
CITI Human Subjects
Research Certification
Practice Test Sample

Study Guide

EVERYTHING you need from our exam experts!

Featuring practice questions, answers, and explanations
for each question.

This study guide is a SAMPLE. Visit
https://citihumansubjectsresearch.examzify.com

to get the full version available exclusively to
Examzify Plus pass holders .



Copyright © 2025 by Examzify - A Kaluba Technologies Inc. product.

ALL RIGHTS RESERVED.

No part of this book may be reproduced or transferred in any form or by any
means, graphic, electronic, or mechanical, including photocopying,
recording, web distribution, taping, or by any information storage retrieval
system, without the written permission of the author.

Notice: Examzify makes every reasonable effort to obtain from reliable
sources accurate, complete, and timely information about this product.

1Sample study guide. Visit https://citihumansubjectsresearch.examzify.com for the full version

SA
M

PLE



Questions

2Sample study guide. Visit https://citihumansubjectsresearch.examzify.com for the full version

SA
M

PLE



1. A waiver for documentation of informed consent may be
applied when?
A. The investigator lacks a storage space for consent forms.
B. Research questions may cause embarrassment to subjects.
C. The consent document is the only link between subjects and

the research.
D. Subjects are illiterate in their native language.

2. Why is obtaining parental consent important in studies
involving minors?
A. Minors cannot give informed consent
B. Parents require compensation for participation
C. It simplifies the process for researchers
D. It is not necessary if the study is brief

3. What is true about the relationship between an institution
and its IRB(s)?
A. Officials of the institution may overrule an IRB approval
B. Department chairs can overturn an IRB disapproval
C. Institutional priorities take precedence over all IRB

determinations
D. Officials of the institution may overturn an IRB disapproval

4. Which vulnerable population receives additional
protections under HHS regulations besides pregnant women
and neonates?
A. College students
B. Prisoners
C. Adults with decisional impairments
D. The elderly

5. What is the primary function of the Office for Human
Research Protections (OHRP)?
A. To conduct research studies on human subjects
B. To protect participants' rights in federally funded research
C. To provide funding for human subject research
D. To oversee clinical trials in the U.S.
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6. Under what conditions can an IRB approve studies with
more than minimal risk?
A. If benefits justify the risks and participants are informed
B. If the research is funded by a government entity
C. If the risks are covered by insurance
D. If participants agree to participate regardless of risks

7. Which statement correctly describes the ethical principle
regarding induced coercion in research consent?
A. All inducements are inappropriate as they undermine

voluntary consent.
B. Inducements are acceptable if they do not influence

decision-making processes.
C. Financial incentives never constitute undue influence.
D. Any form of inducement is easily identifiable by research

boards.

8. Which principle in the Belmont Report emphasizes the
importance of understanding information before agreeing to
research participation?
A. Justice
B. Respect for persons
C. Beneficence
D. Confidentiality

9. Which principle is most closely associated with the fair
selection of participants in research?
A. Beneficence
B. Respect for persons
C. Justice
D. Accountability

10. What must researchers provide to participants in studies
that involve deception?
A. Informed consent forms before participation
B. A follow-up survey on their experience
C. A full debriefing explaining the deception and its necessity
D. A written apology for the deception
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Answers
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1. C
2. A
3. A
4. B
5. B
6. A
7. B
8. B
9. C
10. C
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Explanations
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1. A waiver for documentation of informed consent may be
applied when?
A. The investigator lacks a storage space for consent forms.
B. Research questions may cause embarrassment to subjects.
C. The consent document is the only link between subjects and

the research.
D. Subjects are illiterate in their native language.

A waiver for documentation of informed consent may be applied when the consent
document itself serves as the only link between the subjects and the research. In such
cases, maintaining anonymity or confidentiality of the participants may be paramount,
and retaining a signed consent form could jeopardize that protection. Waivers in this
context are intended to allow researchers to collect valuable data while safeguarding the
identities and privacy of their subjects, particularly when the nature of the research is
sensitive or when it could lead to possible harm or discomfort if individuals are
identified.  It is important to note that while other situations mentioned might raise
ethical concerns, they do not meet the criteria for waiving the documentation of
informed consent as set forth in regulatory guidelines. For instance, lack of storage
space for consent forms or subjects' embarrassment due to the research questions do not
inherently justify waiving documentation. Similarly, illiteracy may necessitate alternative
methods of obtaining informed consent, such as providing oral consent or involving a
neutral third party, but it does not justify waiving the documentation requirement itself.
The focus is always on maintaining ethical standards in the treatment of human subjects,
particularly their privacy and well-being.

