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according to the federal regulations which of the following studies are subject to specific
oversight and compliance requirements is a critical question for researchers, institutional review
boards, and regulatory bodies. Federal regulations, particularly in the context of human subjects
research, establish clear guidelines to protect participant rights, ensure ethical conduct, and
maintain scientific integrity. Understanding which studies fall under these regulations is essential
for proper protocol development, approval processes, and ongoing monitoring. This article explores
the federal regulatory framework, identifies the types of studies governed by these rules, and
clarifies the distinctions between exempt and non-exempt research. Additionally, it addresses the
responsibilities of investigators and institutions in adhering to these standards. The following
sections provide a detailed overview to assist in determining according to the federal regulations
which of the following studies require compliance and oversight.
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Overview of Federal Regulations Governing Research
The federal regulations that govern research involving human subjects are designed to protect the
rights and welfare of participants while promoting ethical research practices. The primary
regulatory framework is outlined in the Common Rule, codified at 45 CFR 46, which has been
adopted by multiple federal agencies. These regulations set forth the requirements for informed
consent, IRB review, and additional protections for vulnerable populations. Other relevant
regulations include those enforced by the Food and Drug Administration (FDA) for clinical
investigations and the Health Insurance Portability and Accountability Act (HIPAA) for privacy
protections. Understanding these regulations is fundamental to determining according to the federal
regulations which of the following studies require oversight.

Historical Context and Purpose
The federal regulations emerged in response to ethical violations in research history, such as the
Tuskegee Syphilis Study, emphasizing the need for participant protection. The Common Rule was



established to create a uniform standard across federal agencies, ensuring consistent application of
ethical principles and regulatory requirements. These regulations promote respect for persons,
beneficence, and justice in research, which are core ethical principles outlined in the Belmont
Report.

Key Regulatory Agencies
Several federal agencies enforce regulations related to research, including:

The Department of Health and Human Services (HHS)

The Food and Drug Administration (FDA)

The Department of Defense (DoD)

The National Science Foundation (NSF)

Each agency may have specific regulations or additional requirements, but all generally adhere to
the Common Rule's framework for human subjects protection.

Definition of Human Subjects Research
Determining whether a study qualifies as human subjects research is essential according to the
federal regulations which of the following studies fall under regulatory oversight. The Common Rule
defines human subjects research as a systematic investigation designed to develop or contribute to
generalizable knowledge that involves living individuals about whom an investigator obtains data
through intervention, interaction, or identifiable private information.

Systematic Investigation
A systematic investigation refers to a planned process involving data collection and analysis to
answer specific research questions. This can include observational studies, clinical trials, surveys,
and behavioral research. The systematic nature distinguishes research from casual or anecdotal data
collection.

Identifiable Private Information
Research involving identifiable private information means that the data collected can be linked
directly or indirectly to specific individuals. This includes medical records, genetic information, or
any data that can reasonably identify a participant. Studies that use de-identified or anonymized
data may be exempt from some regulations, depending on the circumstances.



Types of Studies Regulated by Federal Guidelines
According to the federal regulations which of the following studies typically require IRB review and
compliance include various categories of human subjects research. These studies often involve
interventions, interactions, or data collection that pose potential risks to participants.

Clinical Trials
Clinical trials testing drugs, devices, or behavioral interventions are heavily regulated. They require
rigorous oversight to ensure participant safety, informed consent, and adherence to protocol. The
FDA and HHS regulations apply to clinical investigations involving new treatments or therapies.

Behavioral and Social Science Research
Studies examining behavioral patterns, social interactions, or psychological phenomena involving
living individuals are included under federal regulations. These research projects require IRB
review, especially when sensitive information or vulnerable populations are involved.

Observational Studies
Observational research that involves collecting data without manipulating the study environment
may also be subject to regulation if it involves identifiable private information or interaction with
participants. Examples include epidemiological studies and longitudinal cohort studies.

Genetic Research
Research involving genetic material or DNA analysis is subject to federal oversight due to privacy
and ethical concerns. Studies that collect genetic data from living individuals require compliance
with informed consent and confidentiality protocols.

