English 203

Notes on the Belmont Principles

In 1979, after a several years of deliberations, the National Commission published the Belmont Report. The Belmont Report identifies three basic ethical principles that underlie all human subject research. These principles are commonly called the Belmont Principles. The Belmont Principles are respect for persons, beneficence, and justice. 

Respect for Persons 

This principle requires researchers to treat individuals as autonomous human beings, capable of making their own decision/choices, and not to use people as a means to an end. The principle also provides extra protection to those with limited autonomy. 

Subjects have full autonomy when they have the capacity to understand and process information, and the freedom to volunteer for or withdraw from research without coercion or undue influence from others. 

Rules derived from the principle of respect for persons include:

· The requirement to obtain and document informed  consent.

· The requirement to respect the privacy interests of research subjects.

· The requirement to consider additional protections when conducting research on individuals with limited autonomy.

Beneficence 

This principle requires researchers to minimize the risks of harm and maximize the potential benefits of their work. This principle demands that researchers and IRBs conduct a careful assessment of the risks of harm and the potential benefits of the research and ensure that the potential benefits justify the risks of harm. This may include, in some cases, alternative ways of obtaining the benefits sought in the research. 

The term "risk" refers to a possibility that harm may occur. However, the assessment of risk requires evaluating both the magnitude of the possible harm and the likelihood that the harm will occur. The types of harms to be assessed include not only physical harms but also psychological, legal, social, and economic harms. The term "benefit" is used in the research context to refer to something of positive value related to health or welfare. Those benefits can accrue to individual subjects or to others, such as a community, or humanity as a whole. In general, the risks and benefits to the individual subjects carry more weight than benefits to others. As The Belmont Report states, “Beneficence thus requires that we protect against risk of harm to subjects and also that we be concerned about the loss of the substantial benefits that might be gained from research.”

The rules derived from the principle of beneficence include: 

· The requirement to use procedures that present the least risk to subjects consistent with answering the scientific question.

· The requirement to gather data from procedures or activities that are already being performed for non-research reasons.

· The requirement that risks to subjects be reasonable in relation to both the potential benefits to the subjects and the importance of the knowledge expected to results.

· The requirement to maintain promises of confidentiality.

· For research that involves more than minimal risk of harm, the requirement to monitor the data to ensure the safety of subjects.

Justice 

The principle of justice requires us to treat people fairly and to design research so that its burdens and benefits are shared equitably. Those who benefit from the research should share in the burden of being subjects in the research. Those who serve as subjects in the research should share in the potential benefits from the research. Individuals or groups should not be selected for research participation solely because they are available, cannot say “no” or do not know that they can say “no”. In order to avoid exploitation the selection of subjects should solely based on scientific justification. 

The rules derived from justice include: 

· The requirement to select subjects equitably.

· The requirement to avoid exploitation of vulnerable populations or populations of convenience.

Applying the Belmont Principles 

The need for protecting human subjects through research ethics and regulations is as relevant now as ever. Applying the Belmont principles to our studies is an important start: 

· From the principle of respect for persons we need to conduct initial and continuing informed consent. We need to evaluate whether the research allows subjects to withdraw from the research and maintains the welfare of each subject. 

· From the principle of beneficence we need to evaluate the social and scientific value of the research, the scientific validity of the research, and determine whether the research has a favorable risk benefit ratio. 

· From the principle of justice we need to evaluate whether there is fair subject selection. We also need to evaluate the inclusion and exclusion criteria and the methods of recruitment. 

*Material adapted from CITI training module on history and ethics of research.


