provide concrete standards, it serves to guide research that is thorough and practical in its quest for knowledge.
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