Research Involving Vulnerable Populations
Certain groups, such as children, prisoners, pregnant women, and individuals with impaired
decision-making capacity, receive additional protections under federal regulations. Studies involving
these populations must meet stricter standards and may require additional review procedures.

Exemptions and Exceptions in Federal Regulations
Not all studies are subject to the full spectrum of federal regulations. According to the federal
regulations which of the following studies may qualify for exemption depends on the nature of the
research and the level of risk involved. Exemptions aim to streamline oversight for minimal-risk
research while maintaining participant protections.



Categories of Exempt Research
The Common Rule identifies specific categories of research that may be exempt from IRB review,
including:

Research conducted in established educational settings involving normal educational1.
practices.

Research involving the use of educational tests, survey procedures, interview procedures, or2.
observation of public behavior, provided identifiable information is not recorded or disclosure
would not place subjects at risk.

Research involving the collection or study of existing data, documents, or records if the3.
sources are publicly available or the information is recorded in a manner that subjects cannot
be identified.

Certain benign behavioral interventions with adult subjects who prospectively agree to4.
participate.

Non-Human Subjects Research
Studies that do not involve living individuals or identifiable private information are generally not
covered by federal regulations. For example, research using de-identified biological specimens or
data sets without linkage to individuals may be exempt from oversight.

Institutional Review Boards (IRBs) and Their Role
Institutional Review Boards play a central role in ensuring compliance with federal regulations.
According to the federal regulations which of the following studies must undergo IRB review is
determined by the IRB in conjunction with institutional policies and regulatory requirements.

Functions of IRBs
IRBs are responsible for reviewing research protocols to assess risks and benefits, ensuring
informed consent is obtained appropriately, and monitoring ongoing research for compliance. Their
oversight helps safeguard participant welfare and uphold ethical standards.

Types of IRB Review
Depending on the study’s risk level and exemption status, IRB reviews can be categorized as:

Full Board Review: Required for research involving more than minimal risk.

Expedited Review: For research involving minimal risk and fitting specific categories.



Exempt Review: For research qualifying under exemption categories but still requiring
institutional acknowledgment.

Compliance and Reporting Requirements
Adhering to federal regulations requires ongoing compliance and reporting throughout the research
lifecycle. According to the federal regulations which of the following studies necessitate
documentation, monitoring, and reporting varies but generally includes all non-exempt human
subjects research.

Informed Consent
Obtaining informed consent is a cornerstone of regulatory compliance. Participants must be
provided with clear information about the study’s purpose, procedures, risks, benefits, and their
rights. Consent must be documented and obtained prior to participation, except in certain approved
exceptions.

Adverse Event Reporting
Investigators are obligated to report any adverse events or unanticipated problems involving risks to
participants to the IRB and appropriate regulatory bodies promptly. This ensures participant safety
and allows for necessary modifications to study protocols.

Record Keeping and Audits
Research records, including consent forms, data, and communications with regulatory bodies, must
be maintained according to federal and institutional policies. Institutions may conduct audits to
verify compliance and address any deficiencies.

Frequently Asked Questions

According to federal regulations, which of the following
studies requires Institutional Review Board (IRB) approval?
Any research involving human subjects typically requires IRB approval to ensure ethical standards
are met.

According to federal regulations, which of the following



studies must obtain informed consent from participants?
Studies involving human subjects must obtain informed consent to ensure participants are fully
aware of the research and its risks.

According to federal regulations, which of the following
studies are exempt from IRB review?
Certain minimal risk studies, such as anonymous surveys or educational tests, may be exempt from
IRB review under specific conditions.

According to federal regulations, which of the following
studies involving children requires additional protections?
Studies involving children require parental permission and assent from the child, along with IRB
review considering the vulnerability of children.

According to federal regulations, which of the following
studies involving prisoners must follow special ethical
considerations?
Studies involving prisoners must ensure that participation is voluntary and not coerced, with
additional safeguards to protect this vulnerable population.

According to federal regulations, which of the following
studies require reporting of adverse events to the IRB?
Any study involving human subjects must report adverse events or unanticipated problems to the
IRB promptly.

