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Protocols
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lowa State University has a long-standing reputation as a leading land grant research institution. This
reputation is built on its history of excellence in research and its commitment to a strong ethical
research culture. The Office of the Vice President for Research is responsible for updating the lowa
State University’s Responsible Conduct of Research (RCR) training policy to:

1. align with “new policy requirements from federal agencies and current changes in the industry on
research integrity and ethical issues” and

2. follow ethical codes with “the principles of ethical conduct, honesty, integrity, respect and trans-
parency in the scholarly activities.” (Office of Research Ethics)’

The goal of this training policy is to encourage ethical research practices that build trust across our
research community, our sponsors, and society at large.

In this chapter, we will briefly review the different components of research ethics, why they matter, and
how they impact individual researchers and scholars as well as our institutions. We will focus specifically
on lowa State University's training policy related to Human Subject Research and the Institutional Review
Board that impacts a large subset of our graduate student researchers. We will also address research
integrity and research misconduct.

1. “Responsible Conduct of Research Training,” lowa State University Office of Research Ethics, https://compliance.iastate.edu/
research-integrity/responsible-conduct-of-research/
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Glossary

Exempt research: Human subject research that is subjected to fewer regulatory requirements
compared to non-Exempt Research?

Institutional Review Board (IRB): “Federally mandated committee that ensures that 1) the rights,
well-being, and safety of human subjects in research are protected; and 2) that [institutional]
research is compliant with applicable federal and state regulations as well as [institutional] poli-
cies and guidelines.”®

Research ethics: Moral principles for conducting research that define acceptable and unaccept-
able behavior in one’s area of practice. Research ethics can be defined and informed by per-
sonal, cultural, and disciplinary perspectives as well as local laws and policies.

Research integrity: “Active adherence to the ethical principles and professional standards
essential for the responsible practice of research”

Research misconduct: “Fabrication, falsification, or plagiarism in proposing, performing, or

reviewing research, or in reporting research results”®

Retraction: The formal process of removing a publication from the scholarly record. Retractions
can occur due to mistakes (e.g., data or calculation errors) but removal due to violations of
research ethics and integrity are the most common (e.g., plagiarism, intentional manipulation,
etc.).

Trustworthy research: Research that has earned a high degree of confidence by the public and
society by demonstrating research integrity, adherence to ethical standards, and rigorous profes-
sional practice.

2. “Modifications to Exempt Research,” lowa State University Office of Research Ethics, https://compliance.iastate.edu/wp-con-

tent/uploads/sites/4/pdf/exempt-research-modifications.pdf

3. “About the IRB,” lowa State University Office of Research Ethics, https://compliance.iastate.edu/research-ethics-compliance/
irb/about-the-irb/

4. Stanley G. Korenman, Teaching the Responsible Conduct of Research in Humans (RCRH). (The Office of Research Integrity,
2006), https://ori.hhs.gov/education/products/ucla/chapter1/page02.htm
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Questions

+ What is the difference between research ethics and regulations?
+ What role do institutional review boards play in human subject research?
+ What is research misconduct, and how can it be prevented?

Objectives

+ Compare research ethics and regulations.

+ Identify the protocols to comply with research regulations for human subject research.

+ Implement best practices to successfully complete research including dissertations and theses.
+ Identify the steps to preserve research integrity and avoid research misconduct.

Research Committees, Ethics, and Compliance

Research institutions are required by law to have systems and staff in place to teach responsible conduct
of research and address allegations of research misconduct. Additionally, institutions are responsible for
ensuring that researchers—faculty, staff, and students—are following all applicable research procedures,
laws, and policies on research related to humans, animals, biohazards, and radiation.

At lowa State University, there are four research compliance committees® to support researchers and
offer guidance for safe and responsible research conduct involving dangerous substances, sensitive
data, and to studying people and animals with minimal risk and harm.

The four research compliance committees are:

1. IRB for the involvement of human subjects in research;

2. Institutional Animal Care and Use Committee (IACUC) for humane care and use of animals in

5. “Office of Science and Technology Policy,” The Office of Research Integrity, https://ori.hhs.gov/content/chapter-2-research-
misconduct-office-science-and-technology-policy

6. “Research Ethics & Compliance,” lowa State University Office of Research Ethics, https://compliance.iastate.edu/research-

ethics-compliance/
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research;

3. Institutional Biosafety Committee (IBC) for safe conduct of work involving hazardous biological
materials;

4. Radiation Safety Committee (RSC) for the safe use of radioactive materials and radiation-producing
devices.

Research Ethics

Before we can define research ethics, we must first differentiate ethics from regulations. Research reg-
ulations are codified formal rules and laws that govern how research can be done, and federal or state
agencies or regulatory bodies usually enforce such regulations. Codified human and animal research
regulations force us to consider harm to others and our professional, moral, and legal responsibility to
mitigate it. The four research compliance committees just introduced are examples of institutional reg-
ulatory bodies that enforce research regulations.

