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[bookmark: _Toc223693851]IRB-Specific FAQs
[bookmark: _Toc223693602][bookmark: _Toc223693852]What is an IRB?
An IRB is an Institutional Review Board for human subjects. Institutions that receive federal funding to conduct research are required to have their research approved by an IRB. The TCCD IRB can: (a) review, (b) approve, (c) disapprove or (d) require modifications to submitted research proposals that involve human subjects. The TCCD’s IRB does not evaluate the merits of research design or review proposals for contribution to scholarly literature. The sole role of the TCCD IRB is to review research proposals for standards of compliance in regard to participant risk, informed consent, and confidentiality.

[bookmark: _Toc223693603][bookmark: _Toc223693853]Why does TCCD have an IRB?
Federal regulations, and TCCD’s Federal Wide Assurance require that all proposed human subjects research be reviewed by an IRB prior to the initiation of the research. The IRB is in place to protect the rights and welfare of human subjects through the examination of a research study’s: (a) risks and benefits, (b) informed consent, (c) research methodology and (d) privacy issues such as confidentiality and anonymity.

[bookmark: _Toc223693604][bookmark: _Toc223693854]Who are the IRB members?
TCCD IRB membership includes five people from the following areas: (a) the Executive Director for Institutional Research, Planning and Effectiveness as Chair, (b) an administrative student development employee, (c) two faculty members (one from the hard sciences and the other from a soft discipline) and (d) an external community member.

[bookmark: _Toc223693605][bookmark: _Toc223693855]How are IRB members chosen?
IRB faculty members are nominated by the campus presidents. Two nominees are then selected by the Vice Chancellor of Academic Affairs to serve a three-year commitment. The student development and external community member are chosen by the IRB Chair. Members serve a three-year commitment.

[bookmark: _Toc223693606][bookmark: _Toc223693856]What authority does the TCCD IRB have?
TCCD’s IRB Charter establishes and empowers the TCCD IRB for the protection of human subjects. Currently TCCD has one committee registered with the federal Office for Human Research Protection (OHRP) (OHRP) as its IRB (IRB 00009412). Federal regulations give the TCCD IRB the authority to review all research that involves human subjects. The TCCD IRB’s authority does not extend to projects that do not involve human subjects. 

[bookmark: _Toc223693607][bookmark: _Toc223693857]Who do I contact if I have IRB-related questions?
Please contact the TCCD IRB at  irb@tccd.edu.




[bookmark: _Toc223693858]IRB Training FAQs

[bookmark: _Toc223693609][bookmark: _Toc223693859]Who needs to take IRB training?
Individuals planning to submit a research project through the IRB must complete training. Training must be completed prior to any IRB submissions for approval.

[bookmark: _Toc223693610][bookmark: _Toc223693860]What type of IRB training is available?
1. Office for Human Research Protection (OHRP) offers a variety of free online trainings for the research community on human research protections based on the principles of the Belmont Report and the requirements of the revised Common Rule (or 2018 Requirements). 
· Courses are comprised of modules that include: Human Research Protection Foundational Training, Considerations for Reviewing Human Subjects Research, OHRP Webinars and Mini-Tutorials. 
· Training is free of charge.
· Trainings certificates are valid for 3 years and may be renewed by taking the training again.
2. The Collaborative Institutional Training Initiative (CITI Program) CITI Program offers training in a variety of areas including research design and ethics, compliance, safety, and professional development. . Browse CITI Program courses now.
· Courses are comprised of modules that include detailed content, images, supplemental materials (such as case studies), and a quiz. Learners may complete the modules at their own pace. Each module varies in length. In general, modules can take about 30 to 45 minutes to complete.
· There is a fee for CITI training courses.
· Trainings certificates are valid for 3 years and may be renewed by taking the training again.
3. The Association of Clinical Research Professionals (ACRP)  offers a Certified Principal Investigator course.
· The CPI® exam consists of 125 multiple choice questions that must be answered within 180 minutes.
· There is a fee for (ACRP) training courses
· Trainings certificates are valid for 2 years and may be renewed by taking the training again.

Please submit your training Human Subjects Testing Training Certificate or screenshot of the course completion page along with your proposal and other required forms and documents to irb@tccd.edu.




