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Overview

This project, Breath of Change, is an immersive learning program for people (i.e., patients
and caregivers) in the lung cancer community to be empowered to contribute to patient-
centered comparative effectiveness research (CER) and patient-centered outcomes
research actively and confidently. This initiative is led by LUNGevity Foundation and a
patient advocate, Jane Perlmutter, who is living with stage IV lung cancer. Financial support
for this project comes from the Patient Centered Outcomes Research Institute (PCORI).

Patient-Centered Comparative Effectiveness Research (CER): compares two or more
medical treatments, services, or health practices to help patients and other stakeholders

make better informed decisions.
https://www.pcori.org/about/about-pcori

Primary Goal: Train members of the lung cancer community to competently and
confidently engage within the patient-centered CER ecosystem as research partners and
advisors on patient-centered CER. The program includes individual study, written
assignments, group discussions and a capstone project. The program team, mentors and
peers will provide you support and feedback throughout the program via email, zooms, and
a shared website. In addition, instructors and mentors will hold zoom-based office hours
when you can raise questions and get feedback on your work.

The commitment you are making to this program is two six-month periods. The first six-
month period is a training program, during this period you will train with the project team
and be assigned a peer mentor to complete the program activities outlined below. The
minimum time commitment is four hours per week. The second six-months you will serve
as a mentor to the next training group. The minimum time commitment is one hour per
week. You will be provided with a stipend. For the training period you will be provided with a
$3,000USD stipend; in the mentoring period you will be provided with a $1,000USD
stipend.

The program is open to anyone diagnosed with lung cancer, a care partner to a person
diagnosed with lung cancer or a person who has lost their person to lung cancer. This
program is for people who has a genuine love of learning and a curiosity about how
research works as well as a willingness to engage in discussions, a collaborative spirit, and
the drive to apply what they learn in meaningful ways in the lung cancer community. You


https://www.pcori.org/about/about-pcori
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also need to be willing to commit sufficient time to the training (see commitment section
below).

Participants in this program are Citizen Scientists. This term was selected to indicate that
all program participants are valued contributors to science. The learning style of this
program is hands-on so that the citizen scientists can actively contribute to research
projects to ensure outcomes from that research are relevant to the lung cancer community.

This Governance Document summarizes an overview of the program, your commitment
and how we will work together.

Mission and Values

Mission: Our program will support people whose lives have been impacted by lung cancer
to confidently work beside researchers to drive meaningful and person-centered outcomes
from comparative effectiveness research.

Values

e We believe that people impacted by lung cancer deserve a voice in the research
conducted for them. We will work to empower citizen scientists to contribute to
patient-centered CER equally.

e We honor the lived experiences of our citizen scientists and treat all contributions to
this program with respect.

e Bybeing open and transparent about how we conduct patient-centered CER, we
aim to empower CSs to contribute to CER that leads to better outcomes for the lung
cancer community.

e We will foster an environment where all are encouraged to contribute, listen with
curiosity, and respect differing viewpoints so that we can grow together.

Commitment

In applying to the Breath of Change program to be a citizen scientist you are agreeing to a
six-month training program, followed by a six-month mentoring phase. There will be a short
break between these two phases, therefore the commitment period will be approximately
14 months.

Six-month Training Phase: There are required and optional components to the training
period with a minimum commitment of four hours per week. One hour a week will be for a
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team call on Zoom, the time of this call will be negotiated with the other Citizen Scientists
within your cohort to meet the needs of the group. You are expected to attend these weekly
meetings. However, we know things occasionally may come up. The complete syllabus is
in Appendix A.

At the completion of the six-month training period, you will be asked to give a short
presentation to the group either using a case study you were matched to or a reflection on
research issue that you faced in the core trainings; this will be referred to as your capstone
project. The required elements of the training period include:

a. CITI Human Subjects Training: All researchers must complete this training because
as a citizen scientist you will be exposed to data research participants have shared
in good faith. As researchers we are tasked with balancing the goals of the research
project with protecting participants rights, safety and maintaining the confidentiality
of what they share.

b. Core Training Modules: A set of core training modules will need to be completed,
these will include:

i.  Introduction to patient-centered CER and how does it fit within patient

centered outcomes research,

ii.  Navigating Institutional Review Boards (IRB)/Ethics and learning what study
documents are required in IRB-approved studies, an overview

iii.  Different types of patient-centered CER

iv.  Analysis and dissemination of CER data and results

v.  BepartofourlJournal Club, a book club for reading scientific papers

vi.  Complete Modules 1 through 5 of the PCORI Research Fundamentals
Learning Package (modules 1-5) and supplementary materials developed by
the Project Team or other vetted materials.