According to federal regulations, which of the following
studies involving identifiable private information require
HIPAA compliance?
Studies that use or disclose identifiable health information must comply with HIPAA regulations to
protect patient privacy.

According to federal regulations, which of the following
studies involving biological specimens must handle consent
and privacy carefully?
Studies using stored biological specimens must obtain appropriate consent or have IRB approval for
waiver of consent, ensuring privacy protections.



According to federal regulations, which of the following
studies must register with ClinicalTrials.gov?
Interventional clinical trials involving FDA-regulated drugs, biologics, or devices must be registered
with ClinicalTrials.gov.

According to federal regulations, which of the following
studies involving deception require special IRB consideration?
Studies involving deception must justify the need for deception and ensure that participants are
debriefed afterward, with IRB approval.

Additional Resources
1. Understanding Federal Regulations in Clinical Research
This book provides a comprehensive overview of the federal regulations governing clinical research
studies in the United States. It covers the key statutes, including the Common Rule and FDA
regulations, that ensure the ethical conduct of research involving human subjects. Researchers and
compliance officers will find practical guidance on navigating regulatory requirements and
maintaining adherence throughout the study lifecycle.

2. Ethics and Compliance: Navigating Federal Guidelines in Human Subject Research
Focusing on the ethical considerations and compliance challenges, this text explores how federal
regulations impact the design and execution of studies involving human participants. The book
discusses informed consent, Institutional Review Boards (IRBs), and data privacy regulations. It is an
essential resource for investigators committed to upholding ethical standards in federally regulated
studies.

3. The Common Rule Explained: A Guide to Federal Research Protections
This guide demystifies the Common Rule, the primary federal policy regarding the protection of
human subjects in research. It explains the rule’s history, scope, and application, along with recent
revisions and their implications for researchers. The book is ideal for those seeking to understand
the regulatory framework that applies to a wide range of federally funded studies.

4. FDA Regulations and Clinical Trials: Ensuring Compliance in Biomedical Research
This book details the U.S. Food and Drug Administration’s role in regulating clinical trials involving
drugs, devices, and biologics. It outlines the requirements for Investigational New Drug (IND)
applications, Good Clinical Practice (GCP), and reporting adverse events. Researchers conducting
FDA-regulated studies will benefit from its clear explanations and practical compliance strategies.

5. Protecting Human Subjects: Federal Regulations and Institutional Review Boards
An in-depth look at how Institutional Review Boards implement federal regulations to safeguard
participants in research studies. The book covers IRB responsibilities, review processes, and
ongoing oversight requirements. It serves as a valuable manual for IRB members, researchers, and
institutional administrators involved in federally regulated research.

6. Data Privacy and Security in Federally Funded Research
This text focuses on the federal regulations governing the privacy and security of research data,



including HIPAA and the Privacy Rule. It discusses how researchers must protect sensitive
information and comply with federal mandates to ensure participant confidentiality. The book is a
practical guide for managing data responsibly within regulated research environments.

7. Federal Regulations and Social and Behavioral Research Studies
Addressing the unique regulatory considerations for social and behavioral research, this book
explains how federal rules apply to studies involving surveys, interviews, and observational research.
It highlights exemptions, informed consent processes, and risk assessment tailored to non-
biomedical research. Researchers in psychology, sociology, and education will find this guide
particularly helpful.

8. Clinical Research Compliance: Understanding Federal Oversight
This volume provides insights into the mechanisms of federal oversight in clinical research,
including audits, inspections, and enforcement actions. It emphasizes compliance best practices and
how to prepare for regulatory reviews. The book is geared toward research coordinators, compliance
officers, and principal investigators working with federally regulated studies.

9. Informed Consent and Federal Regulations: A Practical Guide for Researchers
Focusing on one of the cornerstones of ethical research, this book explores federal requirements for
obtaining and documenting informed consent. It covers the elements of valid consent, special
considerations for vulnerable populations, and how to handle consent in complex study designs.
Researchers will gain practical tools to ensure their consent processes meet federal standards.
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