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Ethical Issues-Chapter 5 Notes

I. Historical Influences

a. Nazi experiments

b. Tuskegee Syphilis Study 1932-1972 conducted by U>S> Public Health Service

II. Codes of Ethics

a. Developed to guide researchers through difficult situations where the demands of the study conflict with the rights of subjects

b. These problems are often subtle and difficult to resolve

i. Nuremberg Code-first code after Nazi experiments

ii. Declaration of Helenski

iii. ANA code-human rights guidelines for nurses

iv. Belmont Report-made by the National commission for the protection of Human Subjects of Biomedical and Behavioral Research 1978

c. Primary Ethical Principles of the Belmont Report (the National Research Act) 1978

i. The Principle of Beneficence

ii. The Principle of Respect for Human Dignity

iii. The Principle of Justice

Text discusses some ethical dilemmas on p. 86-87

III. The Principle of Beneficence

a. Freedom from harm (physical and psychological) Also called “nonmaleficence”.  In studies where psychological harm is a concern debriefing sessions are held to explain aspects of the study and explore responses to the study.

b. Freedom from exploitation

i. Trust must be maintained-especially where a nurse-pt relationship exists.

ii. Subjects must not fear negative consequences as a result of participating or not participating in the study. 

iii. For ex- losing funding for medical care or fear of lower grade from instructor

c. Risk/Benefit Ratio- Risks and benefits of participation must be carefully analyzed. Risk should never be higher than the benefits to society would warrant. Minimal risk-the same risk as which occurs in daily life or during routine physical and psychological exams.

i. If risk is beyond minimal, the researcher must proceed extremely cautiously.

IV. The principle of Respect for Human Dignity

a. Right to self-determination-to decide whether or not to participate without penalty. Subjects always may refuse to participate, decline to give information, to withdraw at any time and ask questions. Includes freedom from coercion-threats of penalty for failing to take part in the study or excessive rewards for participation.

b. Right to Full Disclosure-means that the researcher has explained the research study fully and has described the subjects right to refuse to participate and discussed the risks and benefits of participation. Can cause problems in the study by introducing biases. The bias often is from distorted results. If a subject knows the full purpose he or she may change behaviors. Examples:

i. Two techniques used by researchers:

1. Covert data collection or concealment-data is collected without subjects knowledge

2. Deception-researcher withholds info about study or actually lies about it-may be justified if benefit is high and if other methods are not available

c. Informed consent-subjects have received and understand info about research and have choice about participation. Know the elements of informed consent.

i. Make common, clear, use layman’s terms

ii. Consent form should be signed most of the time by the subject and the researcher.

Implied Consent

V. The Principle of Justice

a. The Right to Fair Treatment-no discrimination, no judgments if subject withdraws, promises are kept 9time commitment, etc.), access to researcher to ask questions, debriefing, if necessary to resolve issues or to give info, and respect and courtesy.

b. The Right to Privacy-must be a priority; no info shared without permission

i. Anonymity-where no one even researcher can link subject with data from that subject

ii. Confidentiality-no info shared or made public except with those connected to research project.

iii. Aids to confidentiality-get only necessary identifying info, use I.D. #, lock info in file, destroy info ASAP, make sure all associated with project pledge confidentiality, if data from a single subject is reported take steps to disguise, report data as a whole

iv. HIPAA

c. Vulnerable Subjects

i. Children

ii. Mentally or emotionally disabled

iii. Physically disabled

iv. Institutionalized people- like prisoners

v. Pregnant Women

VI. Reviewing the Protection of rights

a. Institutional Review Boards (IRB)

b. Review committees

c. Other advisors (faculty, peers, subjects, support or advocacy groups)

d. Critiquing ethical component
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