Belmont report 1979

The Belmont Report was written by the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research. The Commission, created as a result of the National Research Act of 1974, was charged with identifying the basic ethical principles that should underlie the conduct of biomedical and behavioral research
involving human subjects and developing guidelines to assure that such research is conducted in accordance with those principles. Informed by monthly discussions that spanned nearly four years and an intensive four days of deliberation in 1976, the Commission published the Belmont Report, which identifies basic ethical principles and guidelines
that address ethical issues arising from the conduct of research with human subjects. READ THE BELMONT REPORT Read the full text of the Belmont Report WATCH A VIDEO ABOUT THE BELMONT REPORT This video describes the basic ethical principles that underlie research involving human subjects and demonstrates how they can help
resolve ethical conflicts in research VIEW 25th ANNIVERSARY INTERVIEWS This collection of videos includes interviews with members and staff of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research from the 25th anniversary of publication in 2004 Print GUIDANCE Contents All UW human

subjects research is guided by the statement of ethical principles called the Belmont Report. This guidance is intended to present human subjects regulatory concepts within the context of the Belmont Ethical Principles. Back to Table of Contents Context In an attempt to strengthen human research protections, the National Research Act was passed
in 1974. As part of this Act, the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research was created and tasked with developing a code of human subjects research ethics. The Commission published the Belmont Report in 1976 which identified the following basic ethical principles: Respect for Persons
expresses the ethical convictions that the autonomy of individuals should be respected and that persons with diminished autonomy are entitled to equal protection. Beneficence describes an obligation to protect subjects from harm by maximizing possible benefits and minimizing possible harms. Justice promotes equitable representation in research in
terms of fairly distributing the risks and benefits of research. The Belmont Ethical Principles provided the foundation for the Common Rule (45 CFR 46) human subjects research regulations. This guidance page describes regulatory concepts, such as consent, within the context of these ethical principles. Additional content will be added over time.
Back to Table of Contents Consent and Belmont The requirements for Respect for Persons are satisfied when subjects are provided with a meaningful consent process in which they are provided with all relevant information about a study that a reasonable person would need and that they fully comprehend the information they are provided. This helps
to ensure that they are able to make a voluntary decision about whether or not to participate. The requirements for Beneficence are met when the anticipated risks and benefits of research are disclosed to prospective subjects as part of the consent process and in the consent form (if there is a form). The principle of Justice is most relevant to consent
in the context of equitable selection of subjects. It is important to consider whether the subject populations(s) who bear the risks of research might also stand to benefit from it and, conversely, whether those populations most likely to benefit from the research are also being asked to share in the risks. The Belmont Principles can conflict with each
other with respect to research consent. Considerations of Beneficence must be balanced against an obligation to allow for subject autonomy when subjects have consent capacity (Respect for Persons) and promoting equitable representation in research (Justice). The IRB and researchers will need to consider the particulars of each study and subject
population to identify the appropriate balance between the principles. Example: Children participating in research do not provide consent on their own behalf. Rather, a parent or guardian provides their permission and the child, when they have the capacity, provides assent. The Belmont Principles may conflict with each other when the child does not
want to enroll in the study but their parent/guardian wants them to be enrolled. In general, a child’s dissent should be respected (Respect for Persons) and every effort should be made to come to a consensus between the child and their parent/guardian. However, there are some circumstances involving children where the regulations favor
Beneficence and Justice over Respect for Persons: When the research is greater than minimal risk and there is a potential for direct benefit to the child, the IRB may allow the wishes of a single parent/guardian to override the wishes of the child in order to obtain the benefit (Beneficence). The IRB may approve greater than minimal risk research
where the only likely benefit is the knowledge to be gained for other children with the disorder or condition being treated (Justice). However, the IRB will generally require two-parent permission in these cases as an additional safeguard that the risks are reasonable given the anticipated benefits (Beneficence). Back to Table of Contents Related
Materials GUIDANCE Consent Back to Table of Contents Regulatory References 45 CFR 46 The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research. The National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research, April 18, 1979 Back to Table of Contents Version
