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What is the Endpoint?

There are only two goals of any new treatment:
To allow the patient to live longer
and/or
To allow the patient to live better

Slide courtesy of Prof Ian Tannock



JAMA Oncology | Original Investigation

Evolution of the Randomized Clinical Trial in the Era
of Precision Oncology

Joseph C. Del Paggio, MD; John S. Berry; Wilma M. Hopman, MA; Elizabeth A. Eisenhauer, MD; Vinay Prasad, MD;
Bishal Gyawali, MD, PhD; Christopher M. Booth, MD
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Why did PFS move into RCT's?

It will predict outcomes that matter (OS/QOL)

Rarely

Haslam Eur J Cancer 2019
Gyawali Int J Cancer 2021

We will get new treatments to patients faster

Slightly, but...

Chan JAMA Int Med 2019
Forrest Lancet Onc 2024

Patients (and their doctors) like hearing cancer is

“stable on CT”
Yes, but...

It is easily measurable
Not really

Brundage JNCI 2023
Mohyuddin Blood 2024

Tannock JAMA Onc 2022



Patients’ attitudes and preferences toward delayed disease
progression in the absence of improved survival

Brundage, Booth, Eisenhauer, Galica, Kankesan, Karim, Koven,
McDonald, Ng, O'Donnell, tenHove, Robinson

JOURNAL of the

. NATIONAL CANCER INSTITUTE
* Multi-centre study, n=100

 Patients with incurable cancer and lived experience of
palliative systemic therapy

Additional treatment with toxicity, no improved OS...
— 52% would decline it regardless of PFS benefit

* Treatments that impact negatively on QOL are not

preferred by most patients for PES gains alone
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Risks of ignoring OS

1. Our treatment might be giving only clinical
toxicity, time toxicity, and financial toxicity
without really helping patients

2. We might approve drugs that actually reduce
OS (Lymphoma, Ovary) Metino JCO 2023

Shaw JCO 2025

3. We might reject drugs based on small PES that
actually have large OS benetits (Melanoma,
Lung)

Goulart Lancet Onc 2024
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3 months

Clinical toxicity
Financial toxicity

Time toxicity

Etticacy-effectiveness gap

Fojo JAMA Oto 2014

Davis BM]J 2017

Del Paggio JAMA Onc 2021
Michaeli JCO 2022
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Common Sense Oncology: outcomes that matter

Christopher M Booth = « Manju Sengar « Aaron Goodman « Brooke Wilson « Ajay Aggarwal « Scott Berry

David Collingridge « Avram Denburg « Elizabeth A Eisenhauer « Ophira Ginsburg « Daniel Goldstein

Sanjeeva Gunasekera « Nazik Hammad « Kazunori Honda « Christopher Jackson « Deme Karikios « Kevin Knopf «
Rachel Koven « Bernard L Marini « Deborah Maskens « Fabio Y Moraes « Ghulam Rehman Mohyuddin e

Bishesh Sharma Poudyal « C S Pramesh « Felipe Roitberg « Fidel Rubagumya e Sally Schott « Bhawna Sirohi e
Enrique Soto-Perez-de-Celis « Richard Sullivan « lan F Tannock e Dario Trapani « Michelle Tregear o

Winette van der Graaf « Verna Vanderpuye « Bishal Gyawali « Show less

Mission
To ensure that cancer care focuses on outcomes that matter to patients

Vision
Patients have access to cancer treatments that provide meaningful improvements in
outcomes that matter, irrespective of where they live or their health system. To realise this

Booth Lancet Onc 2023



Common Sense Oncology’s Strategic Model for Change

STRATEGIC FOCI STRATEGIC GOALS RESULTING CHANGE

KEY STRATEGIES

) COMMON SENSE
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Common Sense Oncology principles for the design, analysis,
and reporting of phase 3 randomised clinical trials

Bishal Gyawali, Elizabeth A Eisenhauer, Winette van der Graaf, Christopher M Booth, Nathan | Cherny, Aaron M Goodman, Rachel Koven,
Madeline L Pe, Bernard L Marini, Ghulam Rehman Mohyuddin, Gregory R Pond, Manju Sengar, Enrique Soto-Perez-de-Celis, Dario Trapani,

Michelle Tregear, Brooke E Wilson, lan F Tannock
THE LANCET
Oncology

V4

Greater transparency for oncology clinical trials reporting

David Collingridge 2 - Allison Landman ® - Robert Brierley ¢ - Claudia Schaeferd - Jie Cai® - Emma Graingerf - Sonia Muliyil & -

Lan-Lan Smith™ Show less
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EJC

EUROPEAN JOURNAL OF CANCER

Guidance for discussants of randomized cancer trials at major meetings

Elizabeth A. Eisenhauer * &, Omar Abdihamid ", Christopher M. Booth®, Nathan Chemfv “
Antonio T. Fnjnd, Bishal Gyawali®, Bernard L. Marini “*?, Ghulam Rehman Mohyuddin ",
Madeline Pe®*®, Gregory R. Pond "®, Enrique Soto-Perez-de-Celis L@, Ian F. Tannock ",
Dario Trapani', Michelle Tregear ™, Winette T.A. van der Graaf"®, Brooke E. Wilson *

v
2026 ASCO
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Importance of responder criteria for reporting health-related
quality-of-life data in clinical trials for advanced cancer:
recommendations of Common Sense Oncology and the
European Organisation for Research and Treatment of Cancer

lan F Tannock®, Madeline Lee Pe*, Christopher M Booth, Michael Brundage, Nathan | Cherny, Corneel Coens, Elizabeth A Eisenhauer, Jan Geissler,
Johannes M Giesinger, Bishal Gyawali, Sjoukje F Qosting, Gregory R Pond, Jaap C Reijneveld, Enrique Soto-Perez-de-Celis, Michelle Tregear,

Winette T A van der Graaf
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“While you are on chemotherapy ...”: common
recommendations that lack evidence and may cause
harm

Brooke E. Wilson (i), MBBS, MSc"**, Christopher Jackson (%), MB ChB?, Michelle Tregear, PhD*, Christopher M. Booth (&), MD"*

Myth 1: Avoid large social gatherings while
on chemotherapy

Mzth 3: Use a separate toilet from loved ones
while on chemotherapy

Myth 5: Avoid certain foods and coffee while
on chemotherapy COMMON SENSE
ONCOLOGY



Upcoming: 2026 ASCO

ANNUAL MEETING

@ May 31st 4:30 - 5:45 PM CDT
Education Session

Innovation, Evidence, Compassion, and Hope: Delivering Outcomes That Matter
Care Delivery and Quality Care

© S100a | Live Stream

ASCO Educational Book

Innovation, Evidence, Compassion, and Hope: Delivering
Outcomes That Matter

Samuel X. Stevens, MBBS (Hons)'; Michelle Leah Tregear, PhD?, Rachel Riechelmann, MD?; Christopher G.C.A. Jackson, FRACP?* and
Christopher M. Booth, MD'
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Ongoing AV Funded Work

1. How do peer regulatory agencies view drugs approved
by FDA based on PFS gain but no OS/QOL?

2. Is there a new methodologic approach that would
make PFS more useful?

3. What do oncologists REALLY think about drugs that
improve PFS but not OS/QOL?
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Closing Thoughts

* We do a lot of good in cancer care

* But, some of our treatments may not help much

* Compassion and clear communication

* Access and quality of care

* System sustainability

* We need to change systems, mindsets, and culture

* We can do better for current and future patients
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