November b, 2025

J\_LUNGEVITY
—_—

- Transforming Lung Cancer

Research Ethics and Informed
Consent, overview of study
documents in IRB-approved studies




What are Research Ethics?

 Moral principles and guidelines ensuring it is done responsibly
and protects welfare of participants.

- Ethical research gives everyone the opportunity and space to
communicate from their terms of reference.

- Ethical engagement is an active, ongoing and consistently
reflexive practice.

https://absporu.ca/wp-content/uploads/2020/11/AbSPORU-PE-Platform_Ethical-Considerations_0Oct2020 23.pdf



Basic Principles of Human Subjects Research (Belmont Report)

1. Autonomy (respect for persons): respect individuals' choices
about their involvement in research and protect those who are
vulnerable. (e.g., physician must disclose medical treatment
options or respect patients wishes/self-determination).

Examples of the principle of autonomy in

research?

+ Providing comprehensive information about a study’s purpose, risk
and benefits so a person can make an informed, voluntary choice
about participating

 Ensuring that participants information is protected to protect privacy
and prevent harm

https://pmc.ncbi.nlm.nih.gov/articles/PMC10885741/



Basic Principles of Human Subjects Research (Belmont Report)

2. Beneficence: promote well-being by maximize benefits (person +
society) and minimize risks for all participants.

Examples of beneficence in research?

« Routine blood draws may be considered “minimal risk”, but repeat
blood draws may impose an unreasonable level of discomfort
depending on factors difficult to quantify (e.g., distance from clinic)

« Anonymized study results can be shared with community to

improve policy or practices

https://pmc.ncbi.nlm.nih.gov/articles/PMC10885741/



Basic Principles of Human Subjects Research (Belmont Report)

3. Justice: ensure fair treatment and equal distribution of research
benefits and burdens.

Examples of justice in research?

 Participants should be compensated for their time and
expenses in taking part in a study
* Inclusion of under-represented groups

https://pmc.ncbi.nlm.nih.gov/articles/PMC10885741/



What is an Institutional Review Board or Research Ethics Board?

Purpose: protect rights and welfare of study participants by ensuring
study procedures are respectful of participants.

Who serves on an IRB/REB?: Diverse composition. At least 5 members,
including at least one scientist and one layperson.

IRB approval is required before research can begin.

An IRB can approve, modify, or reject a research protocol.

Adapted from: https://pmc.ncbi.nlm.nih.gov/articles/PMC10885741/



Types of study designations determined by IRB

Exempt: Research involving minimal risk and limited identifying data, but must
still adhere to ethical research standards. An example, a one time survey and
consent involves checking a box.

Expedited: Research involving no more than minimal risk. An example may
include longitudinal survey data, with simplified consent

Full: Research that involves more than minimal risk to participants and requires
comprehensive review by the full IRB. E.g., A clinical trial with a drug intervention.

Remember: The IRB makes the decision as to the level Always ask:
of oversight for a study; not you or the researcher.

“Do we have an

No IRB review limits your ability to share or IRB certificate?”

disseminate results.

https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46
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What documents are submitted for approval?

Protocol

Informed Consent Form

Recruitment Materials

Screeners & Data Collection Instruments
- Any additional participant facing materials (e.g. discussion guide)

A study must meet specific criteria to be approved by the IRB:

- Must have a clear scientific purpose.

« Must be designed to minimize the risks to participants.

- Must include procedures for protecting the confidentiality of
participant information.




So.. what is a protocol?

A research plan! It goes over all the basic details of your study.

Key components may include:

« Synopsis and Background: overview of why the study is needed and context
Study Questions/Hypothesis
Participant Selection: Inclusion/Exclusion criteria
Study Procedure: Outline how the study will be undertaken
» Recruitment
« Consent Process
- Study Design (e.g, clinical trial, observational study)
« Study Risks
« Financial Incentives
Data Management/Data Storage/Dissemination

© 2023 LUNGEVITY FOUNDATION | CONFIDENTIAL | LUNGEVITY.ORG



InNformed Consent

Informed consent process has 3 key features:

1. Disclose information needed to make an informed decision;

2. Facilitates the understanding of what has been disclosed,;

3. Promotes the voluntariness of the decision to participate in the research.

Informed Consent Process changes depending on the type of study (e.g., clinical

trials vs focus groups) and the potential risks associated with participation.

Clinical trials: informed consent Focus groups: informed consent
form participants review with a trial script participants review in
navigator or study investigator. advance. Is read out loud to
Participants sign the form to participants before beginning and
acknowledge consent to participate they assent to participate.
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/fag/informed-consent/index.html ) & I.U N G EV | TY
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Recruitment Materials

« Recruitment materials may include:
* Emails sent to potential participants

- Posts on Facebook pages of targeted groups (e.g., Non-profits &
Advocacy groups)

* Targeted Ads

- Materials used for recruitment at study sites at healthcare
providers or hospitals

Remember: Important documents for you to give
feedback on to ensure the materials are not

misleading, clear and appeal to potential participants
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Case Study: You're serving on your hospital's IRB

« We will split into groups to review a Case Study imagining
you are d member of your hospital’s IRB

 Review the study overview and ethical questions for 20
minutes

« We will come back to report your discussion
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