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Session Objectives

1. Explain how clinical trials work, how to find them, and what 
factors determine whether a trial may be an option. 

2. Share information about ongoing clinical trials, and upcoming 
EGFR-positive clinical trials that have the potential to influence 
future treatment options. 



Using 1 word, what has this Summit meant to you?
Tell us here!



Please Send in Your Questions!
This QR code will be live throughout the session



Download the Slides Here
For Easier Viewing in PDF on Your Device







General Overview of Clinical Trials 
Principles and Definitions



Tools for management of lung cancer
Over the last decade,  management of lung cancer, has been revolutionized.
But, how do we test the safety and efficacy of novel treatments?





What is a clinical trial?

• A clinical trial is a carefully designed study that tests new 
cancer treatments in people to make sure they are safe, 
effective, and better than what we already use

• Bridge between laboratory discoveries and real 
treatments that improve patients’ lives
 Scientific rationale
 Participation is completely voluntary and withdrawal can occur at any time



Phase 1 clinical trials: is the treatment safe?

• A phase 1 clinical trial is done with a small group of people (usually 
less than 100)

• The focus is to find the “right” dose and make sure it is safe, as the 
doctors carefully watch for side effects.

• Example: phase 1 AURA trial results were so compelling 
that it directly led to the phase 3 FLAURA trial with 
osimertinib vs. earlier generation TKIs. 

Ramalingam, JCO, 2018



Phase 2 clinical trials: does the treatment work? 
• Compare new medication to a “control”
• Can answer questions such as:

• Does the cancer shrink/disappear?
• There’s a longer period of time where the cancer doesn’t 

get any bigger.
• There’s a longer time before the cancer comes back.
• People who get the new treatment live longer and have 

better quality of life.



Phase 3 Clinical Trials: is the new treatment 
better than the standard of care?

•  Compare the safety and effectiveness 
of new treatment to standard of care

•  Often randomized
•  Blinded
•  Several hundreds-thousands of 

patients across many different locations





Quick Word on Inclusion and Exclusion Criteria

• Rules in place by investigator that decide who can or cannot join the 
clinical trial to make sure study is safe, fair, and focused on the right 
population. 

• Inclusion criteria (who is allowed): type and stage of the cancer, age 
and performance status, specific labs

• Exclusion criteria (who is not allowed): other medical issues, prior 
treatments, certain medication use/allergies

Safety, fairness and scientific accuracy



What questions should I ask my team after 
diagnosis of lung cancer?
• What kind of cancer? 
• What is the stage of the cancer? 
• What are the “biomarkers” of the cancer?
• What are treatment options and goals of treatment?

• Am I a candidate for clinical trials?



Considerations for participation in clinical trials
• Is there randomization? 
• Risks vs benefits?
• How is the withdrawal process?
• How is my safety ensured?
• How is my data protected?

Shared decision making; involve family and friends-
Can withdraw from participation anytime

Gather information, ask questions, study the consent form 
(translations available)



Shared-decision making

• If interested or have questions, the research/care team 
will assess your candidacy for a clinical trial

• Another way to gain information on any open clinical trial:

https://clinicaltrials.gov/ 

https://clinicaltrials.gov/


Clinical Trials in EGFR+ 
Lung Cancer – Part 1:

The Trials Most Likely to 
Change Practice





















Clinical Trials in EGFR+ 
Lung Cancer – Part 2:

Other Major “Horizon” 
Strategies

















Clinical Trials in EGFR+ 
Lung Cancer – Part 3:

Making Trial Information 
Useful at the Clinic Visit













Clinical Trials in EGFR+ 
Lung Cancer – Part 4:
Trial Access is Part of Cancer 

Care























Interactive Q&A
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