Ethics are the “norms of conduct that distinguish between acceptable and unacceptable behavior.”’
Research ethics refer to moral principles and values that guide behavior and decision-making when con-
ducting research. Researchers need to not only consider the ethics and steps needed to guarantee pro-
tection of themselves, test subjects, and coworkers when working with substances that can be harmful,
such as viruses or radioactive substances, but also the ethics and principles of others. The ethical stan-
dards of research are based on our individual and collective understanding of the world. What we con-
sider ethical may be viewed differently by others, so it is important to try to understand the concerns and
viewpoints of others when designing and conducting research.

There are multiple levels of ethics to consider when planning and conducting a research project. Here
are three examples and why they matter.

1. Personal ethics: These ethics are impacted by values we learn through societal influences, e.g., our
upbringing, life experiences, and personal communities. Researchers’ personal values can influence
how they make, interpret, and apply their beliefs in decision-making. “For example, two people could
agree that murder is wrong but disagree about the morality of abortion because they have different
understandings of what it means to be a human being.”® In this example, how they interact with a
participant or interpret the data may be influenced by their personal views.

7. David B. Resnik, “What Is Ethics in Research & Why It Is Important,” National Institute of Environmental Health Sciences, Decem-
ber 23, 2020, updated December 23, 2024, https://www.niehs.nih.gov/research/resources/bioethics/whatis

8. Resnik, “What Is Ethics in Research & Why It Is Important.”
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2. Disciplinary ethics: These ethics are influenced by the people in your field of study (e.g., colleagues
and peers) and the standard of conduct defined by governing professional bodies to coordinate the
research activities. The Hippocratic oath is an example of disciplinary ethics within the medical pro-
fession. It ensures that physicians’ ethical duties to the patients prioritize the principles of benefi-
cence, non-maleficence, and confidentiality influence their decision-making.’

3. Institutional and organizational ethics: These ethics serve as guiding principles to determine how
studies are conducted and to ensure that steps are taken to protect research subjects (such as peo-
ple and animals) and comply with federal and state regulations. For example, Community Based
Organization Partners (CBOP) formed a CBOP Community Ethics Review Board'® in Flint, Michigan
to complement the two universities’ IRBs after the Flint community lost trust in researchers and
their institutions. Because CBOP members included community members, they were able to explic-
itly address community-level concerns.™

9. Helen Askitopoulou and Antonis N. Vgontzas, “The Relevance of the Hippocratic Oath to the Ethical and Moral Values of Con-
temporary Medicine. Part II: Interpretation of the Hippocratic Oath-Today’s Perspective,” Eur Spine J 27, no. 7 (2018): 1491-1500.
doi:10.1007/s00586-018-5615-z https://pubmed.ncbi.nim.nih.gov/29786117/

10. “CERB,” Community Based Organization Partners, https://www.flintcbop.com/cerb

11. Kent D. Key, “Expanding Ethics Review Processes to Include Community-Level Protections: A Case Study from Flint Michigan,”
AMA J Ethics 19, no.10 (2017):989-998. doi: 10.1001/journalofethics.2017.19.10.ecas3-1710. https:/journalofethics.ama-
assn.org/article/expanding-ethics-review-processes-include-community-level-protections-case-study-flint-michigan/2017-10
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Ethics vs. regulation/Law

“Most societies also have legal rules that govern behavior, but ethical norms tend to be broader and more
informal than laws. Although most societies use laws to enforce widely accepted moral standards and eth-
ical and legal rules use similar concepts, ethics and law are not the same. An action may be legal but
unethical or illegal but ethical.”12

+ Legal but unethical. An approved psychological study on participants’ responses to stress in social
situations may include proper steps to minimize deceptions (since the participants are not informed
of the stressors they will encounter) would be legal. However, the study could be unethical due to the
lack of transparency if the participants were not fully informed of the nature of the study or the stres-
sors they will experience, even if they were deemed minimal.

+ lllegal but ethical. A researcher of an approved study on the safety and efficacy of a new drug dis-
covers the pharmaceutical company is withholding crucial data that could potentially harm the public
and decides to break their confidentiality agreements. The act of releasing the data would be illegal
in this case but ethical because it prioritizes the ethical principle of beneficence.

