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The Ethics of Alzheimer’s Disease and Informed Consent


Alzheimer’s is a devastating disease that affects most Americans in some way.  One out of every ten Americans over the age of 65 is afflicted with this disease, as well as almost half of the population above the age of 85.  After the age of 65, the risk of developing Alzheimer’s doubles every five years (Gingrich & Egge, 2006). As the baby boomers move into the later years of life, the prevalence of Alzheimer’s disease is also expected to rise.  According to the Alzheimer’s Association (2005), the number of persons with Alzheimer’s disease will reach 6.5 million by 2025 and 13.4 million by 2050.  Alzheimer’s disease is the most common form of dementia.  It is a progressive and fatal disease affecting the brain.  The disease destroys brain cells, resulting in impaired memory as well as decreased cognitive skills and behavioral problems. 

With the decline of cognitive abilities, patients may begin to exhibit difficult behavioral symptoms such as wandering, abusive/aggressive behavior, suspicion and paranoia, inappropriate sexual behavior, and resistance to care.  Patients also often require a high level of assistance with activities of daily living (ADL’s) such as bathing, eating, and toileting.  In addition, many Alzheimer’s patients suffer from higher levels of depression, incontinence and sleep problems (Kosberg, Garcia, & Dulka, 1997). Currently there is no cure for Alzheimer’s disease (Alzheimer’s Association, 2005).

In the case of research involving Alzheimer’s patients, ethical issues exist because of the difficulties in obtaining informed consent.  The ethical dilemma lies in whether Alzheimer’s sufferers can give proper informed consent because of their cognitive issues and whether special considerations should be afforded to them.  There is also debate as to the extent of third-party proxy decision making that should be allowed in the absence of specific advance directives regarding research participation.  The Belmont Report and other codes of medical ethics leave open to interpretation the question of whether the risk involved in conducting research on cognitively impaired individuals outweighs the possible positive outcomes.  The Belmont Report also indicates that third-party proxies should be established but does not outline procedure for when these proxies have not been designated ahead of time.
The Belmont Report was published in 1979 by the U.S. Department of Health, Education and Welfare.  This report outlines an ethical framework that can be used by researchers in order to make decisions regarding human research.  The Belmont Report is a summary of ethical principles that were developed by the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research through monthly meetings and a four-day long conference held in February of 1976.  This report grew out of the need for a more substantial tool for researchers to utilize when confronted with complex issues in human research.  Ethical issues in human research had become particularly prevalent in the public awareness after the Nuremberg War Crime Trials, following the end of World War II (U.S Department of Health, Education, and Welfare, 1979).  The Nuremberg Code, which was drafted as a result, offered a way to evaluate the actions of clinicians and scientists in the context of concentration camp experiments and also served as a model for later codes of medical ethics.  The Nuremberg Code and subsequent medical ethics codes have offered general rules to be followed by researchers when dealing with human subjects.  However, the general nature of these rules has failed to address more complex ethical issues that arise and, therefore, these rules tend to be incomplete.  The Belmont Report is one attempt to fill the void left by the Nuremberg code and other codes of medical ethics.  Rather than listing general rules, the Belmont Report attempts to serve as an ethical framework through which researchers can work through complex issues regarding human subjects (U.S Department of Health, Education, and Welfare, 1979).


The Belmont Report outlines three main principles within this framework that are considered to be generally accepted in our culture: autonomy, beneficence, and justice.  The first principle, autonomy, is described as a respect for individual persons such that “individuals should be treated as autonomous agents” and that persons with “diminished autonomy” should be protected within society (U.S Department of Health, Education, and Welfare 1979, p. 4).  Autonomous agents are defined as individuals capable of making decisions about personal goals and acting in accordance with these decisions.  For those individuals who cannot make these decisions for themselves because of illness or other incapacity, it is up to society to offer protection, even if this means excluding such individuals from harmful activities.  The exclusion from activities should be determined through a calculation of potential risk of harm and the probability of benefit.  Theology extends the definition of autonomy beyond simple calculations of rationality and decision-making ability.  Theological understandings of autonomy include more substance as to the value of human dignity and how this must be considered when the ability to make decisions has been diminished (McKenzie, 2002). 

The second principle, beneficence, includes an obligation not to cause harm and to maximize benefits while minimizing harm.  This idea of not causing harm stems from the Hippocratic Oath and has been extended to research so that an individual should not be caused harm even if it might benefit others.  Within the framework of the Belmont Report, individuals must thoughtfully consider when a certain course of action should be taken despite the risks.  As the Belmont Report does not offer complete solutions, only a framework to analyze ethical issues, no definite answer is given as to when research should be conducted despite the risk in order to benefit society at large (U.S Department of Health, Education, and Welfare, 1979).  However, it is implied that participation in such research must be contingent on the disclosure of associated risks and comprehension by the participant of such information.  Theology supports the idea of beneficence in that society should help those who are impaired in some way and be vigilant not to act in a way that would cause them harm.  According to McKenzie, Christian scripture can be applied such that “we are impelled not to turn away the beggar in our midst lest she or he be Elijah in disguise” (2002, p. 288).  