[bookmark: _Toc223693861]IRB Approval FAQs

[bookmark: _Toc223693612][bookmark: _Toc223693862]When is IRB approval needed?
If you plan to conduct research with human subjects, you must submit a proposal to TCCD’s IRB before you begin your research.

[bookmark: _Toc223693613][bookmark: _Toc223693863]What factors does the IRB consider when reviewing/approving my research proposal?
In making the decision to conduct an IRB review of submitted proposals, the IRB’s first priority is to focus on factors promoting TCCD’s mission. Any submitted proposal must meet the minimum standard of having the likelihood of providing knowledge that contributes to the long-term success of TCCD’s faculty, staff, and students. In reaching its conclusions concerning the granting of an IRB review, the IRB will take into consideration the following factors:
· Has the researcher made a strong and compelling case that the research will provide insight into learning and student success factors and is the research aligned with TCCD’s mission?
· Has the proposal clearly articulated how findings will be communicated to the TCCD community?
· Have all costs which will be incurred by the TCCD community been fully considered? Do the benefits: (a) outweigh the costs and (b) have provisions been made to reimburse TCCD for any unusual data collection expenses?
· Has the research been determined to be in compliance with Family Educational Rights and Privacy Act (FERPA,) requirements?
· In the opinion of the IRB, is the research design sufficiently rigorous to lead to meaningful insights?
· Has the researcher: (a) identified a TCCD full-time faculty or staff member who is willing to serve as the internal sponsor for the research, (b) obtained written acceptance of said sponsorship and (c) identified the value of the research findings to his/her area of responsibility?
· In the opinion of the IRB, have the individuals making up the research sample been overly burdened with requests to serve as research subjects?

[bookmark: _Toc223693614][bookmark: _Toc223693864]How long will it take to get my research approved by the IRB?
The committee will attempt to review proposals within four weeks of their receipt. Proposals submitted during the summer or during TCCD holidays may be delayed. Since a proposal may not be approved as submitted, you should allow sufficient time for the committee to review your revised proposal.

[bookmark: _Toc223693615][bookmark: _Toc223693865]What are a PI’s responsibilities after receiving IRB approval to conduct research?
A PI has the following responsibilities after they receive IRB approval to conduct a study:
a. Securing IRB approval before initiating any research involving human subjects,
b. Ensuring that all study personnel have completed the mandatory research compliance training,
c. Ensuring the rights and welfare of human subjects through the ethical conduct of research, consistent with federal regulations and TCCD policies,
d. Obtaining IRB approval of modifications prior to the implementation of any changes from the approved version. This includes, but is not limited to, changes in: (a) title, (b) investigators, (c)funding source, (d) data collection methods, (e) recruitment materials, (f) confidentiality measures or (g) test instruments.
Please note: All changes must be submitted and approved by the IRB prior to their implementation unless the change is necessary to protect the safety of participants.
e. Reporting any unanticipated, adverse research events to the IRB within the specified time frame. Serious unanticipated events such as death or severe injury of a research participant are to be reported to the IRB within 24 hours of becoming aware of the event. Non-serious unanticipated events are to be reported within two weeks of the Principal Investigator’s awareness of the non- serious, unanticipated event.
f. Unanticipated problems involving risks to subjects or others that are:
a)  Unexpected in nature, severity, or frequency.
b)  Related or possibly related to the research.
c)  Suggest increased risk to participants or others; and
d)  Serious or continuing noncompliance with the federal regulations or the requirements or determinations of the IRB,
g. Obtaining informed consent and data from human subjects in a manner consistent with federal regulations, maintaining copies of pertinent research documents and the confidentiality of human subject data, and retaining informed consent documents for a period of three years after the project,
h. Arranging for a co-Principal Investigator in the event PI will be out of the office for vacation or illness.
i. Notifying the TCCD IRB chairperson when the research proposal has been approved or modified by another institution’s IRB,
j. Providing a copy of the final research results to TCCD’s IRB and completing the IRB’s Research Closure Form.
k. Unless otherwise directed by the IRB Chairperson, a renewal application will be submitted to the IRB no less than annually.

[bookmark: _Toc223693616][bookmark: _Toc223693866]If I am conducting my research at another institution of higher learning, do I need approval from TCCD’s IRB to conduct the study?
If you use TCCD work time or resources to conduct the research or you plan to present your results under your affiliation with TCCD, you must obtain TCCD IRB approval to conduct your study.

