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[bookmark: bmFirstPageTitle]Ethics and Consent
The purpose of this paper is to explore informed consent and its history and difficulties.  This paper will examine how informed consent can be ethical in nature and how ethical principles can be applied to this issue.  Past research studies not using informed consent will be examined and guidelines for future research will be discussed.  
Informed Consent: History and Difficulties
[bookmark: C407977298263889I0T407977368634259][bookmark: C407977471990741I0T407977496064815]“Informed consent is the process of obtaining the permission of a subject to participation in studies and have an opportunity to decide about his or her healthcare” (Parvizi, Chakravarty, Og, & Rodriguez-Paez, 2008, p. 651).  Informed consent has not always been a must in the healthcare world.  It appears to be difficult to find any description of informed consent without it being paired with a legal precedent.  The first such legal opinion was that of Judge Cardozo in 1914.  This was the first modern affirmation that consent was required for a procedure (Housri, Coombs, Ordani, Pawlik, & Koniaris, 2011, p. 260).  
[bookmark: C407977471990741I0T407977511458333][bookmark: C407977471990741I0T407977539351852][bookmark: C407977471990741I0T407977562847222]“The term informed consent was first coined in the 1954 case Salgo v Leland Stanford Jr. University Board of Trustees and was popularized in the latter half of the 20th century with the Canterbury v Spence case” (Housri et al., 2011, p. 260).  While the termed “informed consent” has not been around all that long, it leaves a lasting imprint on medical research.  The idea of informed consent can be seen as tricky when looking at the two prevailing standards of disclosure, which are the “reasonable-person standard and the professional practice standard” (Housri et al., 2011, p. 260).  These two standards uphold the ethical principles of respect for autonomy, nonmaleficence, beneficence, and justice.  The reasonable-person standard states “that the relevance of information is based on the significance that a reasonable person would attach to it in making a decision”(Housri et al., 2011, p. 260).   This is where informed consent can become difficult to define.  What is significant to one person may hold no bearing on another person’s decision.  
According to Endacott and DipN (2007), “Under the Nuremburg code (1964) and the Helsinski declaration (1989), all research studies should properly consider and address the ethical implications that may arise from their conduct.  This notion originates from the legal and ethical right of the patient/subject to retain autonomy and from the ethical duty of the physician/researcher to involve the patient in healthcare decisions.  Informed consent also implies that a dialog has taken place about the nature of the decision, reasonable alternatives, relevant risks, benefits and uncertainties of the decision, and the comprehension and acceptance of the healthcare decision by the patient/subject” (p. 166).  This applies to all research studies and procedures that will take place as outlined by the conversation.  
[bookmark: C407977298263889I0T407977712731482][bookmark: C407977298263889I0T407977736805556]Challenges in obtaining informed consent can be applied to vulnerable populations and emergency research.  Vulnerable population can be defined as “research subjects that are for various reasons not considered to be fully autonomous.  There are many variables that would affect the level of autonomy, such as ethnicity, education level, age, mental capacity, pregnant women, and incarcerated prisoners” (Parvizi et al., 2008, p. 653).  In cases where the subject has one or more of these variables, special consideration must be taken.  For children and mentally impaired patients, a fully competent parent or legal guardian must provide fully informed consent. (Parvizi et al., 2008, p. 653).  This is a major barrier in obtaining informed consent.  
[bookmark: C407978385416667I0T407978426620370][bookmark: C407978385416667I0T407978446064815]Another seldom looked at issue with informed consent is the patient ability to recall what exactly was consented for.  “Numerous Studies have shown that research participants often fail to understand important core requirements of informed consent: the purpose of the study, its risks and benefits, that participation is voluntary, and that they have the right to discontinue participation” (Ballard, Shook, Iocono, Bernard, & Hayes, 2011, p. 12).  In one study, only 3% of parents were “able to fulfill knowledge of all the core elements of informed consent” in spite of “stringent criteria for all key personnel who participated in obtaining informed consent”(Ballard et al., 2011, p. 12).  This is a key place where nurses may be able to make an impact.  By listening to the physician obtain informed consent and checking with the patient afterward to make sure the patient understands, nurses may be able to ensure the patient is truly aware of all pertinent information. 
