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Understanding what constitutes research under federal regulations is essential for
investigators, institutional review boards (IRBs), and research participants. The designation
of a study as “research” influences the ethical review process, informed consent
requirements, and funding considerations. According to federal regulations, particularly the
Common Rule (45 CFR 46), certain criteria determine whether a study qualifies as research.
This article explores the key elements outlined by federal guidelines to help identify which
studies meet the definition of research, providing clarity for researchers and institutions
alike.

What Is Federal Regulation’s Definition of
Research?

Before examining specific studies, it is crucial to understand the basic definition provided
by federal regulations. The Department of Health and Human Services (HHS) and the Food
and Drug Administration (FDA) have established guidelines that define research as a
systematic investigation designed to develop or contribute to generalizable knowledge.

Key Elements of the Federal Definition

Systematic Investigation: The study involves a planned and organized method to
gather and analyze data.

Designed to Contribute to Generalizable Knowledge: The ultimate goal is to
produce findings that can be applied beyond the specific study population or setting.

If a study meets both these criteria, it is generally considered research under federal
regulations, triggering ethical review processes such as IRB approval.

Distinguishing Research from Non-Research
Activities



Not all studies involving human subjects are classified as research. Some activities, while
involving data collection, do not meet the federal definition and are often categorized as
quality improvement, program evaluation, or clinical care. Understanding these distinctions
is vital.

Examples of Activities Not Considered Research

Quality Improvement Projects aimed solely at enhancing internal processes without
broader application.

Program Evaluations conducted by organizations to assess specific initiatives without
the intent to produce generalizable knowledge.

Clinical Practice Activities intended solely for patient care and not designed to
contribute to generalizable knowledge.

In these cases, federal regulations typically do not require IRB review, though institutional
policies may vary.

Criteria That Make a Study Meet the Definition of
Research

Based on federal guidelines, several specific criteria help determine whether a study
qualifies as research.

1. Systematic Investigation
A study involves a planned, methodical approach to data collection and analysis. This can
include experiments, surveys, observational studies, or secondary data analysis.

2. Contribution to Generalizable Knowledge
The findings are intended to be applicable beyond the immediate study context, often
resulting in publications, presentations, or policy changes.

3. Use of Human Subjects
The study involves living individuals from whom data is obtained through intervention,
interaction, or identifiable private information.



4. Designed for Broader Application
The research aims to develop knowledge that applies to a wider population or setting, not
just a single individual or localized program.

Analyzing Common Study Scenarios

To better understand which studies meet the federal definition of research, consider the
following typical scenarios.

Scenario 1: Clinical Trial Testing a New Drug
A randomized controlled trial investigating the safety and efficacy of a new medication
involves systematic data collection, analysis, and aims to contribute to generalizable
medical knowledge. This study unquestionably meets the definition of research.

Scenario 2: Quality Improvement Initiative in a Hospital
An internal project to reduce patient wait times uses data to assess a new scheduling
system. The primary goal is to improve internal processes, not to produce broadly
applicable knowledge. Under federal regulations, this activity generally does not qualify as
research unless the findings are intended for dissemination outside the organization with
the intent of contributing to generalizable knowledge.

Scenario 3: Educational Study Using Student Surveys
A researcher conducts a study involving student surveys to evaluate teaching methods,
with plans to publish the results in academic journals. Because it involves systematic data
collection aimed at producing generalizable insights, this study is considered research.

Scenario 4: Case Study of a Single Patient
A clinician documents a unique case for educational purposes. If the report is solely for
clinical education and not intended to produce generalizable knowledge, it may not be
classified as research under federal rules.

The Role of Institutional Review Boards (IRBs)

IRBs are responsible for reviewing studies to determine if they meet the federal definition of
research and assessing the ethical considerations involved.



When Does IRB Review Apply?

If a study qualifies as research involving human subjects and aims to produce
generalizable knowledge.

When the activity involves identifiable private information or intervention with
individuals.

Studies that are categorized as quality improvement or routine clinical practice typically do
not require IRB review unless they are later intended for publication or broader
dissemination.

Special Considerations and Exemptions

While most research studies involving human subjects require IRB review, some may
qualify for exemption under federal regulations.

Categories of Exempt Research

Research conducted in established or commonly accepted educational settings.1.

Research involving educational tests, surveys, interview procedures, or observation of2.
public behavior, provided certain conditions are met.

Research involving the collection or study of existing data, documents, or records, if3.
the information is publicly available or recorded in a manner that individuals cannot
be identified.

Even exempt studies must be reviewed by the IRB to confirm their exempt status.

Summary: Which Studies Meet the Federal
Definition of Research?

In conclusion, studies that meet the following criteria generally qualify as research under
federal regulations:

They involve a systematic investigation with a defined methodology.

The purpose is to develop or contribute to generalizable knowledge.