[bookmark: _Toc223693617][bookmark: _Toc223693867]I am writing a federal grant proposal that does not involve gathering human subject information. Do I need to get IRB approval for my grant proposal?
Many granting institutions now require IRB approval of the proposal prior to proposal submission.

[bookmark: _Toc223693618][bookmark: _Toc223693868]How long is my IRB approval valid?
Federal regulations state that IRB approval is only valid for one year. Prior to the one- year approval expiration, researchers must submit a Continuing Review Form. Continuing review reevaluates a project’s: (a) risks, (b) benefits, (c) informed consent and (d) participant safeguards. If it is deemed that there is less than minimal risk for participants, the continuing review will be reviewed by the IRB Chair. If there is more than minimal risk, the project will be reviewed by the full IRB. Full reviews require the researcher to provide a summary protocol and a status report on: (a) the number of subjects accrued or withdrawn, (b) a summary of adverse events, (c) any research complaints received, (d) new risks that may be present, (e) new informed consent and (f) summary of any new literature regarding the research topic. As part of continuing review, researchers must submit a closure form to the IRB when they have completed their research.

[bookmark: _Toc223693619][bookmark: _Toc223693869]Can the IRB request that I revise my study and/or study forms prior to IRB approval?
Yes. If a research proposal is not in compliance in regard to participant risk, informed consent or confidentiality, the researcher will be asked to fix the proposal’s deficiencies prior to obtaining IRB approval.

[bookmark: _Toc223693620][bookmark: _Toc223693870]Can the IRB approve a project retroactively?
No. Research studies cannot begin without IRB approval. This includes screening subjects or mailing out questionnaires. No research may begin until the researcher receives official approval from the IRB.

[bookmark: _Toc223693621][bookmark: _Toc223693871]Can I revise my research plan without IRB approval?
No. Changes to proposals that involve human subjects must be approved by the IRB prior to implementation. A Research Study Modification Request is required to be submitted to the IRB at irb@tccd.edu. 

If the said change eliminates an immediate hazard to subjects, the changes made based on the immediate hazard must be reported to the IRB immediately. If your research project was approved under the exempt category, minor changes that do not affect the exempt status can be made without IRB approval. If you are unsure whether IRB approval is needed to make a change, please contact the IRB.

[bookmark: _Toc223693622][bookmark: _Toc223693872]Does qualitative research, such as interviews or focus groups, require IRB approval?
Yes. This type of research will need to be submitted to the IRB if it involves a systematic investigation designed to develop or contribute to general knowledge. An IRB review is necessary to ensure that the human subjects are not harmed.

[bookmark: _Toc223693623][bookmark: _Toc223693873]I am just doing a survey. Do I need IRB approval for surveys?
Yes. If the research project involves data collection of human subjects, you need IRB approval prior to starting your research. Written IRB approval is required before any interaction with human subjects can begin.

[bookmark: _Toc223693624][bookmark: _Toc223693874]Does research on existing data require IRB approval?
Existing data involves using data that has already been collected to answer new questions. IRB review and approval is not needed if the source of the data is public (libraries, newspapers, publications) and analysis of the data will not make the data individually identifiable. If the individually identifiable data comes from TCCD’s student information system, Ellucian Colleague, the research will require IRB review.

[bookmark: _Toc223693625][bookmark: _Toc223693875]Do routine classroom projects require IRB approval?
Some instructional activities may have the characteristics of research, but do not require IRB review. These activities include: (a) data collected at the department level, such as teaching or course evaluations, (b) a class project or paper that does not involve human participants or (c) reviews of existing literature that is not readily generalizable, i.e., biographies. If the data will not go beyond the classroom setting, it is likely that the project does not need IRB approval.

Use the following guidelines to determine if your activities in the classroom are subject to IRB review. IRB review is NOT required if all of the following are true:
· The project is limited to surveys/questionnaires/interviews/observations of public behavior directly related to the course topic.
· The data collection activity contains no sensitive personal questions (i.e., no questions about drug use, grades, medical history) or other personally identifiable information.
· No identifying information is recorded to link a person with the collected data.
· The participants in the project are not from a vulnerable or special population (i.e., minors, prisoners, pregnant women, mentally impaired individuals).
· The collected data does not leave the classroom setting, or if the project involves collecting data on an outside organization, the data are only shared only with that organization.
· No one receives compensation for collecting, organizing, analyzing, or reporting the data.

