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Many people think research
looks like...




Clinical research
IS just the tip of
the research
iceberg!




What is research then

1 research /' satj/ noun

plural researches

Britannica Dictionary definition of RESEARCH

1 : careful study that is done to find and report new knowledge
about something

It is systematic and can take on many different forms in to
find new knowledge about a topic.
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Research should be

1 ETHICAL
2 UNBIASED
3 INCLUSIVE

4 EQUAL
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People are familiar Clinical Trials

These are often:
e Meant to test a treatment or another intervention

- Always involve procedures to check if the
intervention is safe and works

« Often comparing the standard of care to another
treatment/intervention

« e.g., hew treatment to what is currently used
(standard-of-care)

« Qutcomes: New intervention offered to future
patients if the trial is successful
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Clinical trial considerations...

Phase | through lll clinical trials
are somewhat like drivingacar =\
under perfect conditions —it'sa N
good opportunity to learn about @
how a drug/intervention |
performs under the best of
circumstances.

Outside of these conditions, things get a lot more
complicated, which is why we need other types of studies.
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What is comparative effectiveness research (CER)

« Goal is to close the gap between clinical
research and everyday clinical practice

- Often CER aims to evaluate the applicability or learn which
of two care options is better among existing care/
treatments so patients and their health care team can
make informed decisions

- A diverse set of methodology is required to close the gap

« We as a community want to make sure CER has the best
interests of patients and their support networks at its heart
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Randomized clinical trials (RCT)

An RCT maybe comparative effectiveness research

Example: people about to have surgery to remove their lung cancer
are randomized to an intervention where they attend 6 sessions of
aerobic exercise to help with recovery after surgery; the control group
receive the usual information sheet with tips on preparing for surgery.

Why trials are often not patient centered CER: Mostly due to very
specific inclusion and exclusion criteria and design factors RCTs testing
new treatments/interventions, are not considered CER because the
results may not be “generalizable” to the larger community, in other
words we may not be able to confidently transfer the results from the
RCT to the larger community.
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Efficacy vs Effectiveness

Table 1 Differences between efficacy and effectiveness studies

Efficacy study Effectiveness study
Question Does the intervention work under ideal circumstance? Does the intervention work in real-world practice?
Setting Resource-intensive ‘ideal setting' Real-world everyday clinical setting
Study population Highly selected, homogenous population Heterogeneous population
Several exclusion criteria Few to no exclusion criteria
Providers Highly expenenced and trained Representative usual providers
Intervention Strictly enforced and standardized Applied with flexibility
No concurrent interventions Concurrent interventions and cross-over permitted

Does the treatment lead to the expected effect? <- Efficacy
Does the treatment work in everyday practice? <- Effectiveness

https://pubmed.ncbi.nlm.nih.qov/24384867/ ) \ LUNGEVITY
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Ensuring CER is patient-centered

Starts with the questions and outcomes proposed: are these important
to most patients or the sub-group of interest?

If data will be collected prospectively, important to have community
partners review both what and how the data are being collected

If the study will re-purpose data (secondary use), community partners
can help select where/what to focus on

Analyses should be presented to a community partner advisory group
to check what might be missing or re-defined

Final dissemination of information, again patients and support
networks can help with crafting the most impactful messages

J\_LUNGEVITY

Transforming Lung Cancer

© 2025 LUNGEVITY FOUNDATION | CONFIDENTIAL | LUNGEVITY.ORG



Different types of CER

Pragmatic clinical trial * Represent real-word diverse populations, and different clinical settings
* Often require large sample sizes to interpret results

Adaptive clinical trial * Ability to add new treatments, changing technology and adapt dosing
* Lot of design and complex analysis considerations that should be discussed upfront

Case report * Useful for hypothesis generation or identifying novel unobserved findings
* Not generalizable, subject to biased findings

Cross sectional study * Is more cost efficient, can be already collected data and at a population level
* Not possible to use to understand cause and effect

Systematic review * Helpful to translate evidence into policy recommendations
* Dependent on quality and validity of published data

Meta analysis * Timely and inexpensive, summary statistics can be calculated to explain differences
between studies
* Analysis must account for differences in study designs, may be difficult to control
publication bias



Based on how we collect datg, research can be...

o
A | I‘I I ‘II:

Qualitative ] Quantitative
(how the B (how many
pieces fit) pieces)
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Based on how we collect datg, research can be...
Qualitative ]

| I‘ I ‘I

Quantitative
(how the (how many
pieces fit) pieces)

Information that cannot be expressed as Information that can be expressed as a number

numbers aka quantified

E.g., Descriptions in the patients’ words about the  E.g., how many people had shortness of breath
impact of shortness of breath when taking drug X on drug X?
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Based on how we collect datg, research can be...

e

| I‘ | ‘I

Qualitative Quantitative
(how the (how many
pieces fit) pieces)

Information that cannot be expressed as Information that can be expressed as a number
numbers aka quantified

E.g., Descriptions in the patients’ words about the  E.g., how many people had shortness of breath
impact of shortness of breath when taking drug X on drug X?

Tells us why and how something has happened  Tells us "how many’, "how much®, "how often’

We collect data by interviews and focus groups We collect data through surveys and other data
and observations like electronic health records
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How different types of research come together

Shortness of breath
(SoB) is a common
symptom

Around 70% will
have this symptom
at diagnosis




Example of all the pieces coming together

Shortness of breath Focus group data
(SoB) is a common have helped us
symptom learn about the

Around 70% will impact of SoB on
have this symptom people’s quality of
at diagnosis life




Example of all the pieces coming together

Shortness of breath Focus group data
(SoB) is a common have helped us
symptom learn about the
Around 70% will impact of SoB on
have this symptom people’s quality of
at diagnosis life

Say | do something. Say | carry something from here to the
car or something and | just can’t quite get my breath it seems to panic me. |
panic a little bit. You think oh crickey this is it, am | going to drop down dead or
what? I've learned how to do it now; you take slow breaths instead of [illustrates
breathing heavily], instead of trying to get it all, just take it easy.




Example of all the pieces coming together

Supportive care
Shortness of breath Focus group data intervention:

(SoB) is @ common have helped us breathing activities

symptom learn about the incorporated into
Around 70% will impact of SoB on care to help manage
have this symptom! people’'s quality of SoB and help reduce
life anxiety — test using a

clinical trial design

Say | do something. Say | carry something from here to the
car or something and | just can’t quite get my breath it seems to panic me. |
panic a little bit. You think oh crickey this is it, am | going to drop down dead or
what? I've learned how to do it now; you take slow breaths instead of [illustrates
breathing heavily], instead of trying to get it all, just take

1. Lung Cancer. Targets and Therapy (2010): vol 1, p.141-150.
2. Lung Cancer (2011): 71(1), p.94-102



Participation in research remains low

This is a problem because:
« Leads to data that doesn’t include a wide range of voices

« This is problem because then the results are only for the types of
people who signed up

- If too few people participate the researchers may not be able to
find a clear answer or be unsure of what the results mean

« There can be delays in changes to care and treatment if it takes
a long time to find people to participate

- Which is a big reason why we are running this program
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Experiential Learning Questions

These questions will be posted on the forum board
From the presentation — what, if anything, surprised you about CER?

In what ways might your personal, lived experience, with lung cancer
help ensure CER is patient centered

How might you use what you have learned today in the future when
you are advising on d research project?
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Clinical trials can test.. Supportive care interventions

These are often:
 Short and fixed in duration

- Non-invasive — i.e,, no procedures
« May be onling, in person or combination

- Often comparing the standard of care to a
non-invasive intervention

* e.g., physical activity routine to improve
shortness of breath or mindfulness
intervention to reduce anxiety

« Outcomes: New program offered at your
clinic as the research help secure funding
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Focus groups or interviews

These are often:

One time and usually are an hour or two

Focus groups are with others like you,
interviews are with just the researcher

Can be online or in person

A conversation with a researcher on a focused
topic to dive deep;

« e.g, conversation about treatment decision
making with your healthcare team; your
experiences are used to improve or create
tools for care
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Longitudinal olbservational studies

These are often:

Varying lengths of time and time
commitment

Participants will complete surveys on regular
basis, for example once a month for a year

Or check in with a researcher on regular basis

The goal is to understand how people change
over a specific duration of time:

¢ e.g., understand how treatment impact
physical activity and quality of life over the
course of treatment
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