








When Treatment Meets Real Life: 
Patients’ Perspectives on Dosing

Julia Maués
Patient Centered Dosing Initiative (PCDI)
LBBC Webinar for HCPs
December 3, 2025



Conflict of Interest

DISCLOSURE

❑ I have no potential conflict of interest to report
❑ I have the following potential conflict(s) of interest to report

Non-industry support to PCDI: Arnold Ventures, Steve Loeser



About Me

Diagnosed with breast cancer at 29 while pregnant

Living with (and in treatment for)                       
metastatic breast cancer for 12 years

Advocate for centering lived                          
experience in care & research

A founding member of PCDI to better understand      
the patient experience around drug dosing



Cancer drug dosing: More is  better

• Cancer drug dosing has historically been determined using dose escalation 
studies, often by selecting the MTD, and using that dose in subsequent 
trial(s)

• Based on the premise that higher toxicity        greater efficacy

• This premise is often not applicable for new treatments like targeted 
therapies & immunotherapies

• Does not consider long-term treatment-related SEs, especially for patients 
with metastatic cancer, on treatment for life

• TOLERATED by whom? For how long? 

I can’t take 
it anymore! 



What happens in real life?

Patients often:

• Push through side effects even when the quality of their life is terrible.

• Underreport symptoms due to fear that they’ll be taken off a treatment that might be 
working.

• Fear dose changes mean “less effective care”.

This leads to delayed treatment adjustments and supportive care, and more suffering than 
necessary. 

My kids say that 

every three weeks, 

I become “zombie 

mommy.”

I have to wear adult 

diapers if I will not 

have access to the 

bathroom for more 

than an hour.

I get asked how I 

feel on Day 1 of 

the treatment 

cycle, and by 

then, I’m feeling 

fine.



PCDI: Patient-Centered Dosing Initiative

We are a patient-led initiative questioning the practice of routinely treating Metastatic Breast 
Cancer patients with the highest tolerable dose.

• MBC isn’t curable but can be treated, often for years, in some cases even decades.

• We don’t just want to live LONGER. We also want to live WELL.

• Evidence suggests that lower allowed doses of some MBC drugs may be as effective as the 
Recommended Starting Dose (usually based on MTD). 

• Anecdotally, we have seen that several long-term survivors are on reduced doses of 
medications for various reasons, and that has played a role in how they have been able to 
tolerate these treatments and stay on these treatments for long periods of time.  





Recent Updates in 
Dosing

Caroline Koffke, RN, BSN, OCN



Research Behind 
Dose Reductions

• Dose = AMOUNT of 
medication, SCHEDULE of 
medication and DURATION 
of medication

• Project Optimus
o A shift at the FDA from 

"highest tolerable" to 
"optimal" dosing



SERENA-2



MonarchE (abemaciclib)



• Focus: Investigated dose escalating (starting low and building) 
ofabemaciclib in high risk, early stage patients with breast cancer

• Design: patients started at 50mg for 2 weeks, then increased 
to100mg for 2 weeks, then went to the full dose of 150mg

• Preliminary Results: Dose reductions did not 
compromiseeffectiveness. Less patients discontinued their 
medication

• Patients reported less side effects Significance: 
Promotespersonalized dosing strategies for better patient 
management.

TRADE Study

Mayer, ASCO 2025



Collaboration Between SKCC x LBBC
• Focus Groups

▪ Participants: 2 English speaking focus groups (10 participants), 1 
Spanish speaking focus group (4 participants)

• Materials Creation

• Testing in the Clinic

• Data Analysis



PCD Materials



Patient Engagement in Creating and Evaluating 
the PCD Materials



Two 
Phases:

Phase 1: Involve patients in the 
design of the materials

Phase 2: Involve patients in the 
evaluation of the materials



Phase 1: Focus Groups

• Involved patients living with MBC and who 
are a part of LBBC’s network

• Conducted virtually with 14 participants 
(10 spoke English and 4 spoke Spanish) 

• Discussion followed a pre-set moderator 
guide

• Discussion was audio recorded and 
transcribed for analysis

• Participants received $75 in compensation



Experience with Patient Centered Dosing

There were mixed experiences with PCD – most were familiar with the idea, but 
not all knew it by this term; although a small minority of participants had not 
heard of the term:

“I hadn't really heard of the term, but I’ve, 
it's been happening for me all along.” “I don't know that I've had it 

explained, had that phrase used. 
But I have had conversations with 
my doctor because of side effects 

where we reduced the dosage.”



Conversations with Care Teams about PCD
• For most patients, talking about dosing was a regular part of their treatment 

experience; but for a small number, they were hesitant to bring it up, 
for various reasons

• Every patient mentioned the role of advocacy in discussions about PCD
• Quality of life was the driving factor for considering changes in dosing

“There is this hesitancy like I 
don't want to be a bother, I 
don't want to complain.”

“The concern is if we back 
down then, like with chemo, 
is it going to progress? Will 
it not be strong enough?”

“I would say that it's important for 
patients to know that they are as 

much in control of the situation as 
the doctor is.”

“Why PCD? To continue 
living, you know? Not just 

continuing to exist.”



Suggestions for the PCD Materials

For material content, patients would like to see data, key terms/definitions, 
patient stories, and places to find additional resources:

Also have a glossary, if 
possible, in English and 
Spanish, because this 
is a new language for 
those, that is, for us.”

Other patient 
experiences are 

extremely valuable. 
The positive stories 

that, you know, 
people are 20 years 

out, still thriving”

“Short and sweet. With the 
direction to find out more. 
Because everybody does 

want to find out more.”