[bookmark: _Toc223693626][bookmark: _Toc223693876]Do TCCD pilot projects require IRB review?
Because most pilot projects are a test run to determine whether or not scaling the project up would be beneficial and the information collected is not generalizable, IRB approval is not typically required with the following exceptions, the pilot project involves: (a) vulnerable populations, (b) methods with more than minimal risk, (c) the collection of sensitive data or (d) the possibility that the data collected may be presented or published sometime in the future.

[bookmark: _Toc223693627][bookmark: _Toc223693877]Do Internet projects require IRB review?
If the information collected online involves human participants or is intended for future presentation or publication, IRB approval is needed. Informed consent addressing the confidentiality of human participants and the data collected on them is required.

[bookmark: _Toc223693628][bookmark: _Toc223693878]Do student research projects need approval from the IRB?
Yes. If the project meets the definitions of research and human subjects, IRB approval is required. Students must obtain a faculty or staff member to sponsor their research prior to submitting their research paperwork to the IRB.


[bookmark: _Toc223693879]Research Proposal FAQs

[bookmark: _Toc223693630][bookmark: _Toc223693880]How do I know if I should classify my project as research?
TCCD defines research as the systematic investigation including research development, testing and evaluation, designed to develop or contribute to generalized knowledge 45 CFR 46102(f).. If you plan to share your research with others, you are most likely conducting research. Examples of shared research includes but is not limited to: (a) presenting human subject data at a conference, (b) publishing human subject data in a journal or (c) using human subject data for a master’s thesis or doctoral dissertation. If the possibility exists that you might want to share your human subject data in the future, it is advised that you submit your project to the IRB for approval prior to beginning your research.

[bookmark: _Toc223693631][bookmark: _Toc223693881]Is there more than one type of IRB review?
Yes. There are four types of IRB review: exempt, expedited, full and continuing.
· An exempt review does not require monitoring by the IRB. Exempt categories are outlined by the Department of Health and Human Services in 45 CFR 46.101(b). The significance of an exempt review is that the research activity is not monitored by the IRB. It is important to note that while a project may be exempt from IRB regulations, the ethical principles of conducting human subject research still apply. More importantly, it is not up to the researcher to determine whether a project is exempt. Researchers that believe their project is exempt should submit their research application to the IRB, selecting exempt for their category of review. Exempt reviews are carried out by the IRB Chair or their designee.
· An expedited review is typically carried out by the IRB Chair or their designee and involves research that does not involve more than minimal risk to participants. Minimal risk is defined as: the probability and magnitude of harm or discomfort anticipated in the research are not greater than those encountered in daily life or through the performance of routine physical or psychological exams/tests. While the IRB Chair can review and approve expedited review research, the Chair cannot disapprove research proposals without moving the research project to full review.
· A full review is necessary when the IRB Chair deems participant risk is more than minimal or when the Chair disapproves an expedited review and moves the research project to full committee review.
· A continuing review is necessary when I research project is not complete after one year. A continuing review reevaluates a project’s: (a) risks, (b) benefits, (c) informed consent and (d) participant safeguards. If it is deemed that there is less than minimal risk for participants, the continuing review will be reviewed by the IRB Chair. If there is more than minimal risk, the project will be reviewed by the full IRB. Full reviews require the researcher to provide a summary protocol and a status report on: (a) the number of subjects accrued or withdrawn, (b) a summary of adverse events, (c) any research complaints received, (d) new risks that may be present, (e) new informed consent and (f) summary of any new literature regarding the research topic. As part of continuing review, researchers must submit a closure form to the IRB when they have completed their research.
[bookmark: _Toc223693632][bookmark: _Toc223693882]What is an Assurance?
An Assurance of Compliance is a formal written, binding agreement that is signed by the researcher(s) in which the said researcher(s) promises to comply with applicable regulations governing research with human subjects.

[bookmark: _Toc223693633][bookmark: _Toc223693883]What is a Principal Investigator?
A Principal Investigator (PI) is the primary individual responsible for the preparation, conduct and administration of a: (a) research grant, (b) cooperative agreement, (c) training or public service project, (d) contract or (e) other sponsored project. PIs are responsible for ensuring that their research project is in compliance with applicable laws and regulations, including institutional policy.