Information Open the accordion below for version changes to this guidance. Version Number Posted Date Implementation Date Change Notes 1.00 10.08.2021 10.08.2021 Newly posted guidance. Key words: Ethical principles The Belmont Report has defined minimal risk as “the probability and magnitude of physical or psychological harm that is
normally encountered in the daily lives, or in the routine medical or psychological examination, of healthy children.”From: Oncology of Infancy and Childhood, 2009 The Belmont Report is a report created by the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research. Its full title is the Belmont Report:
Ethical Principles and Guidelines for the Protection of Human Subjects of Research, Report of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research. The report was issued on September 30, 1978[1] and published in the Federal Register on April 18, 1979.[2] The report took its name from the Belmont
Conference Center where the document was drafted in part. The Belmont Conference Center, once a part of the Smithsonian Institution, is in Elkridge, Maryland, 10 miles south of Baltimore, and until the end of 2010 was operated by Howard Community College.[3] The Belmont Report[2] summarizes ethical principles and guidelines for research
involving human subjects. Three core principles are identified: respect for persons, beneficence, and justice. Three primary areas of application are also stated. They are informed consent, assessment of risks and benefits, and selection of subjects. According to Vollmer and Howard, the Belmont Report allows for a positive solution, which at times may
be difficult to find, to future subjects who are not capable to make independent decisions.[4] History The Belmont Report was first written by the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research.[5] Prompted in part by problems arising from the Tuskegee Syphilis Study (1932–1972) and based on the
National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research (1974–1978), the Department of Health, Education and Welfare (HEW)[6] revised and expanded its regulations for the protection of human subjects 45 CFR part 46 in the late 1970s and early 1980s. In 1978, the commission's report Ethical Principles
and Guidelines for the Protection of Human Subjects of Research was released, and it was published in 1979 in the Federal Register. It was named the Belmont Report, for the Belmont Conference Center, where the National Commission met when first drafting the report.[7] The Belmont Report is one of the leading works concerning ethics and health
care research. It allows for the protection of participants in clinical trials and research studies.[5] The Belmont Report explains the unifying ethical principles that form the basis for the National Commission's topic-specific reports and the regulations that incorporate its recommendations. The three fundamental ethical principles for using any human
subjects for research are:[2] Respect for persons: protecting the autonomy of all people and treating them with courtesy and respect and allowing for informed consent. Researchers must be truthful and conduct no deception; Beneficence: the philosophy of "Do no harm" while maximizing benefits for the research project and minimizing risks to the
research subjects; and Justice: ensuring reasonable, non-exploitative, and well-considered procedures are administered fairly — the fair distribution of costs and benefits to potential research participants — and equally. These principles remain the basis for the United States Department of Health and Human Services (HHS) human subject protection
regulations. Today, the Belmont Report continues as an essential reference for institutional review boards (IRBs) that review HHS-conducted or -supported human subjects research proposals involving human subjects, in order to ensure that the research meets the ethical foundations of the regulations. Applications of these principles to conduct
research requires careful consideration of i) informed consent, ii) risks benefit assessment, and iii)selection of subjects of research. Outlined by Jennifer Sims in her article "A brief review of the Belmont Report", she states 7 things nurses, as primary caregivers for individuals participating in a study, must do to ensure the rights of the participant are
met. Ensure the study is approved by an IRB Get informed consent from the patient Ensure that the patient understands the full extent of the experiment, and if not, will contact the study coordinator Ensure the patient wasn't coerced into doing the experiment by means of threatening or bullying Be careful of other effects of the clinical trial that were
not mentioned, and report it to the proper study coordinator Support the privacy of the patient's identity, their motivation to join or refuse the experiment. Ensure that all patients at least get the minimal care needed for their condition[5] Researchers must share the findings of their procedures regardless of them being good or bad results. Also in the
case someone did not want to participate in research but would like treatment they cannot be turned away and must be treated with the same standard care.[5] Summary The summary, from the top of the Report: On July 12, 1974, the National Research Act (Pub. L. 93-348) was signed into law, there-by creating the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research. One of the charges to the Commission was to identify the basic ethical principles that should underlie the conduct of biomedical and behavioral research involving human subjects and to develop guidelines which should be followed to assure that such research is conducted in
