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Informed Consent and Ethical Implications

The purpose of this paper is to discuss the importance of informed consent in research and the associated ethical implications. Research is essential to the progression of the nursing profession. The foundation of the nursing profession is built upon consistent practice of ethical conduct. For nursing research to uphold the standard of ethical conduct, informed consent must be obtained with human experimentation (Burns & Grove, 2009).
“Consent is the prospective subject’s agreement to participate in a study as a subject, which the subject reaches after assimilating essential information” (Burns & Grove, 2009, p. 201).  Ethical researchers must obtain appropriate informed consent that includes four essential criteria. Informed consent must include: complete information disclosure, comprehension, competency, and voluntarism (Burns & Grove, 2009). 

According to Burns and Grove (2009) complete information disclosure must include the following components concerning research participation: introduction of research activities, risks, discomforts, benefits, alternatives, assurance of confidentiality, compensation, opportunity for questions, non-coercive disclaimer, option to withdraw, and consent to incomplete disclosure. In addition to providing complete information disclosure, it is also the researcher’s responsibility to assure participant comprehension of the provided information, competency of the participant to provide consent, and that consent was obtained without coercion or undue influence. Documentation of the consent varies depending on associated risk level of the research and the judgment of the reviewing committee. 
Although a set of guidelines exists for ethical research conduct, ethical dilemmas still remain a continual problem encountered by nurse researchers. Beecher (1966) acknowledges that although informed consent may be obtained, it may not be obtained under appropriate circumstances. Unethical researchers may omit important information or understate the actual risks therefore misleading participants and voiding valid consent. Several cases throughout history have revealed the immense need for patient protection and valid informed consent.  
The Tuskegee Syphilis Study of 1932 laid the foundations for several ethical regulations regarding medical research. The study involved African American sharecroppers in Macon County, Alabama who suffered from syphilis.* The participants were not informed of their diagnosis but were offered several free benefits for participation in a research study (Bozeman, Slade, & Hirsch, 2009). *Remember: When you place a citation within a sentence, it only covers that sentence. An in-text citation at the beginning of paraphrased information is the best way to cite. For example: According to Bozeman, Slade and Hirsch (2009) the Tuskegee….” Jessica: APA page 15 provides an excellent example of the most correct formatting. You will notice in their example at the bottom of the page that in-text citations are used. Parenthetical citations should be limited to direct quotations or when other sources’ information in used in a paragraph which has an in-text citation (like the example on page 170 at the top of the page).
The purpose of the study was to examine the effects of untreated syphilis in African American males. In complete violation of informed consent, the participants were never informed on the actual purpose of the study and were unknowingly withheld treatment to observe the disease progression. This series of outrageous unethical conduct remarkably continued until 1972 when evidence of the misconduct was published (Bozeman, Slade, & Hirsch, 2009). 

Another historical example of unethical misconduct regarding informed consent was the Willowbrook Study on hepatitis. Willowbrook was an institution for the mentally retarded with extremely high rates of hepatitis. From the mid-1950s to the early 1970s, the institution investigated the effect of the hepatitis virus on children (Burns & Grove, 2009). 

According to Burns and Grove (2009) parents were coerced to sign informed consent in order for their children to gain admission into the institution. Once informed consent was obtained, the investigators intentionally infected the patients with the hepatitis virus by either feeding the patients with infected stool or by direct injection of the virus. For twenty years, Willowbrook continued to unethically infect their patients with coerced informed consent. 
Another significant study contributing to the development of ethical standards and guidelines regarding nursing research was the Jewish Chronic Disease Hospital Study. In the 1960s, several patients were injected with live human cancer cells in order to observe rejection responses. The patients were never informed of the injections nor did they agree to research participation; they were completely ignorant to the unethical mistreatment they were receiving (Burns & Grove, 2009).  
Not only were the patients uninformed, the institution was also ignorant to the unethical misconduct that was occurring. The hospital physicians were never notified regarding the study and the Hospital Review Board was completely unaware.  The consequences of this vicious series of unethical conduct were not only dangerous to the patients, but potentially lethal as well (Burns & Grove, 2009). 