[bookmark: _Toc223693634][bookmark: _Toc223693884]What is a human subject, also known as a human participant?
A human subject is a living person. A researcher typically obtains the following information regarding human subjects: (a) data through an intervention or interaction with the participant and/or (b) identifiable participant information. Examples of participant data collection includes, but is not limited to: (a) questionnaires/surveys, (b) interviews and (c) behavioral and/or classroom observations 45 CFR 46102(d). If your research involves human subjects or identifiable data on human participants, you must gain IRB approval to conduct your research.

[bookmark: _Toc223693635][bookmark: _Toc223693885]What are vulnerable populations? Vulnerable populations include, but are not limited to: 
· pregnant women, human fetuses and neonates, 
· prisoners, 
· children and/or adolescents, 
· cognitively impaired persons, 
· economically and/or educationally disadvantaged, 
· AIDS/HIV+ individuals or (g) terminally ill individuals. The IRB follows the guidelines set forth by the  Department of Health and Human Services, Criteria for IRB Approval of Research per 45 CFR 46.111.
In order to approve research covered by this policy the IRB shall determine that all of the following requirements are satisfied:
1) Risks to subjects are minimized: (i) By using procedures which are consistent with sound research design, and which do not unnecessarily expose subjects to risk, and (ii) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.
2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result. In evaluating risks and benefits, the IRB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research). The IRB should not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility.
3) Selection of subjects is equitable. In making this assessment the IRB should consider the purposes of the research and the setting in which the research will be conducted and should be particularly cognizant of the special problems of research involving vulnerable populations, such as children, prisoners, pregnant women, intellectually disabled persons, or economically or educationally disadvantaged persons.

[bookmark: _Toc223693636][bookmark: _Toc223693886]Can research participants be compensated for their time?
While it is permissible to pay research participants, there are stringent guidelines surrounding participant compensation. The IRB will not approve proposals that appear to coerce participants through the use of compensation. The amount offered to participants must correspond with the burden of participation. Acceptable forms of compensation include but are not limited to: (a) reimbursement for transportation or parking charges, (b) meals and (c) minimum wage for hourly participation.

[bookmark: _Toc223693637][bookmark: _Toc223693887]Will the IRB help me with my research design?
No. The TCCD’s IRB does not evaluate the merits of research design or review proposals for contribution to scholarly literature. The sole role of the TCCD IRB is to review research proposals for standards of compliance in regard to participant risk, informed consent, and confidentiality.

[bookmark: _Toc223693638][bookmark: _Toc223693888]I want to conduct a study that involves the deception of my research participants. Is this allowed and if so, what things should I consider?
The use of deception in research is not prohibited by federal or TCCD regulations. 

[bookmark: _Toc223693889]Informed Consent FAQs

[bookmark: _Toc223693640][bookmark: _Toc223693890]What is informed consent?
Informed Consent - is the disclosure of a survey’s purpose and process. Informed consent should be written at the 6th to 8th grade levels. Researchers must obtain the signed informed consent of participants prior to conducting their research. Informed Consent must begin with a concise and focused presentation of the key information that is most likely to assist a prospective subject or legally authorized representative in understanding the reasons why one might or might not want to participate in the research.

[bookmark: _Toc223693641][bookmark: _Toc223693891]When is informed consent required?
All research subjects must give their express consent to participate in a research study. Consent is a necessary element for all research studies, including surveys, interviews, and observations of human subjects. Consent is only considered valid if the subjects are given enough information to allow them to weigh the study's risks and benefits and if the information is told to them in terms that they can understand. Subjects always have the right to decline or even withdraw from any research study.

[bookmark: _Toc223693642][bookmark: _Toc223693892]Who is responsible for obtaining informed consent?
The lead PI is responsible for obtaining informed consent from all research subjects or their legally authorized representative.

[bookmark: _Toc223693643][bookmark: _Toc223693893]Is there more than one type of informed consent?
Yes, the Informed Consent form is the standard expectation given to participants 18 and older. 
Assent Consent is used when participants are younger than 18 years of age, the researcher must obtain the signed informed consent of parents or legal guardian, and all reasonable attempts must be made to obtain each participant's assent, which is defined as the participant's agreement to participate in the study.