The distinction between ethics and regulation is important because researchers need to comply with the
legal requirements but also maintain high ethical standards when conducting research.

Research Compliance

Research compliance refers to the process of meeting the regulations that govern research activities set
by federal and state agencies, governing bodies, institutions, and private funding agencies. To ensure
that institutions produce trustworthy research that maintains public trust, institutions may take multiple
steps to protect the integrity of research outcomes, including the following:

1. Rely on research committees: Monitor rules and regulations, provide oversight and support

2. Implement RCR training policy: Comply with federal agencies such as the National Science Foun-
dation (NSF), National Institutions of Health (NIH), and others

3. Provide access to RCR training: Use the Collaborative Institutional Training Initiative (CITI Program)

or institutional RCR training

4. Implement Conflict of Interest and Commitment (COIC) Disclosure Policy: Identify circumstances
that may influence professional actions or decisions

5. Incorporate Mechanisms to Report Concerns: Ensure effective reporting protocols are in place

12. David B. Resnik, “What Is Ethics in Research & Why It Is Important,” National Institute of Environmental Health Sciences,
December 23, 2020, updated December 23, 2024, https://www.niehs.nih.gov/research/resources/bioethics/whatis
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More details about the RCR, COIC, and mechanisms to report concerns will be covered later in this chap-
ter.

The importance of compliance

The lowa State University’s Office of Research Ethics lists three reasons why you should comply with the
rules and regulations:

+ “Compliance Can Make and Save You Money”: Following the rules can prevent delays, injuries and
damages, loss of data and productivity, and missed opportunities and deadlines.

+ “It's Your Reputation”: Maintaining a credible reputation goes a long way to obtaining future funding
and facilitating a long-standing career in the field.

+ “It's the Law”: Not complying with the regulations can lead to monetary fines, loss of funding or privi-
leges for the investigator and ISU, and even a jail sentence for the investigator in series cases.

Source: The Office of Research Ethics, Compliance Matters.

Human Subject Research and the IRB

In the United States, human subject research is primarily regulated by three federal agencies: the US
Department of Health and Human Services, the Office for Human Research Protections (OHRP), and the
US Food and Drug Administration (FDA). These agencies require institutions conducting human subjects
research to ensure that such research is approved by an IRB." These agencies have established regula-
tions that must be followed by institutions and researchers.

The origin of the IRB can be traced back to public outrage over research and medical practices that were
conducted without due consideration of risk and harm to the participants. While medical and research
malpractice were not limited to the twentieth century, the following three major cases greatly influenced
the codification of human subject protections that we see in the United States today.

1. Nuremberg Doctor’s Trial (1946). This pivotal trial involved the United States accusing and finding
twenty Nazi German doctors guilty of conducting human experimentation, torture, and mass murder
under the directive of pursuing misguided and unscientific principles of eugenics and racial purity.
The trial led to the establishment of the Nuremberg Code, which emphasized voluntary consent and

13. “About the IRB," lowa State University Office of Research Ethics, https://compliance.iastate.edu/research-ethics-compliance/
irb/about-the-irb/
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protection of human subjects.

2. Thalidomide scandal (1953-1970s). Thalidomide, marketed as a tranquilizer and sedative for anxi-
ety and morning sickness, was prescribed without adequate safety research, leading to severe birth
defects in an estimated 10,000 to 20,000 pregnancies worldwide. It was not approved by the US
FDA and was widely used in over forty countries. The devastating consequences highlighted the
need for rigorous testing and ethical oversight in drug development, emphasizing the importance of
protecting vulnerable populations like pregnant women. This tragedy underscored the necessity for
informed consent and robust safety protocols.

3. Tuskegee Syphilis study (1932-1972). This multi-decade study on untreated syphilis was per-

formed by the United States government on a community of Black American men in impoverished
Macon County, Alabama. Participants were promised free medical care in exchange for their involve-
ment but were not informed of their syphilis diagnosis or the use of placebos and ineffective treat-
ments. This deception led to over 100 preventable deaths and the spread of the disease among
the wives and children of the infected men. The study exemplifies the devastating consequences
of unethical research, causing multigenerational harm and deep-seated mistrust. It highlighted the
need for transparency, informed consent, and respect for human subjects.

Cases like those mentioned above were the reason the US Congress called on the National Commission
for the Protection of Human Subjects of Biomedical and Behavioral Research to create guiding principles
for conducting human subject research. The 1979 Belmont Report, produced as a result of the charge to

the Commission from Congress, outlined three basic principles for the ethical conduct of research with
human subjects™:

1. “Respect: Treat each person as a free individual with dignity
2. Beneficence: Do good and avoid harm

3. Justice: Treat people fairly.”

Read Part B: Basic Ethical Principles of the Belmont Report to learn more about these three principles in
more detail.

