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1. What is an example of a situation that represents a conflict
of interest?
A. A situation where professional judgment is influenced by

personal considerations
B. A situation involving only professional relationships
C. A situation with no financial implications
D. A situation that involves public opinion only

2. Why is training and education crucial for IRB members?
A. It provides them with general research knowledge
B. It helps ensure understanding of ethical standards and roles
C. It allows them to oversee financial aspects of research
D. It prepares them for conducting the research themselves

3. What occurred when a researcher left a research file in her
car, which contained aggregated data but no identifying
information, and the car was stolen?
A. There was a minor breach of data security.
B. There was neither a violation of privacy nor a breach of

confidentiality.
C. There was a significant violation of the consent agreement.
D. The aggregated data was still at risk of being identified.

4. What aspect does the principle of justice address in
research ethics?
A. Fair distribution of research benefits and burdens
B. Equal opportunities for researchers to publish findings
C. Balancing speed and efficiency of research
D. Ensuring compliance with regulatory guidelines

5. What constitutes a "human subject" under DHHS
regulations?
A. A living individual from whom information is obtained via

survey
B. A deceased individual whose data is analyzed
C. A living individual about whom an investigator obtains data

through intervention or interaction
D. A non-living entity used for research studies
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6. What must an IRB do if it determines a study poses more
than minimal risk?
A. Immediately terminate the study
B. Require additional protections or modifications before

approval
C. Issue a blanket approval for all similar studies
D. Conduct a new initial review process

7. Why is informed consent important in research?
A. It educates the public about ongoing research
B. It ensures participants understand their rights and the

nature of the research
C. It allows researchers to bypass ethical concerns
D. It focuses solely on the risks associated with the research

8. When do amendments to IRB approved protocols not need
prior approval?
A. When the changes will improve data collection
B. When they must be immediately implemented for the

subject's health and well-being
C. When they are minor and do not affect outcomes
D. When approved by the research staff only

9. What must an IRB consider when reviewing a study?
A. Only the resources available for the study
B. Risks to subjects, potential benefits, and research design

appropriateness
C. The opinion of the research sponsor only
D. Duration of the study and funding sources

10. Which of the following is a key responsibility of an IRB?
A. Conducting the research studies
B. Providing funding for research
C. Reviewing research proposals to ensure ethical standards are

met
D. Marketing the outcomes of research studies
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Answers
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1. A
2. B
3. B
4. A
5. C
6. B
7. B
8. B
9. B
10. C
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Explanations
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1. What is an example of a situation that represents a conflict
of interest?
A. A situation where professional judgment is influenced by

personal considerations
B. A situation involving only professional relationships
C. A situation with no financial implications
D. A situation that involves public opinion only

The scenario that illustrates a conflict of interest is one where professional judgment is
influenced by personal considerations. This concept is central to understanding conflicts
of interest, particularly within research and institutional review board (IRB) settings.   In
this context, a conflict of interest arises when an individual's personal interests—such as
financial benefits, relationships, or other personal gains—interfere with their ability to
make objective decisions in their professional capacity. For instance, if a researcher has
a financial stake in a company that stands to benefit from the findings of a study, their
personal interests could unduly influence the research outcomes, potentially
compromising the integrity of the research and the ethical standards upheld by the IRB.  
The other options do not adequately represent a conflict of interest. Professional
relationships or public opinion alone do not create a conflict if they do not involve
personal interests impacting professional judgment. Similarly, a situation without
financial implications is less likely to involve a conflict of interest, as the typical concerns
revolve around personal gain or professional judgment being swayed by individual
interests.

2. Why is training and education crucial for IRB members?
A. It provides them with general research knowledge
B. It helps ensure understanding of ethical standards and roles
C. It allows them to oversee financial aspects of research
D. It prepares them for conducting the research themselves

Training and education for Institutional Review Board (IRB) members are crucial
primarily because it helps ensure that they have a thorough understanding of ethical
standards and their specific roles within the review process. IRB members are
responsible for reviewing research proposals to uphold ethical principles concerning the
protection of human subjects. This includes an understanding of concepts such as
informed consent, risk assessment, and the potential benefits of the research versus its
risks.   A firm grasp of these ethical standards is vital, as it guides members in making
informed decisions that safeguard the rights and welfare of research participants. The
ethical landscape of research is complex and continually evolving, so ongoing education
and training equip IRB members with the latest guidelines, policies, and practices,
ensuring they can perform their duties effectively and responsibly.   While general
research knowledge and understanding financial aspects are important, and preparation
for conducting research may seem beneficial, these factors do not specifically address
the core responsibility of IRB members, which is to protect human subjects in research.
Hence, the emphasis on ethical standards and clarity of purpose within the IRB
framework forms the foundation for their essential role in the research process.
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3. What occurred when a researcher left a research file in her
car, which contained aggregated data but no identifying
information, and the car was stolen?
A. There was a minor breach of data security.
B. There was neither a violation of privacy nor a breach of

confidentiality.
C. There was a significant violation of the consent agreement.
D. The aggregated data was still at risk of being identified.