Implied Consent means that permission for something is assumed based on a person's actions or circumstances, rather than being explicitly stated. It is consent that is not directly expressed but rather inferred from conduct or the situation. Under certain circumstances (surveys that do not involve sensitive matters) an investigator may choose to use a Letter of Invitation and implied consent.

[bookmark: _Toc223693644][bookmark: _Toc223693894]I am not collecting any personal information from my subjects. Is informed consent still necessary?
Yes. If the proposed research study is anonymous (contains no identifiers), implied consent may be used instead of informed consent.

[bookmark: _Toc223693645][bookmark: _Toc223693895]How do I handle informed consent when my study is Internet-based? Phone-based?
Implied consent is often used for Internet-based research. Participants will need to be given consent information and completion of the survey would imply consent. In cases where informed consent needs to be utilized, the informed consent form may be sent via email. 
The participant can electronically: (a) print their name in the signature block, (b) add the date and (c) return the consent form to the researcher electronically. Oral consent is typically used in phone-based research. 

When conducting phone research, the researcher needs to communicate the following to each human subject: (a) study purpose and procedures, (b) what the participant is being asked to do, (c) amount of time the participant is expected to spend, (d) participation is voluntary and participants can withdraw from the study at any time, (e) collected information will remain secure and confidential and (f) contact information of the researcher.

[bookmark: _Toc223693646][bookmark: _Toc223693896]How do I handle informed consent on non-English speakers?
Federal regulations require informed consent to be presented in a language understandable to each participant. To the extent possible, non-English speakers need to be given a fully translated consent document. If a document cannot be translated in writing, a fluent speaker may read the document to the non-English speaker and have the participant sign a short form. A short form states that the elements of the informed consent were verbally presented to the participant. The short form must be written in a language that the non-English speaker understands, and both the participant and a witness must sign the short form. All foreign language consent documents must be provided to the IRB as a condition of approval.

[bookmark: _Toc223693897]Unanticipated Research Problems FAQs

[bookmark: _Toc223693648][bookmark: _Toc223693898]Does the IRB have authority to discontinue my research if an unanticipated problem presents itself?
Yes. If an unanticipated problem poses a risk to any human subject, the IRB can suspend research until the problem has been rectified. If a satisfactory solution does not present itself in a timely manner, the IRB can permanently end the research study. The IRB can also request a PI to revise their study and informed consent as a result of an unanticipated problem. Serious unanticipated events such as death or serious injury of a research participant are to be reported to the IRB within 24 hours of becoming aware of the event. Non-serious unanticipated events are to be reported within two weeks of the PI’s awareness of the non-serious, unanticipated event. Researchers should complete an Adverse Event  form and email it to irb@tccd.edu.

[bookmark: _Toc223693649][bookmark: _Toc223693899]How should I handle conflicts of interest or ethical breaches?
Researchers should contact the IRB Chair regarding conflicts of interest or ethical breaches as soon as the existence of the interest or breach presents itself. Researchers should complete an Local Government Officer Conflicts Disclosure Statement and email it to irb@tccd.edu.
A conflict of interest exists when an individual's private interests (such as financial gain, personal relationships, or professional affiliations) could potentially compromise or have the appearance of compromising their professional judgment or objectivity in conducting research. 

Examples of financial conflicts of interest often include: 
· Holding equity (stock or stock options) in a company that could benefit from the research outcomes.
· Receiving substantial income or compensation from a company involved in the research.
· Having intellectual property rights (patents, copyrights) related to the research.

The IRB plays a crucial role in reviewing and managing identified conflicts of interest to ensure the protection of human subjects. This might involve: 
· Disclosure in Consent: Requiring the conflict of interest to be disclosed to research participants in the informed consent form.
· Independent Oversight: Requesting independent monitoring of the research, particularly for high-risk studies.
· Modifying Research Plans: Requiring changes to the research plan to minimize bias.
· Limiting Investigator Involvement: Restricting the role of the conflicted investigator in certain aspects of the research, such as recruitment or data analysis. 

Inquiring about possible conflicts of interest is a vital step in promoting transparency, upholding ethical standards, and safeguarding the rights and welfare of individuals participating in research studies.
· Protecting Human Subjects: Conflicts of interest can potentially bias various aspects of a research study, including the design, conduct, and reporting of results, potentially compromising the safety and welfare of participants.
· Maintaining Research Integrity: Transparency regarding potential conflicts helps ensure the scientific integrity of the research and the objectivity of the data.
· Regulatory Compliance: Federal regulations, particularly those concerning Public Health Service (PHS) funding, mandate institutions have policies for identifying and managing financial conflicts of interest in research.