2. Why is obtaining parental consent important in studies
involving minors?
A. Minors cannot give informed consent
B. Parents require compensation for participation
C. It simplifies the process for researchers
D. It is not necessary if the study is brief

Obtaining parental consent is crucial in studies involving minors primarily because
minors legally cannot provide informed consent on their own due to their age and
maturity level. Informed consent requires understanding the study's purpose, risks, and
benefits, which may be beyond a minor's comprehension. Parental consent ensures that a
responsible adult can evaluate the study's implications and protect the child's welfare,
ensuring ethical considerations are met in the research process.   This requirement
serves as a safeguard for the minor by ensuring that their participation in research is
overseen by an informed adult who can act in the child's best interest. The process not
only respects legal parental authority but also enhances the ethical standards of research
involving vulnerable populations.   The other options do not address the core ethical and
legal reasons for obtaining parental consent. For instance, compensation for
participation may not be a standard requirement or motivation for consent, and a
simplified research process should never outweigh the ethical obligation to protect
minors. Likewise, the brevity of a study does not negate the need for parental consent, as
the potential risks and implications of participation still exist regardless of the study's
length.
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3. What is true about the relationship between an institution
and its IRB(s)?
A. Officials of the institution may overrule an IRB approval
B. Department chairs can overturn an IRB disapproval
C. Institutional priorities take precedence over all IRB

determinations
D. Officials of the institution may overturn an IRB disapproval

The correct choice indicates that officials of the institution may overrule an IRB
approval. This is true because while the Institutional Review Board (IRB) is responsible
for the ethical review and approval of research protocols involving human subjects, the
institution itself ultimately has the authority over the conduct of research within its
purview. This means that while an IRB's decision to approve a study is based on ethical
considerations, officials, such as university or institutional leaders, can decide not to
allow the research to proceed even if the IRB has granted approval. This may occur for
various reasons, including institutional policy, potential liability concerns, or alignment
with the institution's mission and values.  Understanding this relationship highlights the
importance of both the IRB's role in safeguarding the welfare of research participants
and the institution's overarching responsibility for ensuring that all research activities
adhere to its standards and policies.

4. Which vulnerable population receives additional
protections under HHS regulations besides pregnant women
and neonates?
A. College students
B. Prisoners
C. Adults with decisional impairments
D. The elderly

Prisoners are recognized as a vulnerable population that requires additional protections
due to their unique circumstances, particularly their limited autonomy and the potential
for coercion in research settings. The Department of Health and Human Services (HHS)
regulations, specifically under 45 CFR 46 Subpart C, establish special provisions aimed at
safeguarding the rights and welfare of prisoners involved in research. This is in response
to the ethical concerns regarding the selection of prisoners for research, especially in
studies that may pose risks to their health or personal freedoms.  These regulations seek
to ensure that prisoners are not unjustly exploited for research purposes and that their
participation is purely voluntary, informed, and not influenced by their incarceration
status. Consequently, any research involving prisoners must undergo additional scrutiny
to provide adequate protections, ensuring that their rights and mental well-being are
prioritized.  In contrast, while college students, adults with decisional impairments, and
the elderly can be considered vulnerable populations in certain contexts, they do not
receive the same specific regulatory protections that are outlined for pregnant women,
neonates, and prisoners under HHS regulations.
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5. What is the primary function of the Office for Human
Research Protections (OHRP)?
A. To conduct research studies on human subjects
B. To protect participants' rights in federally funded research
C. To provide funding for human subject research
D. To oversee clinical trials in the U.S.

The primary function of the Office for Human Research Protections (OHRP) is to protect
participants' rights in federally funded research. This agency is crucial in ensuring that
the ethical principles are upheld within human subjects research, particularly research
that receives federal funding. The OHRP develops and implements regulations, provides
guidance, and oversees compliance with the ethical standards that govern the treatment
of human subjects in research settings.  By focusing on the protection of participants,
the OHRP plays a significant role in promoting ethical conduct in research. This
encompasses reviewing Institutional Review Boards (IRBs), ensuring informed consent
processes are appropriately followed, and addressing any concerns related to the rights
and welfare of research participants.   In contrast, the other options do not correctly
represent the primary function of the OHRP. For instance, while oversight of clinical
trials and providing funding may be associated with human subjects research, these are
not the core responsibilities of the OHRP. It does not conduct research nor provide direct
funding; instead, its primary mission revolves around guarding the rights and well-being
of participants.

6. Under what conditions can an IRB approve studies with
more than minimal risk?
A. If benefits justify the risks and participants are informed
B. If the research is funded by a government entity
C. If the risks are covered by insurance
D. If participants agree to participate regardless of risks