They involve human subjects, with data collection or intervention involving living
individuals.

The findings are intended to be applicable beyond the immediate study or setting.

Conversely, activities that are primarily for quality improvement, routine clinical care, or
local program evaluation, and do not aim to produce generalizable knowledge, are typically
not considered research under federal guidelines.

Final Thoughts

Understanding the federal definition of research is crucial for compliance, ethical oversight,
and ensuring proper protection of human subjects. When planning a study, investigators
should carefully evaluate whether their activity meets the criteria for research as defined
by federal regulations. Consulting with the IRB early in the process can help clarify whether
a study requires review and guide appropriate ethical conduct. By adhering to these
guidelines, researchers can ensure their studies are ethically sound, compliant, and
contribute meaningfully to the broader scientific community.

Frequently Asked Questions

According to Federal Regulations, what criteria define a
study as research?
A study is considered research if it involves a systematic investigation designed to develop
or contribute to generalizable knowledge, as per federal regulations.

Which types of studies are classified as research under
federal guidelines?
Studies that involve systematic data collection and analysis with the intent to produce
findings applicable beyond the specific study population are classified as research under
federal standards.

Does a quality improvement project meet the federal
definition of research?
Typically, no. Quality improvement projects aim to enhance practices within a specific
setting and do not usually seek to produce generalizable knowledge, thus often not
classified as research under federal regulations.



Under what circumstances does a clinical trial qualify as
research according to federal regulations?
A clinical trial qualifies as research when it involves a systematic investigation with the
intent to develop or contribute to generalizable knowledge, such as new treatments or
interventions tested across populations.

How does the intent of a study influence its
classification as research according to federal rules?
If the primary intent of a study is to generate findings that can be applied broadly, it meets
the federal definition of research; if it aims solely to improve local practices without
generalization, it may not.

Are retrospective chart reviews considered research
under federal regulations?
Retrospective chart reviews can be considered research if they involve systematic
investigation with the goal of generating generalizable knowledge; the specific context
determines their classification.

What role does the systematic investigation play in
defining a study as research per federal standards?
Systematic investigation, involving structured data collection and analysis, is a core
criterion for classifying a study as research under federal regulations.

Can a survey study be considered research according to
federal definitions?
Yes, if the survey involves a systematic approach aimed at producing knowledge applicable
beyond the immediate context, it qualifies as research under federal guidelines.

What distinguishes research from routine clinical
practice under federal regulations?
Research is distinguished by its systematic approach and goal of producing generalizable
knowledge, whereas routine clinical practice aims to provide individualized patient care
without necessarily generating new, generalizable data.

Additional Resources
Research

Understanding what constitutes research according to federal regulations is fundamental
for investigators, institutional review boards (IRBs), and regulatory professionals involved in



human subjects research. Clarifying this definition ensures compliance, ethical integrity,
and the protection of participants. This expert review delves into the criteria outlined by
federal agencies such as the Department of Health and Human Services (HHS) and the
Food and Drug Administration (FDA), illustrating how different studies align or diverge from
these standards.

---

Introduction to Federal Regulations on Research

Federal regulations, primarily codified in the Common Rule (45 CFR 46) and FDA regulations
(21 CFR Parts 50, 56, and 312), set forth specific criteria to determine whether a study
qualifies as research. These regulations serve as the backbone for ethical oversight and
compliance, ensuring that studies involving human subjects uphold the principles of
respect, beneficence, and justice.

At their core, these standards aim to distinguish research from other activities such as
quality improvement, program evaluation, or routine clinical practice—activities that do not
necessarily require IRB review or federal oversight.

---

Defining Research According to Federal
Regulations

What is the Federal Definition of Research?

The federal regulations define research as:

> "A systematic investigation, including research development, testing, and evaluation,
designed to develop or contribute to generalizable knowledge." (45 CFR 46.102(l); 21 CFR
50.3(c))

This definition has several key components:

- Systematic Investigation: Involving planned, methodical procedures to explore specific
questions.
- Research Development, Testing, and Evaluation: Encompasses various activities aimed at
generating new knowledge, assessing interventions, or testing hypotheses.
- Designed to Develop or Contribute to Generalizable Knowledge: The ultimate goal is to
produce findings that extend beyond the immediate context and can be applied broadly.

Understanding these components helps determine if a particular study qualifies as research
under federal standards.



---

Analyzing Studies Against the Federal Definition

To assess whether a study meets the federal definition of research, consider the following
aspects:

- Does the activity involve systematic collection and analysis of data?
- Is it aimed at generating or contributing to generalizable knowledge?
- Does it include testing hypotheses, developing new interventions, or evaluating
programs?

In practice, some studies may blur the lines—for example, quality improvement projects
often share characteristics with research but may not meet the strict criteria. Therefore, a
detailed analysis of each study is necessary.

