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From studies designed to learn to subsequent studies conducted to conclude and to real life situation

Population based

Early clinical trials (R&D) studies
- Biology / imaging driven Pivotal trials « Real world data
* Integrated TR * Highly targeted * QoL

Screening platforms
Quality Assurance programs
Sophisticated trials

QOutcomes research
Health economics
HTAs

Pragmatic trials

» Large differences

Urgent need to re-shape interactions
between stakeholders

New models of partnerships

Fig. 2. Evolving chinical research landscape.
European Journal of Cancer (2013) 49, 2777— 2783
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VOLUME 33 - NUMBER 23 - AUGUST 10 2015 American Society of Clinical Oncology Statement:
JOURNAL OF CLINICAL ONCOLOGY ‘ A Conceptual Framework to Assess the Value of Cancer
Treatment Options

Lowell E. Schnipper, Nancy E. Davidson, Dana S. Wollins, Courtney Tyne, Douglas W. Blayney, Diane Blum,

Adam P. Dicker, Patricia A. Ganz, ]. Russell Hoverman, Robert Langdon, Gary H. Lyman, Neal ]. Meropol,

Therese Mulvey, Lee Newcomer, Jeffrey Peppercorn, Blase Polite, Derek Raghavan, Gregory Rossi,
Defining Value Leonard Saltz, Deborah Schrag, Thomas J. Smith, Peter P. Yu, Clifford A. Hudis, and Richard L. Schilsky

ASCO, through the Value in Cancer Care Task Force, has chosen to
define value in cancer care by emphasizing three critical elements
articulated by the [OMclinical benefit (efficacy)}|toxicity (safety)|and

|cost (efficiency).
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J Clin Oncol. 2015 Aug 10; 33(23): 2563-2577.
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Status of incremental costs of first-line
treatment recommended in Japanese clinical
guidelines for metastatic breast cancer patients

Tsuguo lwatani'*, Keita Sasaki’'?, Ryunosuke Machida’,

Tadahiko Shien'"", Fumikata Hara®, Tomomi Fujisawa®, Yuko Takano®,
Yoshie Kobayashi®, Michiyo Saimura’, Kei Koizumi®, Mitsuo Terada®,
Shinsuke Sasada'’, Kanako Saito", Miwa Sumiyoshi'> and Hiroji Iwata™

1096 Status of incremental costs of first-line treatment recommended in Japanese clinical guidelines
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Figure 1. Proportion of high-cost regimens per subtype hormone receptor-positive HER2-negative (HR+HER2-), HER2-positive (HER2+), TN, and a pathogenic

variant of the BRCA1/2 gene (BRCA1/2+).

Table 1. Status of application of regimens by breast cancer subtype

Subtype First line treatment regimen Number of patients by high-cost treatment
HR + HER2- *NSAI+CDKIs 195 (27.8%)
others 210 (29.9%)
HER2+ *Tmab+Pmab+DTX 86 (12.3%)
others 59 (8.4%)
TN *nab-PTX+ atezolizumab 16 (2.3%)
*nab-PTX+ pembrolizumab 1(0.1%)
*PTX+ pembrolizumab 4(0.6%)
*CBDCA+ GEM+ pembrolizumab 29 (4.1%)
others 77 (11.0%)
BRCA1/2+ *olaparib 11 (1.6%)
others 14 (2.0%)
Total 702

Hormone receptor-positive HER2-negative (HR + HER2-), HER2-positive (HER2+), and TN, non-steroidal aromatase inhibitor (NSAI), CDKIs, trastuzumab
+ pertuzumab + docetaxel (Tmab+Pmab+DTX), nab-paclitaxel (nab-PTX), paclitaxel (PTX), carboplatin (CBDCA), gemcitabine (GEM), a pathogenic variant

of the BRCA1/2 gene (BRCA1/2+).
*High-cost regimens.
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Figure 1. Three factors that might explain the relationship between
extreme financial distress and greater risk of mortality
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Financial toxicity
N
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Financial burden Financial distress
N 4 .
Expenditures — Wealth (¢—> Anxietyand
discomfort
Drug Other direct Related Wages & salaries or Savings &
costs medical costs treatment costs replacement income  assets
SN oA N SNeo N NS

The financial burden and distress of patients with cancer: Understanding and stepping
- up action on the financial toxicity of cancer treatment

CA A Cancer J Clinicians, Volume: 68, Issue: 2, Pages: 153-165, First published: 16 January 2018, DOI: (10.3322/caac.21443) 14
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The proportion of your current (or average monthly) out-of-pocket
treatment costs relative to the household income

Level

Less than 10%

Approximately 10%

Approximately 20%

Approximately 30%

Approximately 40%

Approximately 50%

Approximately 60%

Approximately 70%

Approximately 80%

Approximately
90%

Approximately 100%

Total

Number of Patients  Proportion

1064

223

14

73

29

20

16

1558

0.68293

014313

0.07317

0.04685

0.01861

0.01284

0.00385

0.00257

0.00385

0.00193

0.01027

1.0

Proportion (%)

68.29%
14.31%
7.32%
4.69%
1.86%
objective
128 financial toxicity
0.38% (=20%) catastrophic health
n=271 (17.4%) expenditures
0.26% (>40%)

n=84 (5.4%)

0.38%
0.19%

1.03%

wUNA (B%ZE) 0O20%=BX D55

FLEY /1 )\— 1558

ZiEmeEltd D EER

REEMHD 2718
17.4%

BRI

Szt D 847

5.4%
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COST (Comprehensive Score for financial Toxicity)
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FEHN RS HFMARECOST (Comprehensive Score for financial Toxicity)
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