An Institutional Review Board (IRB) can approve studies that present more than minimal
risk when the anticipated benefits of the research justify the risks involved, and
participants are fully informed about these risks. This is rooted in the ethical principles
of research involving human subjects, which emphasize respect for persons, beneficence,
and justice.  Justifying the risks through potential benefits ensures that participants are
not placed in situations where the harm they may encounter outweighs what can be
gained from the study. In addition, providing comprehensive information to participants
allows them to make informed decisions about their involvement. In essence, informed
consent is crucial in ensuring that participants understand what they are agreeing to and
the nature of the risks involved.  The other options do not meet the ethical guidelines
required for IRB approval. For example, the mere fact that a study is funded by a
government entity does not automatically qualify it for approval, nor does insurance
coverage of risks ensure that the ethical considerations have been adequately addressed.
Additionally, participant agreement alone, without informed understanding of the risks,
does not satisfy the ethical requirements for protecting human subjects.
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7. Which statement correctly describes the ethical principle
regarding induced coercion in research consent?
A. All inducements are inappropriate as they undermine

voluntary consent.
B. Inducements are acceptable if they do not influence

decision-making processes.
C. Financial incentives never constitute undue influence.
D. Any form of inducement is easily identifiable by research

boards.
The statement that indicates inducements are acceptable if they do not influence
decision-making processes is accurate because the ethical principle surrounding
research consent acknowledges that certain inducements can be appropriate, provided
they do not compromise the voluntariness of participants' consent.   Informed consent
must be based on a participant's understanding and voluntary agreement to take part in
research. While inducements such as financial incentives can be used to encourage
participation, they should be structured in a way that does not override or distort the
participant's ability to make an informed and voluntary decision. If an inducement is
attractive enough to cause potential participants to agree to take part without fully
considering the risks or without genuine interest, it could be seen as coercive. Therefore,
the ethical framework allows for inducements, but careful consideration must ensure
that they do not improperly influence participants' choices.  Considering the context of
other options, the first statement that all inducements undermine voluntary consent is a
blanket assertion that overlooks instances where they can be ethically justified if
managed properly. The third option, claiming that financial incentives never represent
undue influence, is overly simplistic since the impact of incentives can vary based on
context and the participant's circumstances. Lastly, the assertion about the ease of
identifying inducements by research boards fails to acknowledge
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8. Which principle in the Belmont Report emphasizes the
importance of understanding information before agreeing to
research participation?
A. Justice
B. Respect for persons
C. Beneficence
D. Confidentiality

The principle of Respect for Persons is fundamental in the Belmont Report as it
underscores the importance of informed consent in research. This principle emphasizes
that individuals should be treated as autonomous agents capable of making informed
decisions about their participation in research. This requires comprehensive
communication about the research, including its purpose, procedures, risks, and
benefits, ensuring that participants fully understand the information presented to them
before agreeing to take part.  This concept is crucial because it recognizes the necessity
of allowing potential participants to evaluate the information critically and make a
decision that respects their values and preferences. Ensuring participants have clear
understanding and autonomy is a cornerstone of ethical research practice, reflecting the
commitment to honor individual rights and provide protection for those with diminished
autonomy.   The other principles mentioned, such as Justice and Beneficence, address
different aspects of ethical research involvement, but they do not directly highlight the
importance of understanding information prior to consent in the way that Respect for
Persons does. Justice relates to fairness in distribution of research benefits and burdens,
while Beneficence focuses on minimizing harm and maximizing benefits. Confidentiality,
although vital for protecting participants' personal information, does not inherently
address informed consent.

9. Which principle is most closely associated with the fair
selection of participants in research?
A. Beneficence
B. Respect for persons
C. Justice
D. Accountability

The principle most closely associated with the fair selection of participants in research is
justice. This principle emphasizes that the benefits and burdens of research should be
distributed fairly among all groups within society. This means that no particular group
should bear an unequal share of the risks of research, nor should specific groups be
unfairly excluded from potential benefits. Justice ensures that disadvantaged or
vulnerable populations are not exploited and receive equal access to participate in
research studies.  In practical terms, when designing a study, researchers must consider
how participants are selected and ensure that their recruitment strategies are equitable.
This involves actively working to involve diverse populations, particularly those that may
have been historically marginalized or underrepresented in research. ةةةةة ةةةةة ةةةةة
.ةةةةةةةة ةةةةةة ةة ةةة ةة ةةةةةة ةةةة ةةة ةةةة
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10. What must researchers provide to participants in studies
that involve deception?
A. Informed consent forms before participation
B. A follow-up survey on their experience
C. A full debriefing explaining the deception and its necessity
D. A written apology for the deception

In studies that involve deception, researchers are required to provide participants with a
full debriefing after the study. This debriefing is crucial as it serves several important
purposes. First, it informs participants about the true nature and purpose of the research
as well as the reasons behind the deception that was used. This transparency helps to
mitigate any potential distress or misunderstanding that may have arisen from the
deceptive elements of the study.  Additionally, the debriefing offers an opportunity for
researchers to clarify any misconceptions and to ensure that participants feel respected
and valued, despite having been misled during the study. It also allows participants to
ask questions or express any concerns they might have, further enhancing ethical
standards in research.  Providing a debriefing is not only a best practice but often a
necessary component of ethical research guidelines to promote trust and maintain
integrity in the researcher-participant relationship. While informed consent forms,
follow-up surveys, and written apologies may have their place in research, they do not
fulfill the specific ethical obligation to clarify the deception and its purpose as the
debriefing does.
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