Past Issues with Informed Consent
[bookmark: _GoBack][bookmark: C407977792476852I0T407977826157407][bookmark: C407977792476852I0T407977865625000]Past issues with informed consent have been highlighted by Beecher (1966).  Beecher (1966) states, “If suitably approached, patient will accede, on the basis of trust, to about any request their physician may make” (p. 79).  “After Beecher’s publication, the National Institutes of Health and the Food and Drug Administration altered their investigator guidelines to require peer-reviewed superintendence and evidence of informed consent in all human experiments” (Erler & Thompson, 2008, p. 110).  Beecher’s publication cited 22 examples in which research was conducted on humans in which accepted standards were ignored and the results were published in respected journals.  As a result of this publication “the US Public Health Service mandated that all federally funded research involving human subjects be reviewed by a committee of institutional associates” (Erler & Thompson, 2008, p. 110-111).  This ensures that any research in which humans are involved, there are standards must be met to protect and inform those involved.  
Ethical Principles 
[bookmark: C407837202430556I0T407977985879630][bookmark: C407837202430556I0T407977994097222][bookmark: C407977298263889I0T407978003356481]“The Belmont Report identified three ethical principles as relevant to research involving human subjects: the principles of respect for persons, beneficence, and justice” (Burns & Grove, 2009, p. 188).  The principle of respect for persons holds that “persons have the right to self-determination and the freedom to participate or not to participate in research” (Burns & Grove, 2009, p. 188).  This principle also asserts that “certain individuals may be incapable of making decisions without the aid of a guardian or caregiver” (Parvizi et al., 2008, p. 652).  People have the right to choose whether or not they want to participate and those that are incapable must have the guidance of a parent or guardian.  
[bookmark: C407837202430556I0T407978017245370][bookmark: C407978044791667I0T407978065046296]The principle of beneficence “requires the researcher to do good and ‘above all, do no harm’” (Burns & Grove, 2009, p. 188).  This principle is highlighted in Beecher’s publication.  Beecher (1966) details many studies in which the ethics where questionable.  The studies in which the known effective treatment was withheld, technical study of disease, and physiologic studies where all cited as unethical or questionable ethical studies (Beecher, 1966, p. 368-370).  Beneficence can be closely related to paternalism.  Paternalism is the idea that doctors will do what is best for their patients.  However, the patient still has autonomy and can decide where or not to follow the advice of the physician. 
[bookmark: C407837202430556I0T407978084722222][bookmark: C407977298263889I0T407978091782407]The principle of justice “holds that human subjects should be treated fairly” (Burns & Grove, 2009, p. 188).  It is further declared that the “risks and benefits must be shared equally among different types of people” (Parvizi et al., 2008, p. 653).  This will ensure that one population is not put into a study solely to judge the adverse outcomes of one population as opposed to another population. 
Veracity is the principle of truth.  Medical professionals are required to tell the absolute truth to the patient at all times.   This can be an ethical dilemma in informed consent.  A researcher may not want to tell the entire truth for fear that nobody will want to participate in their study.  Nursing is affected by this principle directly, and can be caught in a hard place if the physician is not telling the entire truth to the patient.   As the patient population increasing self-diagnoses and scans the internet, researchers are more likely to be questioned and caught when not telling the whole truth to a patient.  The best idea is to lead with the truth and not lose the trust of the patient.  
Guidelines for Future Research
[bookmark: C407978044791667I0T407978140046296][bookmark: C407977792476852I0T407978164236111][bookmark: C407977792476852I0T407978171527778]Without research, medicine would not continue to expand.  Our most basic knowledge is dependent upon the research that has been done prior, and to advance our knowledge research must continue.  With that in mind, one must not only remember the subjects involved in research, but also the research itself.  “An experiment is ethical or not at its inception; it does not become ethical post hoc –ends do not justify means.  There is no ethical distinction between ends and means” (Beecher, 1966, p. 372).   Moving forward, researchers must be diligent in obtaining review by and “appropriate institutional review board before initiation of the study” (Erler & Thompson, 2008, p. 113).  Failure to follow this guideline will not only compromise the “ethical integrity of the study but also may prevent the investigator from publishing their findings” (Erler & Thompson, 2008, p. 113).  With all of the motives for conducting research, the only way to be certain that ethics are behind the study, is to have the study reviewed.  This will ensure the researcher is on the right path from the beginning. 
Conclusion
Although there are ethical implications in every aspect of nursing, research has become one of the most prominent areas for ethical scrutiny.  Beecher (1996) showed how research was very unethical in the past—withholding a known curative medicine, preforming procedures to harm patients, enabling patients to become clinically worse all to document what would happen.  These are all cases in which ethics were absent from research.  If the ethical principles of autonomy, beneficence, justice, paternalism, and veracity are kept in mind when conducting research, there is a very good chance that ethics will not be breeched. 
 Informed consent can be confusing when looking at the legal aspect of the term.  Still, nurses can help this problem by talking with the patient and finding out what is most important to the patient to be informed of.  This will in turn help the physician properly obtain informed consent.  This may also relieve some anxiety from the patient and put them in a better place to hear what the physician has to say. 
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