\

NATIONAL BREAST CANCER COALITION

When Approval Signals More Certainty Than the
Evidence Supports

Michelle Tregear
NBCC Chief Programs Officer



« 37 years old
« 2 children (3 and 7yrs)
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« 37 years old
« 2 children (3 and 7yrs)
« ER+/PR- BC - 3 positive lymph nodes

Treatment Then

« Surgery

« Dose-Dense Chemo (AC/P)
« Radiation

« Tamoxifen (only 6 months;
complications)



. N ‘ c Then and Now

« 37 years old
« 2 children (3 and 7yrs)
« ER+/PR- BC = 3 positive lymph nodes

Treatment Then Treatment Today
. Surgery * Surgery

. Dose-Dense Chemo (AC/P) * Chemo

- Radiation * Radiation

« Tamoxifen (only 6 months; ) (EEE'{’SF{',"..%)TX + Ovarian Suppression

complications) + CDK4/6 inhibitor (2-3 yrs)



What Patients Are Actually Deciding

These are the questions that matter.

Will this help = AR What are the
me live longer? B N side effects?

How will this
affect my quality
of life?

Is the benefit
worth the risks?

- AND WHAT ALSO MATTERS: —

TIME QUALITY OF LIFE
Financial impact Time in treatment, How | feel and function
for me and my family appointments, and away during treatment
from what matters

@ Often, the evidence to answer these questions is incomplete.



Evidence at Approval

Approval may be based on
early or surrogate endpoints

Regulatory Approval ]
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Will | Will | What are the What are the

live longer? feel better? long-term financial and
consequences? time burdens?

These answers may not be known at the time of approval.
And it may take years for evidence to emerge.




The system produces:
e Clinical trials
« Approvals
« Guidelines
« “Standard of care”

Patients reasonably assume:
* this is the best option
 this is what works
* this is what I should do




. N : c What May Still Be Unknown

« At the time of decision, we often still don’t know:

« Impact on overall survival and quality of life
or the magnitude of benefit?

« Optimal sequencing?

« Dose and duration?

« Comparative effectiveness?
« Which patients benefit?




=. Out-of-pocket costs

" C Deductibles, copayments, medications,
U nce rta | nty and other direct costs
has a cost. |
=) Lost work or income
=) Reduced hours, job changes,

or leaving the workforce

Financial toxicity
. Travel and time burden
IS part Of @ Long.distances, frequent visits,
treatment burden. and time away from home

Q0 Family financial strain

ﬁ ﬁ“ Irnpacjc on savings, debt, and the
financial well-being of loved ones

@ Financial toxicity is not separate from treatment harm.

(=7 Itis part of treatment burden.




What Better Evidence Generation

Could Support

What would a better system answer?

 Which treatments truly improve outcomes

 How treatments should be used (e.g., sequenced)
* Which patients benefit most

 What trade-offs are acceptable
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