The scenario involves a researcher leaving a file with aggregated data in her stolen car.
The key aspect of this situation is the nature of aggregated data, which typically does not
include identifiable information linking to specific individuals.   When aggregated data is
used correctly, it presents summarized information about a group rather than any
particular individual. This means that even if the data itself is accessed, it does not
infringe upon the privacy of the individuals from whom the data was originally collected
since no identifying details are present. Thus, there would be no violation of privacy or
breach of confidentiality, as the data cannot be traced back to anyone specific.  While
there may still be consequences regarding data security (as losing any kind of research
data is generally concerning), the absence of identifying information neutralizes
significant privacy and confidentiality issues that would typically accompany a breach of
personal data. Therefore, stating that there was neither a violation of privacy nor a
breach of confidentiality accurately reflects the situation given the characteristics of the
data in question.

4. What aspect does the principle of justice address in
research ethics?
A. Fair distribution of research benefits and burdens
B. Equal opportunities for researchers to publish findings
C. Balancing speed and efficiency of research
D. Ensuring compliance with regulatory guidelines

The principle of justice in research ethics emphasizes the fair distribution of the benefits
and burdens associated with research. This means that when conducting research, it is
crucial to ensure that no group is unduly burdened by the risks of research while others
receive the benefits. For instance, vulnerable populations should not be overrepresented
in studies that involve significant risks, and at the same time, they should not be
excluded from the potential benefits of research findings that could enhance their
wellbeing.  This principle aims to ensure equity in the selection of study participants and
the allocation of resources, ensuring that all groups have an equal chance to benefit from
advancements made possible through research. By addressing issues of fairness and
equity, the principle of justice seeks to foster trust and participation in the research
process among diverse populations, which is essential for the overall integrity and social
responsibility of research.
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5. What constitutes a "human subject" under DHHS
regulations?
A. A living individual from whom information is obtained via

survey
B. A deceased individual whose data is analyzed
C. A living individual about whom an investigator obtains data

through intervention or interaction
D. A non-living entity used for research studies

A "human subject" under the Department of Health and Human Services (DHHS)
regulations is defined specifically as a living individual about whom an investigator
obtains data through intervention or interaction. This includes participating in clinical
trials, surveys, or any activities where personal information or responses are solicited
directly from individuals. The key element in this definition is the condition of being a
"living individual," as this emphasizes the ethical concerns associated with working
directly with people who can provide informed consent and whose rights and welfare
need to be protected during research.  The focus on "intervention or interaction"
highlights that this definition covers both direct contact, such as interviews or physical
examinations, and the collection of personally identifiable information that can occur
through various research methods. This is crucial for ensuring that research involving
human subjects adheres to ethical standards, including obtaining informed consent and
managing risks.  In contrast, deceased individuals whose data is analyzed do not meet
the criteria for human subjects as they are no longer living, and thus the protections
afforded by regulations do not apply. Similarly, non-living entities are not considered
human subjects as they cannot provide any personal data or responses. Finally, while
collecting information via a survey does involve human subjects if that data is about
living individuals, it’s the act of

6. What must an IRB do if it determines a study poses more
than minimal risk?
A. Immediately terminate the study
B. Require additional protections or modifications before

approval
C. Issue a blanket approval for all similar studies
D. Conduct a new initial review process

When an Institutional Review Board (IRB) evaluates a study and determines that it poses
more than minimal risk to participants, the appropriate action is to require additional
protections or modifications before granting approval. This means that the IRB must
carefully consider the potential risks involved and assess whether additional safeguards
can be implemented to reduce these risks or whether changes can be made to the study
design to enhance participant safety.  The requirement for additional protections might
involve modifying the informed consent process, increasing monitoring of participants,
providing additional resources for participants, or altering certain aspects of the study to
ensure safety. The IRB's primary role is to ensure that the rights and welfare of human
subjects are protected, and this includes taking necessary steps to mitigate risks.  While
other options suggest extreme measures or procedural changes, they do not align with
the IRB's purpose of balancing risk and benefit through thoughtful oversight and
modification rather than termination or blanket approvals without consideration of
specific ethical concerns. Therefore, the focus remains on ensuring participant safety
through appropriate modifications rather than discontinuing valuable research or
applying overly broad standards.
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7. Why is informed consent important in research?
A. It educates the public about ongoing research
B. It ensures participants understand their rights and the

nature of the research
C. It allows researchers to bypass ethical concerns
D. It focuses solely on the risks associated with the research