¢. Interest-driven Trainings: complete four or more interest-driven trainings. We will
offer a wide variety of training sessions that will focus on different elements of the
research process. For example, there will be short trainings on qualitative topics like
how to be a notetaker in a focus group; quantitative topics like an introduction to
simple data visualization.

d. Capstone Projects: Individual projects agreed upon between each CS and the
Project Team that match your interests and that you will give a short presentation
on at the end of the training program

Optional training elements will be available as a library of training materials for you to
browse and select from, how many of these you review or work through will be up to you.
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These will remain available to you beyond your commitment to the project, via the project
webpage.

Support will be provided during the training period; you will be assigned a peer mentor at
the start of the program who will provide support across a wide spectrum of issues you may
face. In addition, the project team and advisory board, which includes a diverse group of
stakeholders that include clinicians, patient representatives and other patient and
caregiver advocates will be available to offer professional mentoring on more informal
basis.

After completion of the training period there will be a short break to improve the program
based on feedback we receive from you! Then we will start the cycle again and your role will
be that of the peer mentor.

Six-Month Mentoring Phase: As you will be assigned a peer mentor for your training
period, you will serve as a peer mentor for the group that comes after you. You will make
time to meet with your citizen scientist trainee during their six-month training period
offering the same moral support that was offered to you in your training period.

What happens if your health changes during this time?

We understand that things can change and change quickly. If you experience a health
change early in the training, we will invite you to participate in the next cohort. If itis later
into the training or during the mentor period we will find an arrangement that works for
everyone, we believe flexibility is key.

Communication

Good communication is critical to the success of any program. Therefore, it is important
that all citizen scientists make their best effort to attend and actively participate in our
weekly meetings. Of course, we understand medical appointments and other
commitments occasionally arise, we just ask that all citizen scientists let us know in
advance if they are unable to attend.

We will develop how we will communicate to foster an inclusive team culture we will use a
PCORI developed worksheet to make sure all participants feel comfortable.
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September

Orientation

Learning Objectives

e Understand and commit to following program expectations
e Orientation to CITl training for conducting research with human
subjects

Group Activities

9/22: Two-hour Zoom Orientation Meeting

October

Introduction to Patient Center (PC) Comparative Effectiveness
Research (CER)

Learning Objectives

e Understand Patient Centered Outcomes Research (PCOR) and
CER

e Understand why research matters and how it impacts everyone

e Understand the difference between observational and
interventional research and what types of questions are best
addressed through each approach

e Be able to identify the components of a research manuscript

e Start to actively read and critique research article

Group Activities

9/29: One-hour Community Check-in

- Mini-lecture on “Why Research Matters”
10/6: One-hour Community Check-in

- Mini-lecture on “How to Read a Research Paper”
10/13: One-hour Community Check-in

- Interactive activity to get to know cohort
- Discuss Capstone ideas

10/20: One-hour Journal Club 1 Discussion
10/27: One-hour Community Check-in

- Mini lecture on “Research Questions & Understand types of
patient-focused CER”

November

Ethics of PC-CER

Learning Objectives

e Understand the ethics and legal requirements of research that
involves human participants

e Be able to recognize when research involving human participants
fall short of the highest ethical or legal standards



https://www.dropbox.com/scl/fi/g2m1ybtx53l497q0f0vuv/Be-a-researcher-Sunday-send.pptx?rlkey=0jmledvqriwlzlmulogxd40lq&st=xyld16ze&dl=0
https://www.dropbox.com/scl/fi/nskm3h1fei1uiuol09vi2/How-to-read-a-journal-paper.pptx?rlkey=iryps5it691h2kuj5nkr23u7b&e=1&st=qu0k725v&dl=0
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e Understand the roles of institutional review boards (IRBs) in
approving and monitoring research that involves human
participants