An IRB member is said to have a conflicting interest whenever that IRB member, spouse, or dependent child of the member:
1. Is the PI and/or Co-PI on the proposal,
2. Has a significant financial interest in the sponsor or agent of the sponsor of a study being reviewed by the IRB, whereby the outcome of the study could influence the value of the financial interest (see TCCD’s Conflict of Interest Policy, for the definition of significant financial interest),
3. Acts as an officer or a director of the sponsor or an agent of the sponsor of a study being reviewed by the IRB or 
4. Has identified him or herself for any other reason as having a conflicting interest.

It is the responsibility of each IRB member to identify and avoid any situations in which he or she, either personally or by virtue of their position, might have a conflict of interest, or may be perceived by others as having a conflict of interest, arising in connection with a matter before an IRB of which they are a member. If assigned as a reviewer for a matter with which the IRB member feels that he or she may have a conflict of interest, the IRB member must notify the 

IRB Chair immediately so the matter may be reassigned to another reviewer. In order not to delay the review process, it is essential that potential reviewers peruse the matters for which they are assigned reviewers immediately upon receipt to determine whether they may have a conflict.

Typically, there are three distinct phases of an IRB's consideration of a matter: 
· discussion, 
· deliberation and 
· actions (including vote). In general, IRB member(s) who have a real or perceived conflict of interest may remain in the meeting room, at the discretion of the IRB Chair during the discussion of the matter in order to provide answers to questions, clarifications, etc. However, said member must leave the meeting room for deliberations and actions/votes regarding the matter.

Minutes of IRB meetings will reflect the absence of a member (by name) when he or she leaves the meeting during deliberations and actions regarding matters for which they have, or may be perceived to have, a potential conflict of interest.

Principal Investigators:
Federal regulations, state laws and TCCD policies recognize that researchers may have financial interests in research sponsors and/or in entities with business interests closely related to their research. 

When conducting research involving human subjects, researchers should submit financial disclosures prior to or concurrent with their application for IRB approval of a new project and at the time of continuing review.

For New Projects, disclosure is required if:
1. The study is PHS-funded
2. The study is privately funded or supported
3. The study is FDA-regulated
4. Any Investigator has a significant financial interest when the research is unfunded and not FDA-regulated

[bookmark: _Toc223693900]Proposal Submission FAQs

[bookmark: _Toc223693651][bookmark: _Toc223693901]Why do I need to go through the IRB process to do research with people (i.e., “human subjects”) before I do my research?
TCCD holds a Federal-Wide Assurance (FWA) through the Office of Human Research Protections (OHRP) to provide a safe environment for research subjects within the TCCD.
All researchers must go through the IRB process to ensure that their proposed work meets ethical standards.

[bookmark: _Toc223693652][bookmark: _Toc223693902]Do I need to include the exact number of research participants in my IRB proposal?
Yes. To ensure a representative sample, the research proposal should include the number of study participants to be recruited by age, gender, and ethnicity. While it is difficult to determine how many recruits will agree to participate, an optimal participation number should be specified.

[bookmark: _Toc223693653][bookmark: _Toc223693903]Are there any recruitment requirements regarding research participants?
Yes. The IRB must review and approve all recruitment materials and processed. Recruitment materials should be written at the 6th to 8th grade reading levels. The following content should be included in recruitment materials: (a) name, affiliation, and PI contact information; (b) research purpose; (c) research eligibility requirements; (d) description of participation duration and requirements; (e) description of research risks and benefits and (f) description of compensation or provided incentives.

[bookmark: _Toc223693654][bookmark: _Toc223693904]I work at TCCD and I am doing my dissertation. Can I just look in the computer and find the people I want to research and send them an email?
No. Why not?

This violates Family Educational Rights and Privacy Act (FERPA). Emails are not part of directory information, so you cannot collect emails to recruit students. The Directory Policy, which is guided by FERPA law, states: Under the direction of our legal department, to be in compliance with FERPA provisions, TCCD will provide name, current address, academic program code (major), dates of attendance, full-time or part-time enrollment status, degrees and awards received and dates granted, previous educational institution(s) attended, and eligibility and participation in officially recognized activities and sports for students who have not restricted the release of directory information.