accordance with those principles. In carrying out the above, the Commission was directed to consider: (i) the boundaries between biomedical and behavioral research and the accepted and routine practice of medicine, (ii) the role of assessment of risk-benefit criteria in the determination of the appropriateness of research involving human subjects,
(iii) appropriate guidelines for the selection of human subjects for participation in such research and (iv) the nature and definition of informed consent in various research settings. The Belmont Report attempts to summarize the basic ethical principles identified by the Commission in the course of its deliberations. It is the outgrowth of an intensive
four-day period of discussions that were held in February 1976 at the Smithsonian Institution's Belmont Conference Center supplemented by the monthly deliberations of the Commission that were held over a period of nearly four years. It is a statement of basic ethical principles and guidelines that should assist in resolving the ethical problems that
surround the conduct of research with human subjects. By publishing the Report in the Federal Register, and providing reprints upon request, the Secretary intends that it may be made readily available to scientists, members of Institutional Review Boards, and Federal employees. The two-volume Appendix, containing the lengthy reports of experts
and specialists who assisted the Commission in fulfilling this part of its charge, is available as DHEW Publication No. (OS) 78-0013 and No. (OS) 78-0014, for sale by the Superintendent of Documents, U.S. Government Printing Office, Washington, D.C. 20402. Unlike most other reports of the Commission, the Belmont Report does not make specific
recommendations for administrative action by the Secretary of Health, Education, and Welfare. Rather, the Commission recommended that the Belmont Report be adopted in its entirety, as a statement of the Department's policy. The Department requests public comment on this recommendation. The Belmont report itself consists of 3 clauses: A.
Boundaries between Practice and Research, B. Basic Ethical Principles, C. Applications. Boundaries Between Practice and Research This clause establishes the differences between biomedical and behavioral research, and that the different areas of research, require different protections for human participants. Examining the differences between
"practice" and "research", practice is dealing with bettering the wellbeing of an individual or group, while research is testing a theory and potentially has an unknown ending. This difference, establishes that they require different protections for human participants, and when any amount of research is occurring, it should be reviewed for the
protection those involved. Basic Ethical Principles This clause covers, three ethical principles; Respect for Persons, Beneficence, and Justice. Respect for Persons This ethical principle describes individuals as autonomous agents. Stating that an autonomous agent is an individual capable of deliberation regarding their personal goals, and who is able to
be guided by that deliberation. It acknowledges that while most individuals are capable of making the decision, some groups of people require more protections. Some lose their capacity for self-determination due to illness, mental disabilities, or other circumstances. Children, and the groups just mentioned, are to be granted protections, either
temporarily or permanently, until the individual is capable of self-determination. These protections range from ensuring that the individual understands and is freely participating in the research, to excluding the individual from harm. Beneficence This principle, in short, emphasizes the maximization of benefits, and minimization of potential harms.
Especially when dealing with those who require further protections, from the Respect for Persons principle. Scientific researchers are urged to consider, not just the immediate consequences, but also the long term consequences of their research. Justice This principle deals with the distribution of benefits and burdens of research. It puts forward 5
different formulations, on how to base the distribution, 1, all given an equal share, 2, based on need, 3, based on individual effort, 4, based on societal contribution, 5, based on merit. This principle described the circumstances of the Tuskegee Syphilis Study, and explains the importance of the participants getting recognition and the possible benefits
of research. It also mentions the exploitation of unwilling prisoners, as research participants, in the Nazi concentration camps. Applications This clause is broken down into three parts, informed consent, Assessment of Risk and Benefits, Selection of Subjects. Informed Consent This section is further broken down into three parts, information,
comprehension, and voluntariness. Information: Ensuring that the participants, are not only given all the relevant information, but that the information is presented in an understandable and researchable way. Comprehension: The participants should be capable of understanding the information; if they aren't, the third party in-charge of their safety
(part of the protections from the Basic Ethical Principles, the Beneficence section) should be given the information regarding the research, and presented it in an understandable manner. Voluntariness: Participants shouldn't be under any unjustifiable pressures to participate in research. This can include coercion, undue influence by excessive or