It is a primary responsibility of all nurses to fully understand clients to help them to make educated decisions regarding research participation. Nurses are responsible to safeguard their clients against coercion or harm to prevent unethical misconduct from occurring. It is imperative for nurses to practice advocacy while applying fundamental ethical principles in order to protect their patients (Smith, 2008). 

Smith (2008) investigated the sensitive dilemma associated with ethical informed consent in vulnerable populations. The study acknowledged the contradictory paradigms that occur between representing all populations in a study and the competency of the participants. When vulnerable populations are excluded, reliability and validity of the research studies are compromised. 
A fine balance must be obtained between protecting patient rights and conducting accurate, valid, and reliable research. Smith (2008) suggests the use of “responsible advocacy” to help resolve the dilemma. “Responsible advocacy means protecting and safeguarding vulnerable individuals from exploitation and harm, maximizing capacity for self-determination and protecting their welfare” (Smith, 2008, p. 254). 

Nurses must also apply several ethical principles to thoroughly achieve ethical conduct and optimal patient care. Autonomy, paternalism, beneficence, justice, and veracity are fundamental ethical principles that must be applied in situations of ethical consideration. “As applied to professional practice, each of these ethical principles consists of two components: a professional duty and a patient right” (Edge, 1995, para. 2).


Autonomy is the basis for informed consent. Autonomy is the principle that allows patients the right to control their fate and decide freely upon a plan of action. In order for autonomy to be upheld, patients must be provided complete information and available alternatives without coercion (Edge, 1995).

An ethical dilemma is often confronted when the principle of autonomy conflicts with the principle of paternalism. Paternalism is the assumption that healthcare providers know the best course of action for the patient. Patients have a sense of reliance in their healthcare provider’s opinion thus may inadvertently be coerced. It is important for nurses to recognize this potential occurrence to avoid unintentional coercion (Edge, 1995). 

Nurses are responsible to ensure patient safety and well-being in all situations, including research participation (Edge, 1995). “In simple terms, the principle of beneficence requires that health care providers go beyond doing no harm and actively contribute to the health and well-being of their patients” (Edge, 1995, para. 22). The historical examples of the Tuskegee Syphilis Study and the Willowbrook Study are prime examples of beneficence omission and the dire consequences that may result. 

To facilitate the ethical principle of justice, nurses must provide the same level of treatment and care to all individuals. All patients are to be treated fairly and equally with integrity and respect. Failure to apply the principle of justice may result in legal charges of negligence and/or malpractice (Edge, 1995).  +1 pt. This information can be considered “common knowledge since the term “justice” is widely used.

Veracity is a nurse’s obligation to provide the patient with truthful information. Withholding vital information, providing false information, or diminishing potential risks is in violation of the principle of veracity (Edge, 1995). The Tuskegee Syphilis Study and the Jewish Chronic Disease Hospital Study are both faulted with veracity violation by failing to provide patients with truthful information regarding their treatment. 

Veracity and autonomy are closely associated and interrelated. For autonomy to exist, veracity must be maintained. In order for informed consent to be valid and ethical, both veracity and autonomy must be employed (Edge, 1995).


Application of ethical principles in informed consent is crucial to uphold the integrity of the nursing profession. When confronted with ethical dilemmas, ethical principles provide guidelines to help direct decision making. A delicate balance must be achieved among all principles to appropriately practice ethical conduct. 
As the nursing profession continues to advance into the field of research, ethical responsibility and obligation ensue as distinguishing characteristics of the profession. For nursing research to uphold the high standard of ethical conduct, valid informed consent must be obtained. Through the ethical misconduct of healthcare predecessors, informed consent and ethical principle application have been improved to enhance nursing practice and patient care.  
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