---

Case Studies: Which Studies Meet the Definition
of Research?

Let's explore common scenarios to clarify which studies fulfill the federal definition.

Case Study 1: A Clinical Trial Testing a New Drug

Description: A pharmaceutical company conducts a randomized controlled trial (RCT) to
evaluate the safety and efficacy of a novel medication in treating hypertension.

Analysis:

- Systematic Investigation: Yes, following a structured protocol.
- Development/Contribution to Knowledge: Yes, aims to establish safety and efficacy.
- Generalizable Knowledge: Yes, results intended for broader application.

Conclusion: This study clearly qualifies as research under federal regulations.

---

Case Study 2: A Quality Improvement Initiative in a
Hospital

Description: The hospital implements a new protocol to reduce patient wait times and



evaluates the process by collecting data before and after implementation.

Analysis:

- Systematic Investigation: Yes, but often with a focus on internal process improvement.
- Development/Contribution to Knowledge: Usually not intended for dissemination outside
the institution.
- Generalizable Knowledge: Not necessarily; intended for internal use.

Conclusion: Generally, this does not meet the federal definition of research unless the
findings are intended for dissemination and contribute to generalizable knowledge.

---

Case Study 3: A Survey of Patients’ Satisfaction in a
Clinic

Description: Researchers survey patients about their experience, aiming to improve service
quality.

Analysis:

- Systematic Investigation: Yes, using structured questionnaires.
- Development/Contribution to Knowledge: If results are intended solely for internal
improvement, it may not qualify.
- Generalizable Knowledge: If the data are analyzed and disseminated broadly, it may
qualify.

Conclusion: If the survey results are intended for publication or broader dissemination to
inform practice beyond the specific clinic, it generally qualifies as research.

---

Case Study 4: An Educational Study in a Classroom

Description: An educator evaluates new teaching methods by collecting student
performance data to see if the approach improves test scores.

Analysis:

- Systematic Investigation: Yes, if planned and structured.
- Development/Contribution to Knowledge: If results are shared externally, it contributes to
generalizable knowledge.
- Generalizable Knowledge: If intended for publication or presentation, yes.

Conclusion: If the study aims to publish or present findings externally, it meets the federal
definition of research.



---

Key Factors Determining if a Study Meets Federal
Definitions

To streamline determinations, consider the following checklist:

- Intent to Contribute to Generalizable Knowledge: Is the study designed with dissemination
in mind?
- Systematic Data Collection and Analysis: Are procedures structured and planned?
- Scope and Purpose: Is the activity aimed at hypothesis testing, intervention development,
or evaluation with external dissemination?
- Involvement of Human Subjects: Does the activity involve living individuals from whom
data are obtained?

If the answer to most of these questions is "yes," the activity is likely to meet the federal
definition of research.

---

Implications of Meeting the Federal Definition

When a study qualifies as research under federal regulations:

- IRB Review: The study must undergo institutional review to ensure ethical standards.
- Informed Consent: Participants typically must be informed about the study's nature, risks,
and benefits.
- Regulatory Compliance: The investigator must adhere to privacy protections (e.g., HIPAA),
data security, and reporting requirements.
- Funding and Oversight: Federal grants and other funding sources may impose additional
requirements.

Failure to recognize a study as research can result in regulatory non-compliance, ethical
breaches, and potential legal liabilities.

---

Exceptions and Nuances in Definitions

While the federal definition provides clear guidance, there are nuanced considerations:

- Quality Improvement (QI) and Program Evaluation: Often not classified as research unless
results are intended for dissemination.
- Pilot or Feasibility Studies: May not qualify if they are preliminary and not designed to



contribute to generalizable knowledge.
- Educational Activities: Usually exempt unless data are systematically analyzed for
external publication.

Investigators should consult IRBs or regulatory specialists if uncertain whether their activity
qualifies as research.

---

Conclusion: Which Studies Meet the Federal
Definition?

In summary, studies that involve a systematic approach to investigating questions with the
explicit aim of producing or contributing to knowledge that extends beyond the immediate
context are considered research under federal regulations. This includes clinical trials,
surveys intended for publication, intervention evaluations designed for external
dissemination, and similar activities.

Conversely, activities primarily aimed at internal improvement, routine clinical care, or
program monitoring typically do not meet this definition unless they are systematically
structured and intended for external sharing.

Understanding these distinctions is vital for compliance, ethical oversight, and safeguarding
participant rights. When in doubt, consulting with IRBs or regulatory experts ensures that
your study aligns with federal standards, ultimately fostering responsible and impactful
research.

---

In-depth knowledge of federal regulatory definitions of research is essential for creating
ethically sound, compliant, and scientifically valid studies. Recognizing which activities
meet this definition enables investigators to navigate the complex landscape of research
oversight confidently and responsibly.
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