
Ethical Principles in Research Program Exam 

(Note: 80% has been established as the passing score)

Circle the one best answer for each question

1. According to the Belmont Report, ‘research’ is defined as an activity designed to:

a) innovate and improve services

b) provide diagnosis and preventive treatment

c) develop or contribute to generalizable knowledge

d) provide direct benefit to subjects

2. As defined in the Belmont Report, respect for persons relates to this general rule:

a) obtain consent

b) maximize possible benefits

c) burdens of research should not be imposed without benefit

d) research must have prior approval

3. As defined in the Belmont Report, justice relates to this general rule:

a) use procedures that result in the fair selection of subjects

b) obtain consent

c) minimize risks

d) obtain IRB approval

4. Regarding risks and benefits of research, the Belmont Report states that:

a) presenting both risks and benefits is not necessary for behavioral research

b) weighing of risks and benefits is important in the subject's decision to enroll in a study
c) information should be slanted so subjects are not overly concerned

d) it is unjust to ask subjects to accept risks

5. As defined in the Belmont Report, beneficence relates to this general rule:

a) obtain consent

b) maximize possible benefits and minimize risks

c) burdens of research should not be imposed unduly

d) volunteers should always be paid for acceptance of risks

6. According to the Belmont Report, risk factors for research subjects in a study:

a) may include social, psychological and legal harm

b) must be considered only if physical risk is involved

c) always include physical and scientific risks

d) include only psychological and physical risks
7. Human subject research includes:

a) research intervention only (e.g., drug studies)

b) research use/collection of identifiable private information only

c) research interaction only (e.g., surveys)

d) all of the above

8. According to the Belmont Report, getting the assent of children (persons under age 18 in New York) and the permission of their parents:

a) shows respect for persons

b) shows disrespect for the children

c) is an example of a double-bind if there is disagreement between the two parties

d) is required only for younger children

9. Regarding the three ethical principles listed in the Belmont Report:

a) the principles should not conflict with one another

b) resolution of ethical problems may take some balancing of principles
c) they are listed in order of precedence in the document

d) they take precedence over other codes of ethics 

10. The Belmont Report states a general rule that if there is any element of research in an activity:

a) hypothesis testing must not interfere with provision of services

b) the benefits to society always outweigh the risks to the subject
c) results must be published to benefit society

d) the activity should undergo review for the protection of human subjects

11. Two areas that generally create more concern for behavioral research than for biomedical research are:

a) deception and risk of physical harm

b) vulnerable subjects and risk of permanent psychological damage

c) risk of permanent psychological damage and social damage

d) confidentiality and privacy

12. In designing and conducting behavioral and social science research, the following is true:

a) intrusions on privacy are justified by the requirement for absolute confidentiality

b) undue influence is never a factor

c) no additional safeguards are needed when studying vulnerable populations

d) stress, discomfort and other harms should be minimized

13. Regarding the federal regulations governing behavioral research, which of the following is true:

a) behavioral research regulations are new

b) behavioral research has lower ethical standards

c) relies on the investigator to conduct the study appropriately

d) not governed by federal regulation, only state

14. Regarding Certificates of Confidentiality, they:

a) are issued by the Food and Drug Administration

b) do not prevent voluntary disclosures by researchers

c) guarantee absolute confidentiality of research data

d) prohibit subjects from disclosing research data or involvement

15. According to the regulations, which group is not considered a “vulnerable population”?

a) children

b) pregnant women

c) prisoners

d) middle-aged men

16. Good Clinical Practice (GCP) standards are designed to:

a) innovate and improve medical services

b) ensure that subject rights and welfare are protected and that studies are scientifically sound

c) help hospitals comply with Medicare billing and research account management

d) provide direct benefit to subjects

17. Good Clinical Practice (GCP) standards apply to:

a) biomedical research only

b) behavioral research only

c) biomedical and behavioral research only

d) all research 

18. Good Clinical Practice (GCP) standards are:

a) a published compendium (book) of standard operating practices

b) a combination of regulations, guidances and ethical codes
c) found in a subpart of the Food and Drug Administration (FDA) regulations

d) all research protocols

19. With regard to consent forms, which one of the following actions is permissible:

a) crossing-off information
b) leaving blanks on the signature page
c) writing on the signed consent form to show what the subject’s concerns were

d) using a non-watermarked form (pain paper) as long as the information is the same

20. Which of the following is not a source document?:

a) interview notes

b) copies of school records

c) crossed-out master copy of the consent in the study file

d) filled out survey instruments
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