The National Commission then described an emergent structure and function for ethics review boards
at institutions that later became known as Institutional Review Boards. “IRBs became the roof beam in

14. “Ethics and Research in the Community,” The Office of Research Integrity, 2004, https://ori.hhs.gov/education/products/
mass_cphs/training_staff/RCReng/RCRHome.htm

ETHICS | 109


https://en.wikipedia.org/wiki/Thalidomide_scandal
https://en.wikipedia.org/wiki/Tuskegee_Syphilis_Study
https://ori.hhs.gov/education/products/mass_cphs/training_staff/RCReng/RCRBelmontReport.htm
https://ori.hhs.gov/education/products/mass_cphs/training_staff/RCReng/RCRBelmontReport.htm#xbasic
https://ori.hhs.gov/education/products/mass_cphs/training_staff/RCReng/RCRHome.htm
https://ori.hhs.gov/education/products/mass_cphs/training_staff/RCReng/RCRHome.htm

15.

16.

17.

the framework for the protection of rights and interests of human participants in research and remains
so today.""®

Human Subject Research and IRB at lowa State University

“The Institutional Review Board (IRB) is a federally mandated committee whose purpose is to ensure
that 1) the rights, well-being, and safety of human subjects in research are protected; and 2) that lowa
State University research is compliant with applicable federal and state regulations as well as lowa State
policies and guidelines.®

The lowa State University’s Human Subjects in Research Policy includes three key requirements:

i. All researchers, including graduate students, who wish to conduct research involving human sub-
jects must receive approval or exemption from the IRB before starting any human subject research
activities.

ii. Human subject research must remain under IRB oversight until the research is complete.

iii. Principal and supervising investigators are ultimately responsible for protecting the rights, well-
being, and safety of human subjects in research and making their research at lowa State University
compliant with applicable federal and state regulations as well as lowa State policies and guide-
lines.

Required training: All members of a research team must complete Required Human Subjects Research
Training (CITI) before an IRB application can be reviewed. This includes graduate students completing
human subject research for dissertations, theses, and creative components.

Required IRB applications: The principal investigator(s) must submit IRB applications for review. The IRB
reviews the type of submission, including new applications, modifications, continuing review, and study
closure.” They also determine if the human study research is exempt. Principal investigator(s) should
keep in mind that modifications to exempt research may result in the loss of exemption and require
another IRB review.

Institute of Medicine (US) Committee on Assessing the System for Protecting Human Research Subjects, Preserving Public
Trust: Accreditation and Human Research Participant Protection Programs, (Washington (DC): National Academies Press, 2001),
https://www.ncbi.nlm.nih.gov/books/NBK43592/#a200047f4ddd00025

“Human Subjects in Research,” lowa State University, updated April 2021, https://www.policy.iastate.edu/policy/humansubjects

“Submission and Review,” lowa State University Office of Research Ethics, https://compliance.iastate.edu/research-ethics-com-
pliance/irb/submission-and-review/
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Review process: In order to obtain IRB approval, an IRB application (protocol) must be submitted,
describing research plans and procedures for the project. The protocol requires detailed plans for invit-
ing participants, collecting data, protecting privacy and confidentiality, obtaining informed consent, and
minimizing risk. The IRB’s review will then focus on whether the plans and procedures satisfy regulatory
criteria for approval, which are based on the Belmont ethical principles. Researchers are encouraged to
review the IRB website for various resources, informed consent templates, and topic-specific guidance.

Review timeline: Researchers should plan for IRB review of new protocols to take about four to six weeks,
while protocols involving modification and continuation reviews may take three to four weeks. For pro-
tocols that require review by the full IRB, materials must be submitted two weeks before the IRB meets.
Check the IRB Meeting Schedule/Application Submission Deadlines. All other protocols can be submit-
ted for review when they are complete and consistent throughout the protocol. Protocols are reviewed in
the order in which they are received by the IRB office.

Supervising student projects involving human participants

Question: | am a course instructor (or major professor or advisor). My students are required to work on
projects that require human participation. Do they need IRB approval? And what are my responsibilities as
the instructor (or major professor or advisor)?

Answer: As a course instructor (or major professor or advisor), you are responsible for determining

whether your student(s)’ class projects require IRB approval. You are also responsible for ensuring the
rights and welfare of the human subjects. To learn more about which projects require IRB approval, read

Student Projects Involving Human Participants [PDF]. The course instructor’s (or major professor’s or advi-

sor's) oversight responsibilities are included on page 4.