The third principle, justice, is based on a “fairness of distribution” in terms of burdens and benefits (U.S Department of Health, Education, and Welfare, 1979, p. 6).  It is incumbent upon the public to evaluate the selection of research participants to ensure that certain groups are not being targeted unfairly or categorically denied a treatment.  


The ethical principles laid out in the Belmont Report have important implications for the issue of informed consent.  Informed consent is generally required for any valid research involving human subjects.  It is intended to protect research participants by ensuring that they are aware of the risks, benefits, alternatives, and what the research will involve.  Guidelines for informed consent have been outlined by the United States Office for Human Research Protections and are as follows:  First, the research participant must be given a statement explaining the purpose of the research, the procedures to be followed, the experimental procedures, and the expected duration of participation.  The research participant must also be aware of any risks and/or benefits.  Alternative procedures or courses of treatment must be disclosed to the potential participant.  The research participant must be made aware of the extent to which records will be kept confidential during the course of the study.  In cases where the research involves more than minimal risk, research participants must be made aware of procedures for injuries and for obtaining necessary treatment.  The research participant must also be told whom they should contact for information about the study and their rights in the study.  The research participant also must be given a statement explaining that participation is voluntary and that they may leave the study at any time (Pious, 2007).  


The doctrine of informed consent includes an assumption of disclosure of information, comprehension of the information, and voluntary participation.  The Belmont Report acknowledges that comprehension of the information provided may be limited for certain groups of individuals, especially children and the cognitively impaired.  However, the Belmont Report leaves this issue open to interpretation on a case-by-case basis.  The report does mention that third parties should be chosen to assist these impaired individual as a means to protect them from harm (U.S Department of Health, Education, and Welfare, 1979).


The issue of informed consent and the extent to which cognitively impaired individuals can comprehend the information provided on a research study is applicable to Alzheimer’s disease sufferers.  Alzheimer’s disease (and other related dementias) involves decreased cognitive functioning as brain cells are destroyed.  Individuals with Alzheimer’s disease suffer from memory and behavioral problems, which become worse as the disease progresses (Alzheimer’s Association, 2005).  

According to the Common Good Approach, Alzheimer’s disease sufferers should be able to enroll in any medical experiments of low-risk, if they are still “decisionally capable,” through first-person informed consent (Maschke, 2003, p. 255).  Post, a proponent of the Common Good Approach, justifies this allowance by stating that Alzheimer’s disease is a rapidly growing problem, especially with the graying of the population, and proxy consent should be allowed in cases where no advance directive has been established (Post, 1999). In addition, the Common Good Approach asserts that there is no need to distinguish between research and treatment despite the outline of the Belmont Report. The Belmont Report states that lines between these two concepts tend to be blurred, and it must be clear to the participant what the nature of the intervention is (United States Department of Health, Education, and Welfare, 1979).  According to the Common Good Approach, this distinction is unnecessary as long as the best interest of the participant is protected by minimizing risk and pain; even more importantly, this distinction is unnecessary because Alzheimer’s disease sufferers (like any other individuals) should be enrolled in research regardless of potential for personal benefit because it will advance science and the common good.  

The Common Good Approach essentially dismisses the special consideration of cognitively impaired individuals as outlined in the Belmont Report.  Rather, the Common Good Approach uses the rationale that a moral obligation exists for human research to be performed in order to benefit society as a whole.  Therefore, a moral duty exists for all individuals to participate in research that may benefit society in the future.  The consideration of the common good also becomes the basis for decision-making by third-party proxies.  Both the moral duty to participate in research for the greater good and the assumption that individuals are inherently altruistic make it almost impossible for proxies to do anything but consent to research participation for Alzheimer’s disease sufferers.  Based on the assumption that individuals are inherently altruistic, proxies can conclude that Alzheimer’s disease sufferers would want to participate in any research studies if they could make the decision themselves.  This assumption of altruism and research for the greater good brings the Common Good Approach to the next level: that proxies are able to act as third-party decision-makers without express consent (or prior authorization) of the potential research subject.  This is contrary to the recommendations of the Ethics Advisory Panel of the Alzheimer’s Association.  The Ethics Advisory Panel recommends that for studies involving more than minimal risk with no personal benefit, advance directives must explicitly state the desire to participate in such research studies (Post, 1999).