“Present this information in different 
formats.  Of course, YouTube videos, 

everybody seems to think 
that that's where it's at now. But written 
material as well. There are people who 
just need to see things on the paper to 

understand better.”



Phase 2: Evaluate the Materials

• Any patient who is living with MBC is eligible 
to participate

• Available in-person (in Philadelphia)  or 
entirely online

• Designed to be completed in one sitting, 
about 15 minutes

• Participants received $25



Study Design

Brief pre-survey about 
knowledge, attitudes, and 

intentions to talk to your care 
team about PCD

Brief post-survey about 
knowledge, attitudes, and 

intentions to talk to your care 
team about PCD

(Participant reads 
materials for as 

long as they 
desire)



Evaluation Results 

• 20 English-speaking participants; 8 Spanish-speaking participants:

• All currently in treatment

• 50% receiving care at an NCI-designated cancer center

• Diagnosed between 2006 and 2025, mean age 58 years old

• High level of health literacy; varying levels of educational degrees

• 75% had previously heard of Patient Centered Dosing



Changes in Knowledge, Attitudes and Intentions

PRE-TEST POST-TEST

Knowledge about Patient Centered Dosing  (% Correct) 71% 80%

“I feel sure about the best dose of my cancer drug(s) for me”
3.64 4.04

“I understand the benefits and risks of adjusting the dose of my 
cancer drug(s)”

3.68 4.32

“I am clear about which benefits matter the most to me” 3.48 4.32

I have enough support to make a decision about the dosing of 
my cancer drug(s)”

3.64 4.24

“I plan to ask my  doctors about the dosing level of my cancer 
drug(s) the next time I see them”

2.88 3.36

Questions 2-5 based on a scale of 1-5, where 5 = Strongly Agree



Conclusions
• Involving patients living with MBC in the design of the PCD materials ensures 

that they meet the needs of patients

• Patients had important feedback on the content of the material, as well as the 
length, tone and ways to disseminate the materials

• Evaluation showed that those who viewed the materials, even for a short time, 
had increases in knowledge and felt more confident in PCD

• Future iterations of the PCD materials will be more interactive and more widely 
disseminated, per patient suggestions



2020 Survey of people living with MBC

1,221 patient respondents



ASCO 2021

SABCS 2022

JCO OP 2024

BC Res & Treat 2022

SCT 2024



The idea gained traction with the FDA

Dr. Atik Rahman, FDA Division Director
Friends of Cancer Research Annual Meeting

Nov. 2021

“It’s loud and clear from our patients 
that the drugs are too toxic…

Patients deserve a more tolerable 
dose.”

We believe this practice should be reexamined for targeted drugs and 
biologic therapies.
With targeted drugs, increasing doses beyond a certain level may not 
enhance antitumor activity, dose-limiting toxic effects may not be 
observed at clinically active doses, and serious toxic effects may occur only 
after multiple cycles of experimental treatment. Patients may use targeted 
drugs for months or years, which increases the importance of evaluating 
long-term tolerability. 



Real change is happening

FDA has Project Optimus (clinical trials) and Project Renewal (post-marketing requirements).

For the clinic, PCDI encourages physician-patient discussions about the right dose for the right patient. 
This will remain important because:

– Approved drugs currently on the market continue to be prescribed based upon the MTD.

– It will take time for drug development to actualize the new paradigm.

– Patients’ responses in the real world can differ from those clinical trial participants because they are 
not subject to rigid inclusion/exclusion criteria.

– Patients have unique personal attributes (co-morbidities, drug sensitivities, etc.).



PCDI flyers to help guide conversations 
between patients and healthcare providers



PCDI flyers to help guide conversations 
between patients and healthcare providers



The latest from PCDI
Two new surveys in 2025!

1. Antibody Drug Conjugates (ADCs) in People With Metastatic 
Breast Cancer
• Side Effects and Dosing
• Survey completed and results presented at MASCC 2025

2. Expansion and Update of 2020 Patient Survey
• The survey aims to fill gaps in knowledge from our previous 

research, particularly regarding:
➢ starting a new drug at a lower dose
➢ underrepresented populations
➢ assessing the impact of dose reduction on quality of life
➢ Now open!



New Patient Survey Closing Soon!

Expansion and Update of 2020 Patient Survey
• The survey aims to fill gaps in knowledge 

from our previous research, particularly 
regarding:
➢ starting a new drug at a lower dose
➢ underrepresented populations
➢ assessing the impact of dose reduction 

on quality of life
• Preliminary analysis will be presented at 

SABCS

2025 Edition 
of the MBC 

Patient Dosing 
Survey is 

closing soon!

Tell your patients to email 

surveys@therightdose.org to 

request a unique survey link

mailto:surveys@therightdose.org


Benefits for Patients

As a result of fewer toxicity-related side effects, patients may:

➢ Have less need for emergency care

➢ Miss fewer treatments

➢ Potentially remain on a working treatment longer

➢ Take broader advantage of the full complement of available 
treatments

➢ Experience a better Quality of Life

 …And possibly,

 just possibly,

  EVEN LIVE LONGER

PCDI Former Member Sheila Johnson and her 
oncologist of 13 years, Dr. Cynthia Ma.



Cancer Drug Dosing: A New Era

Patients

Payers

Clinicians

Industry WIN



Thank you to PCDI’s 
funders and supporters

lead@therightdose.org

www.therightdose.org

info@therightdose.org

Steve Loeser

All patients and oncologists who have 
taken our surveys

All partner organizations that have 
helped us share the surveys, survey 

results, and education materials







Thank you for joining!
Please contact us at hcp@lbbc.org with any questions.

mailto:hcp@lbbc.org
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