(Alternative link: Office of Research Ethics, Policies & Guidelines: Student Projects Involving Human Partici-
pants)

A /

Graduate Student Research (Class Assignments, Dissertations, Theses,
and Creative Components)

Student-led research can be conducted for two purposes: 1) educational purposes and 2) to develop/
contribute to generalizable knowledge. In many cases, class assignments involving human subjects that
are completed purely for educational purposes will not need IRB approval. However, graduate students
who wish to share their findings beyond the classroom, (e.g., for publications, presentations in an aca-
demic conference, or in a dissertation, thesis, or creative component) must obtain the IRB approval or
exemption before initiating the research, since the purpose of the human subject research is designed
to develop or contribute to generalizable knowledge.
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Human subject research conducted by graduate students may not require IRB approval if it does not
meet the IRB-regulated human subjects research criteria. Here, IRB-regulated human subjects research
is defined as follows:

Research is “A systematic investigation, including research development, testing, and evaluation,
designed to develop to contribute to generalizable knowledge” (45 CFR 46.102(d)). A human subject is
“A living individual about whom an investigator (whether professional or student) conducting research
obtains (1) data through intervention or interaction with the individual, or (2) private and identifiable infor-
mation (45 CFR 46.102(f)). OR Any experiment that involves an FDA-regulated test article (drugs, med-
ical devices, food additives) and one or more human subjects (21 CFR 50.3).""®

Student projects at lowa State University involving human

participants

Graduate students conducting research should determine if their projects require an IRB review. The lowa
State University IRB provides guidance for student projects as below:

+ Student Projects Involving Human Subjects
+ Oral History Projects

Graduate students can also complete an online self-test or use the Exempt Review Wizard to see if their
research can receive an exemption, i.e., be considered exempt research. To learn more, visit the Office of

Research Ethics web page on OneAegis (IRBManager) How-To Guide.

If there are modifications to exempt research, graduate students should first consult with their principal or
supervising investigator. Certain modifications can result in the loss of exempt certification, including
“changes in research procedures, participant characteristics, the content or scope of information to be col-
lected, privacy or confidentiality measures."20

Graduate students conducting human subject research that are not exempt research must complete the
Required Human Subjects Research Training (CITI). It is advisable to complete this training early in the
graduate academic journey.

Since protocols are reviewed in the order they are received, graduate students should check the IRB Time-
lines and Meeting Schedules?1 and plan accordingly to get approval or exemption and to avoid a delay in
data collection for their projects. This includes data collection for dissertations, theses, and creative com-
ponents.

Check out the Frequently Asked Questions. If you are still confused, email the IRB team at irb@iastate.edu.

18. “IRB Oversight of Student Projects Involving Human Participants,” lowa State University Office of Research Ethics, https://com-
pliance.iastate.edu/wp-content/uploads/sites/4/pdf/IRB-oversight-student-projects.pdf
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19.

20.

21.

22.

23.

24.

Scenario: Graduate student research and necessary IRB

steps

Student A is a doctoral student in the Department of Psychology. She is working on her dissertation
research focusing on undergraduate students’ uses of social media and their self-esteem. What
steps should she take to ensure compliance?

Graduate students completing capstone projects (e.g., dissertation, thesis, or creative component) involv-

ing human subjects should check if an IRB approval is required. To successfully complete their disserta-
tion/thesis, graduate students must complete the following steps:

1. Decide if an IRB approval?? is required using recommended self-test and decision trees (under
Researcher Tools) and the links under IRB Guidance for Projects.

Complete the Required Human Subjects Research Training (CITI) if required.
Apply for an IRB review?3 and get the approval or certification of exemption.
Complete the research based on the approved IRB protocol.

Submit modifications or continuing reviews to IRB24 as needed.

o gk~ W N

Insert a copy of the approval letter or exemption certification letter in the dissertation/thesis. Do not
include the entire IRB protocol as it may contain information that presents confidentiality risks (e.g.,
names of research locations, etc.).

7. Submit a study closure.25

“Do | need IRB Approval?,” lowa State University Office of Research Ethics, https://compliance.iastate.edu/research-ethics-
compliance/irb/do-i-need-irb-approval/

“Modifications to Exempt Research,” lowa State University Office of Research Ethics, https://compliance.iastate.edu/wp-con-

tent/uploads/sites/4/pdf/exempt-research-modifications.pdf

“Submission and Review," lowa State University Office of Research Ethics, https://compliance.iastate.edu/research-ethics-

compliance/irb/submission-and-review/

“Do | Need IRB Approval?,” lowa State University Office of Research Ethics, https://compliance.iastate.edu/research-ethics-

compliance/irb/do-i-need-irb-approval/

“Submission and Review," lowa State University Office of Research Ethics, https://compliance.iastate.edu/research-ethics-

compliance/irb/submission-and-review/

“Submission and Review,” lowa State University Office of Research Ethics, https:/compliance.iastate.edu/research-ethics-
compliance/irb/submission-and-review/
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25.