The Common Good Approach not only rejects the idea of distinguishing between research and treatment, it rejects another principle of the Belmont Report.  The Common Good Approach also denies the idea of autonomy for Alzheimer’s disease sufferers as it is “eaten away” by the disease (Post, 2003).   Theological interpretations of autonomy are at odds with the Common Good Approach.  According to McKenzie, dignity can not be taken away simply because impaired Alzheimer’s patients have lost their “rational” status.  Rather, humans are “…created in the image of God… [and] are endowed with dignity” (McKenzie, 2002, p. 288).  Making human dignity and autonomy conditional on rationality diminishes their value.  Christian scripture describes the golden rule to love your neighbor as yourself, or to do unto others as you would have others do unto you.  While cognitively impaired individuals may lack the rationality to be considered “autonomous agents,” theology still allows for dignity in terms of decision-making.  Alzheimer’s disease sufferers may not be considered rational but should still be treated in accordance with the golden rule (McKenzie, 2002).
In response to the Common Good Approach, the other side of the debate contends that society still has an obligation in research to protect those who cannot protect themselves, regardless of the risks or benefits.  Alzheimer’s disease creates an especially complex case, as cognitive capacity will continue to deteriorate over time.  Despite the assertion of the Common Good Approach that individuals should be allowed to consent to research in the early stages of the disease, it is not feasible to consider this to be long-term consent as cognitive ability deteriorates with the progression of the disease (Maschke, 2003).  While this consent may reflect the individual’s wishes at the time, it cannot be considered in the same light as a non-impaired participant.  It is possible that the individual may understand the terms of study at the time of consent; however, this understanding will decline and one cannot be certain that the participant will want to continue involvement or understand that they may remove themselves from the study at any time.  Alzheimer’s disease sufferers may also have difficulty understanding side-effects or complications from the research and, in addition, may have difficulty making these discomforts known (Maschke, 2003).
As mentioned before, the Common Good Approach removes the distinction between research and treatment.  However, this diminishes the worth of calculating risk and personal benefit as the Common Good Approach contends that all research participation should be done to enhance the good of society.  All research involves some risk, and some studies may worsen the condition of the Alzheimer’s patient.  The line of reasoning that risk can be overlooked for the common good is faulty in the sense that there is no guarantee that a particular study will be beneficial.  There is also no guarantee that the treatment will be approved by the mainstream, thereby negating the assumption that it will necessarily benefit society.  Additionally, one must consider the personal interests of those involved.  It is difficult to ensure that researchers will be able to separate their own self-interest from the interest of the impaired research participant.  Researchers are inherently interested in performing research for a variety of reasons, including personal monetary gain or fame.  For this reason, there should be a clear distinction between research and treatment.  Research can be motivated by outside interests, while treatment is motivated by the best interest of the patient.  
The idea that a moral obligation exists to perform and participate in human research studies is also questionable.  Every study involves risk, and limits to “samaritanism” or self-sacrifice must exist.  It is useful to consider the argument put forth in the Social Contract Theory that there are natural limits to self-sacrifice.  According to the Social Contract Theory, we trade the freedom of the state of nature for the benefits of living in a society with rules and order.  If, through the arrangement of living in society, we are compelled to give up our lives, we are no better off than if we were still in the state of nature and the contract is thus invalidated (Rachels, 2003).  Therefore, it is not logical to assert that society imposes a moral obligation to participate in all research studies, especially those that involve more than minimal risk and no risk of personal improvement.
The right to bodily integrity is another issue that is contrary to the Common Good Approach.  The idea of the right to bodily integrity contends that every human has the right to decide what happens with his/her own body.  In this sense, proxy decision-making without prior consent of the individual would not be allowed, especially in cases where risks outweigh benefits.  Following this reasoning, one can point to court-ordered medical interventions where a court will override the decision of the individual.  The standard considered in these interventions is whether the treatment is in the best interest of the individual.  At the very least, one would not be able to extend non pre-authorized proxy decision-making to cases where the research would not provide benefit to the patient.  

References:

Alzheimer’s Association.  (2005).  What is Alzheimer’s?  Retrieved October 11, 2007
from: http://www.alz.org/alzheimers_disease_what_is_alzheimers.asp
Gingrich, N. & Egge, N.  (2006, November 11).  Let’s pay up for Alzheimer’s.  Business
Week, 4013, 110-110.

Kosberg, J.I., Garcia, J.L., & Dulka, I.M.  (1997).  Ensuring the adequacy of long term
care of AD patients: Special challenges and advocacy mechanisms.  American
Journal of Alzheimer’s Disease, 12(1), 3-9.
Maschke, K.J.  (2003).  Proxy research consent and the decisionally impaired.  Journal of
Disability Policy Studies, 13(4), p. 254-260.

Pious, S.  (2007).  Tips on informed consent.  Social Psychology Network.  Last accessed
October 15, 2007 at http://www.socialpsychology,org/consent.htm.

Post, S.G.  (1999).  Why the tolerance of potential harms?  Research ethics in
Alzheimer’s disease.  Accountability in Research, 7, p. 241-253.

Post, S.G. (2003).  Full-spectrum proxy consent for research participation when persons
with Alzheimer’s disease lose decisional capabilities: Research ethics and the
common good.  Alzheimer’s Disease & Associated Disorders, 17(2), p. S3-S11.

Rachels, J.  (2003).  The elements of moral philosophy.  New York: McGraw Hill.

United States Department of Health, Education and Welfare.  (1979, April 18).  The
Belmont report.  Washington, D.C.

PAGE  
-1-