It should be noted current address is considered restricted directory information. Addresses are released only if a legitimate educational interest is established. Email addresses are not considered directory information and will not be released. Phone numbers are not released and are not part of directory information at TCCD. We release addresses to military recruiters, other institutions, or academic third parties (for instance the International Dean’s List Society) because of their educational interest.

We have the option to restrict the release of addresses if an educational interest does not exist
TCCD considers filtering a list by GPA, hours attempted, hours completed, or other academic information a violation of FERPA. Dissertations are for the benefit of the researcher, not TCCD.

The TCCD Use Guidelines read: All systems and people using TCCD resources, whether on campus or remotely, are using the property of TCCD. TCCD resources are to be used for business purposes in serving the interests of the College, and our students in the course of normal operations.

Dissertations are not TCCD business, and are not considered under the direct need, concern, or support of the College's operations or in service to our students and community. As an employee working on a dissertation, you have no more right or access to students or employees than other outside researchers. Although it may be argued that the dissertation research will benefit TCCD, the research is initiated by you, not TCC. Accessing student records for your dissertation research is not allowed. You cannot use your work access to identify students by gender or ethnicity, financial aid information, citizenship status, etc.

[bookmark: _Toc223693655][bookmark: _Toc223693905]How can I recruit students or employees for my study?
What can I do? Although email recruitment is not an option, other avenues are available.
These include:
· Putting up flyers on campus (contact Student Activities for more information),
· Getting a table at an event, or
· Other recruitment methods, such as placing an ad in the school newspaper (The Collegian).

What should I not do? Do not attempt to enter classrooms or get student emails.
You cannot recruit in a way that interferes with the teaching of the faculty or the learning of the student. Class time is limited and there is a specific amount of information that must be learned in that time.

[bookmark: _Toc223693656][bookmark: _Toc223693906]What is considered undue influence or coercion?
This applies to TCCD employees conducting research. This means that in your position at TCCD, you may be considered an authority figure to your research subjects. Examples could include an instructor or professor who may be an authority figure to their students, or a manager or department head who may be an authority figure to other employees or departments. If a student or employee views you as an authority figure, they may feel they cannot refuse a (voluntary) request to participate in a research project, survey, or interview. Their agreement is considered undue influence, so there can never be true choice in deciding to participate in a study. For this reason, some colleges and universities do not allow employees to conduct research with their staff or students.

TCCD does allow employees to conduct research for their dissertation research. The TCCD IRB reviews recruitment and research design to minimize undue influence and coercion.

[bookmark: _Toc223693907]Post-Research FAQs

[bookmark: _Toc223693658][bookmark: _Toc223693908]What if I do not complete my study in the 1-year time period?
A continuing review is necessary when a research project is not complete after one year. A continuing review reevaluates a project’s: risks, benefits, informed consent, and participant safeguards. Continuing reviews require the researcher to provide a summary protocol and a status report on: (a) the number of subjects accrued or withdrawn, (b) a summary of adverse events, (c) any research complaints received, (d) new risks that may be present, (e) new informed consent and (f) summary of any new literature regarding the research topic. As part of continuing review, researchers must submit:
· Continuing Research Review Request Form 
· Research Closure form to the IRB when they have completed their research. 

[bookmark: _Toc223693659][bookmark: _Toc223693909]What are a PI’s responsibilities after the study is complete?
A research study is complete when: (a) human subject interaction is complete and (b) all data collection and analysis of private information outlined in the approved IRB research proposal is finished. Investigators must:
· store or dispose identifiable data in a way that is consistent with their IRB approved research plan. 
· keep their commitments (if made) to provide research participants with the results of the study. 
· complete the TCCD’s IRB Research Closure form. 
· submit a copy of their results to the IRB.

[bookmark: _Toc223693660][bookmark: _Toc223693910]What research records do I need to retain?
The Department of Health and Human Services provides regulations specific to what records a researcher needs to retain (45 CFR 46.115(b)). Records include but are not limited to: (a) informed consent documents, (b) scientific evaluations, (c) correspondence between the IRB and PIs and (d) statements of findings provided to subjects. Researchers also need to comply with the TCCD’s record and retention policies. Records need to be retained for a period of three years after the completion of the research.