26.

Scenario: Graduate student dissertation with or without an

approved or exempted IRB

Student B is a doctoral student in the Department of English. His research focused on students’
views about using ChatGPT to write their essays. He successfully defends his findings at his oral
examination. After finalizing his written dissertation, he uploaded his file to his ProQuest account. A
day later, he received an email requesting some minor formatting changes and a copy of the IRB
approval letter.

In the scenario above, there are two possible outcomes.

+ Student B has an approved or exempted IRB protocol. He addresses the reviewer’s request by insert-
ing a copy of his IRB approval or exemption letter in the appendixes because he went through the
proper procedures.

+ Student B does not have an approved/exempted IRB protocol. He is unable to meet this request
because he did not submit an IRB protocol for review and approval or certification of exemption
before he conducted his research. In this situation, he will not be allowed to submit his dissertation
because his human subject research was not reviewed and approved by the IRB. Conducting human
subject research without prior IRB review or approval constitutes noncompliance and can have seri-
ous consequences. In this case, he may not be able to include any of his data or analysis in his dis-
sertation. He will likely need to delay his graduation since he must start over with his research by
submitting an IRB protocol for review and approval, and then collecting and analyzing new data, and

rewriting and redefending his dissertation. (Retroactive IRB approval will not be granted.)

Research Integrity and Research Misconduct

Research integrity “is the practice of conducting research in a way that promotes trust and confidence
in all aspects of science. This includes the entire research life cycle, from hypothesis to experiment,
through to publication and the formation of the scientific record.”?® (Stanford Medicine, n.d.) It is neces-
sary to produce trustworthy research to ensure the reliability and reproducibility of the results and
maintain the public’s confidence and trust in the outcomes of the research. Research methods must
follow the commonly accepted standards that govern methodological rigor, from the setting up of the
research to the reporting of the results. Research integrity is important to uphold because scientific
knowledge builds upon existing research. If any research draws upon inaccurate studies, that research

“Submission and Review," lowa State University Office of Research Ethics, https://compliance.iastate.edu/research-ethics-

compliance/irb/submission-and-review/

“Research Integrity,” Stanford Medicine, https://laneguides.stanford.edu/research-integrity
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and all future connected research will be undermined and can lead to errors, mistrust, and waste of
resources, e.g., time and money.The Office of Research In‘[egrity27 lists four shared values in scientific
research:

—

“HONESTY: convey information truthfully and honoring commitments,
ACCURACY: report findings precisely and take care to avoid errors,

EFFICIENCY: use resources wisely and avoid waste and

w0 DN

OBJECTIVITY: let the facts speak for themselves and avoid bias.”

When research integrity is negatively impacted, it can sometimes lead to allegations of research mis-
conduct. Research misconduct can severely erode the public’s trust in the research outcomes and poten-
tially harm public safety.

There are three types of research misconduct as defined by the Office of Science and Technology Policy
(OSTP) in the Federal Policy on Research Misconduct.?® These are fabrication, falsification, and pla-
giarism. While this Federal Policy only applies to federally funded research, most research institutions
(including lowa State University) adopt the same definition for their institutional policy.

lowa State University’s research misconduct policy

lowa State University provides the following definitions:

+ “Research misconduct means fabrication, falsification, or plagiarism in proposing, performing, or
reviewing research or in reporting research results. It also includes ordering, advising, or suggesting
that subordinates engage in research misconduct. The misconduct must depart significantly from
accepted practices of the relevant research community and must be committed intentionally, know-
ingly, or recklessly. It does not include honest error or differences of opinion.

+ Fabrication is making up data or results and recording or reporting them.

+ Falsification is manipulating research materials, equipment, or processes, or changing or omitting
data or results so that the research is not accurately represented in the record.

+ Plagiarism is the appropriation of another person’s ideas, processes, results, or words without giving
appropriate credit.”29

27. “Part |: Shared Values,” The Office of Research Integrity, https://ori.hhs.gov/education/products/RCRintro/Parts/p1.html

28. “Research Misconduct,” The Office of Research Integrity, https://ori.hhs.gov/education/products/RCRintro/c02/1c2.html
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lowa State University is highly committed to safeguarding the research integrity at our campus. The
Office of the Vice President for Research (OVPR) has the mission “to promote a vibrant and supportive
environment for scholarly and artistic endeavors, foster ethical code of research, and integrate research
into the education, outreach, and engagement missions of the university.”*° The OVPR provides support
and services to guide researchers and help to facilitate professionalism and research success. It also
maintains institutional research policies and incorporates three key ways to safeguard research integrity.