¢ Be able to identify the components of a study protocol

e Know the key components of informed consent

e Be able to assess and provide feedback on the patient-
centeredness of the informed consent process and key study
documents

Group Activities 11/3: One-hour Community Check-in

- Mini-lecture on “Research Ethics and Patient-Centered
Informed Consent Forms and Protocols”

11/10: One-hour Journal Club 2 Discussion
11/17: One-hour Community Check-in

- Interactive ICF Case Study activity TBD
11/24: Thanksgiving week off

December Observational Studies in CER

Learning Objectives | @ Recognize the different types of observational studies

e Be able to articulate the advantages and limitations of different
types of observational studies

e Be able to articulate the advantages and disadvantages of surveys,
interviews and focus groups for collecting data

e Be able to assess the quality of observational studies

Group Activities 12/1: One-hour Community Check-in

- Mini-lecture on “Overview of Study Documents in IRB-
approved Studies”

12/8: One-hour Journal Club 3 Discussion
12/15: One-hour Community Check-in

- Interactive Focus Group Case Study
12/22: One-hour Community Check-in

- Discuss progress, issues regarding capstone
- Discuss progress or thoughts on individual trainings

12/29: Holiday Week Off

January Clinical Trials in CER



https://www.dropbox.com/scl/fi/0y700wp2nwjwtbkuuqj3f/CS_Study-document-overview-updated.pptx?rlkey=wr9e2ie6cxr2mb19cbipyh893&st=d4wcxwo7&dl=0
https://www.dropbox.com/scl/fi/0y700wp2nwjwtbkuuqj3f/CS_Study-document-overview-updated.pptx?rlkey=wr9e2ie6cxr2mb19cbipyh893&st=d4wcxwo7&dl=0
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Learning Objectives

e Be able to identify the key components (PICOT) of a clinical trial
e Be able to evaluate and improve the patient-centricity of each of
the PICOT components of a clinical trial

Group Activities

1/5: One-hour Community Check-in
- Mini-lecture on “Clinical trials”
1/13: One-hour Community Check-in
- Interactive Clinical trial activity with a study protocol
1/20 One-hour Journal Club 4 Discussion
1/27: One-hour Community Check-in

- Discuss progress, issues regarding capstone
- Discuss progress or thoughts on individual trainings

February

Data Analysis, Visualization and Sharing

Learning Objectives

e Understand basic visualizations used to summarize the results of
both observational studies and clinical trials

e Be able to select an appropriate graph to capture data based on the
question being addressed

e Understand the value and challenges associated with data sharing
and personal privacy

Group Activities

2/2: One-hour Community Check-in
- Mini lecture “Data Visualization”
2/9: One-hour Community Check-in

- Interactive activity looking at numbers and presenting them to
patient/caregivers

2/16: One-hour Community Check-in

- Discuss progress, issues regarding capstone
- Discuss progress or thoughts on individual trainings

2/23: One-hour Journal Club 5 Discussion

March

Engaging in the Lung Cancer Research Community

Learning Objectives

e Be familiar with different organizations that support patient-
focused CER and PCOR

e Understand the different types of opportunities available to CSs to
contribute to lung cancer research

e Create a short CS bio or personal statement and CS action plan



https://www.dropbox.com/scl/fi/vai356gob0vgq2yi5jdlr/Data-Viz-CS.ppt?rlkey=9riifcmnof1a94536qq7zqcvp&st=ellh7s2g&dl=0
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e Understand different types of opportunities available to CSs to
learn more about lung cancer research

e Understand the different types of opportunities available to CSs to
contribute to lung cancer research

Group Activities

3/2: One-hour Community Check-in
- Mini-lecture on lung cancer advocacy
3/9: One-hour Community Check-in

- Mini-lecture on CS portfolios
- Discussion

3/16: One-hour Community Check-in

- Discuss future goals, opportunities
3/23: One-hour Check-in

- Runthrough presentation by CSs of Capstone Projects
3/30: 90-minute Graduation

- Presentation by CSs of Capstone Projects
- Graduation