inappropriate reward, influence by a close relative, threatening to withdraw health services, and other comparable situations. Individuals should make the decision to participate without being pressured by any unwarranted sources. Assessment of Risk and Benefits Selection of Subjects Today In 1991, 14 other Federal departments and agencies
joined HHS in adopting a uniform set of rules for the protection of human subjects, identical to subpart A of 45 CFR part 46 of the HHS regulations. This uniform set of regulations is the Federal Policy for the Protection of Human Subjects, informally known as the "Common Rule". The Office for Human Research Protections (OHRP) was also
established within HHS.[8] Today, the Belmont Report serves as a historical document and provides the moral framework for understanding regulations in the United States on the use of humans in experimental methods. Psychology In the field of psychology, the Belmont Report has been heavily supplemented, if not entirely replaced, by the
American Psychological Association's (APA) Ethical Principles of Psychologists and Code of Conduct. The APA's guidelines include the basics provided in the originally published Belmont Report, but also enhance and reinforce those established principles.[9] Just as the Belmont Report details the principles of beneficence, respect for persons, and
justice, the APA details them further and expands the three initial guidelines into five: (1) beneficence, (2) respect for persons, (3) justice, with the addition of (4) fidelity and responsibility, as well as (5) integrity. The principle of fidelity and responsibility ensures that researchers establish trust and a sense of responsibility for their study and its
possible repercussions. The principle of integrity furthers this concept into honesty and accuracy throughout all professional psychological endeavors. The inclusion of the last two principles has become pertinent in modern science and research. As ethical practices are constantly evolving, the frequently revised APA guidelines have, in some fields,
replaced the practical use of The Belmont Report. The report currently serves as more of a foundation for the ever-growing caution and attention paid to ethical practices used in psychological experiments. Another area where APA guidelines move beyond the Belmont report is in the setting of standards. The APA establishes standards for all
reputable members of the psychology community (particularly those members of the American Psychological Association).[10] The association sets a code of conduct for all APA individuals, which, when violated, can result in termination of professional licensure or membership. One of the most important standards that is detailed in the APA manual is
the one that requires the induction of an institutional review board (IRB), which serves the same purpose as outlined in the Belmont Report. An IRB is responsible for interpreting the established principles and ensuring the ethicality of research done on humans. Other standards are completely beyond the scope of the Belmont Report but have since
been added to the APA manual. One such standard is the ethical treatment of animals (the report's full title being 'Ethical Principles and Guidelines for the Protection of Human Subjects of Research'), something that has become a resurgent topic in recent years. The APA Guidelines have evolved into a more modern approach to ethics in research, and
are frequently updated (with nearly nine revisions since its original publication), building on the Belmont Report's foundation as new information becomes available and changes occur in opinion and societal acceptance. While the Belmont Report when published was a beneficial first step to ensuring ethical practice, today it serves as a reminder of
the ever-changing moral guidelines in psychology. It was nevertheless an important collection of regulations in response to the Tuskegee Study (1932-1972) that provided the first stepping stones to modern ethical practice in psychological research. Critique In a study by Nancy Shore, community-based participatory researchers were interviewed for
their interpretation and critique of the Belmont Report. Interviewees expressed concerns regarding the Belmont Report's ethical principles and interpretations as being one size fits all and advocated researchers to resist the tendency to rely on those principles systematically.[11] It argues that the ethical analysis should be extended to take into
account more appropriate factors, such as cultural, gender, ethnic and geographical considerations.[11] Debate continues over the ethics and regulations of research involving human subjects because of discrepancies over the meaning and priority of the Belmont Report's basic ethical principles: respect for persons, beneficence, and justice. Notably,
the Belmont Report does not specify how its three ethical principles should be weighted or prioritized. According to Albert R. Jonsen, a member of the National Commission that composed the report, the Institutional Review Board is charged with weighing these principles and deciding how they should be applied. Matters become controversial when
deciding if the principles should be interpreted as more or less weighty depending upon the particular circumstances of the research in question, if the principles should be viewed as an obligation that society must undertake on behalf of its members,[4] or if it should be viewed as giving absolute priority to respect for persons' autonomy over the
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