1. Education through RCR Training Courses and Other Trainings
The NSF and the NIH require RCR training for all personnel involved with their funded research
programs. Besides the principal investigator(s), this requirement includes undergraduate and grad-
uate students as well as postdoctoral scholars. The OVPR oversees the Responsible Conduct of
Research Training—NSF and NIH Required policy and is responsible for verifying that the necessary
training has been completed. The RCR training can be completed through GRST 5650 Responsible
Conduct of Research in Science and Engineering or the Collaborative Institutional Training Initia-
tive (CITI) Program. This policy is only relevant to personnel on NSF and NIH grants.Additionally,
as mentioned earlier in this chapter, there may be other trainings required to comply with federal,
state, local, and institution regulations. For example, lowa State University researchers working with
human subjects must also meet the requirements in the Human Subjects in Research Policy. (See
also 6.2.2 and 6.2.3). Researchers can also identify the relevant trainings by visiting the one or more

of the four research compliance committees websites.

2. Responsibility to Report Research Misconduct
Federal policies and regulations may require that institutions have mechanisms for investigating
research misconduct and take corrective actions. lowa State University has adopted these require-
ments in the Research Misconduct Policy and encourages all members of the University community
“to report observed, suspected, or apparent research misconduct.”®' Furthermore, lowa State Uni-

versity has the Non-Retaliation Against Persons Reporting Misconduct Policy to protect individuals
who reported research misconduct. Individuals are also encouraged to report research misconduct

concerns through the ISU Compliance and Ethics Hotline.

3. Research Integrity Officer (RIO) and Allegations of Research Misconduct

The lowa State University OVPR appoints a Research Integrity Officer (RI0)*? to investigate and man-

29. “Research Misconduct,” lowa State University, updated February 12, 2024, https://www.policy.iastate.edu/policy/research/mis-
conduct

30. “Research at lowa State University," lowa State University, https://research.iastate.edu/about/

31. “Research Misconduct,” lowa State University, updated February 12, 2024, https://www.policy.iastate.edu/policy/research/mis-
conduct
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32.

33.

age reported research misconduct cases. When the RIO receives allegations of research miscon-
duct, the RIO will take necessary steps to assess if an inquiry is warranted. The RIO will initiate
an inquiry process as necessary, and take further steps as listed in the Research Misconduct Pol-
icy if “the allegation falls within the definition of research misconduct and may have substance.”
Steps may include the notification of supervisors, administrators, and respondents, preservation of
research records, and the submission of the inquiry report to the Vice President for Research (VPR).
If the VPR determines that an investigation is warranted, more steps will be taken, including the
creation of an investigative committee who will be charged to conduct an impartial and unbiased
investigation.If research misconduct has been filed against a graduate student and an inquiry is war-
ranted, the RIO will notify the Dean of the Graduate College and the student’s Director of Graduate
Studies to determine the action steps. If there is an investigation involving a graduate student, the
Senior Vice President and Provost will consult with the Dean of the Graduate College and the stu-
dent’s Director of Graduate Studies.

Retractions of Research

Publishers recognize the importance of safeguarding the integrity of scholarly works they publish. To
maintain public trust and confidence in their publications, they implement measures such as article cor-
rections, retractions, and removals or withdrawals. Each journal has its own guidelines to determine
whether a correction or a retraction is appropriate. (For more detailed policies, see the guidelines from
publishers like Elsevier and Wiley). This subsection focuses on the retraction of published works.

According to Noorden, more than 10,000 research papers were retracted in 2023.%% Retraction is defined
as the formal removal of a scholarly work due to serious flaws, and it helps maintain the integrity of the
scholarly record by alerting readers that the publication is no longer considered valid. Retractions typi-
cally occur because of either honest mistakes or intentional misconduct. In cases of honest mistakes,
authors can request editors retract their paper. This type of retraction, known as self-retraction, is viewed
as the ethical and honorable course of action after discovering a serious error. Smaller errors may be
addressed through a correction notice rather than retraction.