Informed consent is a fundamental ethical principle in research that emphasizes the
necessity for participants to fully understand their rights and the specifics of the
research they are joining. This includes information about the purpose of the study,
procedures involved, possible risks and benefits, and the right to withdraw at any time
without penalty. Ensuring that participants are well-informed empowers them to make
knowledgeable decisions about their involvement, thus promoting autonomy and respect
for individuals.   The process of obtaining informed consent also facilitates a transparent
relationship between researchers and participants, which is essential in fostering trust
and integrity in the research process. When participants are clear about what
participation entails, they are more likely to engage willingly and thoughtfully in the
research study. This understanding is not just ethical; it is crucial for the validity of
research outcomes and the overall reputation of scientific research.

8. When do amendments to IRB approved protocols not need
prior approval?
A. When the changes will improve data collection
B. When they must be immediately implemented for the

subject's health and well-being
C. When they are minor and do not affect outcomes
D. When approved by the research staff only

The correct choice indicates that amendments to IRB approved protocols do not need
prior approval when they must be immediately implemented for the subject's health and
well-being. This reflects the ethical obligation of researchers to prioritize the safety and
welfare of participating subjects. In cases where a rapid response is required—such as a
medical emergency or significant unforeseen risks that could threaten a subject's
health—researchers are permitted to make immediate changes in the protocol without
waiting for IRB approval. This is grounded in the principles of beneficence and
nonmaleficence, which emphasize the need to protect subjects from harm.  Considering
the other options, the improvements in data collection mentioned in the first choice may
enhance research quality, but they do not necessitate immediate changes for the
participants' health. Minor modifications that do not impact the outcomes might be
categorized under expedited or exempt modifications, yet they typically require at least
some form of review to ensure compliance with ethical standards. Finally, research staff
alone do not have the authority to approve substantial changes; any modification must be
reviewed and sanctioned by the IRB to maintain oversight and ensure participant safety
and ethical conduct in research.
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9. What must an IRB consider when reviewing a study?
A. Only the resources available for the study
B. Risks to subjects, potential benefits, and research design

appropriateness
C. The opinion of the research sponsor only
D. Duration of the study and funding sources

When reviewing a study, an Institutional Review Board (IRB) has the primary
responsibility of safeguarding the rights and welfare of research participants. Therefore,
it must carefully evaluate several critical factors to ensure ethical standards are
maintained throughout the research process.  The correct choice reflects the need for the
IRB to assess the risks posed to subjects, the potential benefits that may arise from the
research, and the appropriateness of the research design. Evaluating risks to subjects
involves identifying any possible physical, psychological, or social harm that could result
from participation in the study. Understanding potential benefits is essential as well, as
the IRB must consider whether the advantages of the research, whether they be direct to
participants or contributing to scientific knowledge, outweigh the associated risks.  The
appropriateness of the research design is also a crucial aspect because it relates directly
to how effectively the study aims to answer its research questions while minimizing risks.
A sound research design ensures that the study is methodologically robust and ethically
justifiable.  While other choices may address some relevant factors in conducting
research, they do not encompass the comprehensive considerations required by the IRB.
For instance, only focusing on available resources or the opinion of the research sponsor
does not adequately represent the ethical oversight responsibility that the IRB holds.
Evalu

10. Which of the following is a key responsibility of an IRB?
A. Conducting the research studies
B. Providing funding for research
C. Reviewing research proposals to ensure ethical standards are

met
D. Marketing the outcomes of research studies

The key responsibility of an Institutional Review Board (IRB) is to review research
proposals to ensure that ethical standards are met. This role is critical in protecting the
rights and welfare of human subjects involved in research. The IRB evaluates research
protocols to safeguard participants from potential risks and to ensure that their
participation is voluntary and informed. This includes assessing the scientific validity of
the research, potential benefits versus risks, and the adequacy of informed consent
processes.  The other options do not align with the primary functions of an IRB.
Conducting research studies is typically the responsibility of researchers, while providing
funding for research is generally managed by grant agencies, universities, or other
funding bodies. Marketing research outcomes falls outside the purview of the IRB and is
typically handled by the research institution or the marketing departments involved with
the dissemination of research findings. Thus, the correct choice emphasizes the IRB's
crucial role in ethical oversight within research practices.
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