Retractions resulting from research misconduct indicate serious violations of research or publication
policies, such as fabrication, falsification, or plagiarism. In these cases, editors, not authors, are respon-

“Research Misconduct,” lowa State University, updated February 12, 2024, https://www.policy.iastate.edu/policy/research/mis-

conduct

Richard Van Noorden, (2023). “More than 10,000 research papers were retracted in 20203 — a new record,” nature, December
12, 2023, https://www.nature.com/articles/d41586-023-03974-8
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sible for the retraction, often against the author’s wishes. Papers retracted for misconduct are a signif-
icant blemish on an author’s career and represent the most severe outcome. Regardless of the reason,
retractions can cause complication not only for publishers but also for anyone who relied on or cited the
retracted publication. Therefore, publishing companies actively monitor potential cases of research mis-
conduct.

In cases where a dissertation, thesis, or creative component is involved in proven research misconduct,
the Senior Vice President and Provost will consult with the Dean of the Graduate College and the Director
of Graduate Studies regarding any actions against the student. There are no term limits on when a
research misconduct investigation can be conducted on a dissertation, thesis, or creative component.
That is why it is important to safeguard your research to avoid future complaints, especially when your
dissertation, thesis, or creative component may have contributed foundational information to your future
research and publications.

Conclusion

Research ethics and integrity are important to uphold in any research endeavor. Adhering to the stan-
dards and practices for personal and professional reasons can benefit not only the researchers but also
their institutions and the collaborators. If you want to ensure a long and successful career with a solid
reputation in your field of study, be sure to take the necessary steps to produce dissertations, theses, or
creative components that will not be open to allegations of research misconduct. The University Library,
the Graduate College, the OVPR, and the ORE are great places to find more information and help.

+ Researchers have to follow disciplinary and institutional ethics, and they may also have personal
ethics that influence how they conduct their research.

Researchers also have to comply with regulations or laws set by the state or federal government.

Research including theses and dissertations involving human subjects must be approved by the Insti-
tutional Review Board (IRB) before data is collected. Take the necessary steps because there is no
retroactive approval.

Research integrity promotes trustworthy research.
Research misconduct can happen through fabrication, falsification, and plagiarism.
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Resources

Research Ethics and Compliance:

+ lowa State Office of the Vice President for Research. Investigator Handbook: A Guide to the Research
Process at lowa State University. Revised February 2022 (originally published April 2011).

https://www.research.iastate.edu/wp-content/uploads/2022/02/Investigator-Handbook-_ORE-

Feb-2022.pdf or located from this page: lowa State University lowa State Research.

https://research.iastate.edu/for-researchers/creating-a-proposal/.

+ lowa State University Office of Research Ethics. “Research Ethics & Compliance.” https://compli-
ance.iastate.edu/research-ethics-compliance/.

+ lowa State University Research Data. “Policies and Compliance.” https://dataservices.iastate.edu/
Policy.

+ The Office of Research Integrity. “The Belmont Report, Ethics and Research in the Community.”

https://ori.hhs.gov/education/products/mass_cphs/training_staff/RCReng/RCRBelmontRe-
port.htm.

Human Subject Research and the IRB:

+ lowa State University Graduate College. “Approval for Research.” https://www.grad-college.ias-
tate.edu/student/Thesis-Dissertation.

+ lowa State University Graduate College. “Human Subjects in Research Policy.” https://www.grad-col-
lege.iastate.edu/student/Thesis-Dissertation.

+ lowa State University Office of Research Ethics. “Humans: Institutional Review Board.” https://com-

pliance.iastate.edu/research-ethics-compliance/irb/

+ lowa State University Office of Research Ethics. “IRB Oversight of Student Projects Involving Human

Participants.” https://compliance.iastate.edu/wp-content/uploads/sites/4/pdf/IRB-oversight-stu-
dent-projects.pdf

+ lowa State University Office of Research Ethics. “Policies and Guidance.” https://compliance.ias-
tate.edu/research-ethics-compliance/irb/policies-and-guidance/

+ lowa State University Office of Research Ethics. “IRB Training Sessions and Workshops.”
https://compliance.iastate.edu/research-ethics-compliance/irb/irb-training-sessions

Research Integrity and Research Misconduct:

+ lowa State University. “Research Misconduct Policy.” Last modified February 12, 2024.
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https://www.policy.iastate.edu/policy/research/misconduct
+ lowa State University. “Research Objectives and Responsibilities Policy.” https://www.policy.ias-
tate.edu/policy/research/objectives-responsibilities

+ Retraction Watch. https://retractionwatch.com/

« Steneck, Nicholas H. ORI Introduction to the Responsible Conduct of Research. The Office of
Research Integrity, 2007. https://ori.hhs.gov/sites/default/files/rcrintro.pdf

+ The Office of Research Integrity. https://ori.hhs.gov/
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