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Abbrevations

ABC Advanced breast cancer

CDK4/6 Cyclin-dependent-kinase 4/6

CCI Charlson Comorbidity Index

ECOG Eastern Cooperative Oncology Group
ER Estrogen receptor

ET Endocrine therapy

HER2 Human-epidermal-growth-factor-receptor 2
HR Hormone receptor

km Kilometer

PgR Progesterone receptor

PRO Patient-reported outcomes

Q Quartile

QoL Quality of Life

SD Standard deviation
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FIRST INTERIM RESULTS OF PERFORM

EVALUATING FIRST-LINE ENDOCRINE-BASED PALBOCICLIB THERAPY FOR PATIENTS

WITH HR+/ HER2- ADVANCED BREAST CANCER IN REAL WORLD

BACKGROUND

Endocrine (ET)-based CDK4/6 inhibitor treatment (e.g., palbociclib) is the 1%-line standard of care for
patients with hormone receptor-positive (HR+) and human-epidermal-growth-factor-receptor 2-negative
(HER2-) advanced breast cancer (ABC). Randomized clinical trials as well as a current meta-analysis*>3*
have presented high efficacy and a consistent safety profile. Nevertheless, insights into real-world longi-
tudinal treatment patterns, effectiveness, and patient-reported outcomes (PRO) are crucial and comple-
ment clinical trial data. The non-interventional study PERFORM examines treatment sequences that are
initiated with palbociclib/ ET combination treatment in the 1-line setting in routine clinical practice and
aims to document clinical evidence to gain new real-world insights.

METHODS Table 1
Patient characteristics at start of 1°-line treatment (n = 179).
Characteristics Total (n=179)

In 320 sites across Germany and Austria, Age (years), median (range) 69 (33.0-89.0)

o o . o . o < , % 32 3
1,900 patients receiving 1%-line palbociclib/ e o) P
ET will be prospectively enrolled. Primary Menopausal Status, n (%)

. . . . Premenopausal 12 (6.7)
endpoint is progression-free survival supple- Perimenopausal 4(22)

. . . S P l 61 (89.
mented with secondary endpoints including e o oL
treatment patterns, effectiveness along with Hale Patient 106)

) i ] ECOG performance status®
second- and third-line effectiveness and PRO Median (range) 1 (03)
beyond progression. The first interim ana- R 2072072
lysis approximately 12 months after first-pa- 0 149 (83.1)
i . . .- 1 8 (4.5)
tient-in focusses on baseline characteristics, ) 8 (4.5)
socioeconomic status (SES, ALLBUS 2018) Vissing )
and treatment expectation/ satisfaction using De novo advanced/ metastatic disease, n (%)
d . C L Yes 65 (36.3)
escriptive statistics. No 114 (63.7)
Time since initial diagnosis for patients with
non de novo advanced disease (years), 7.1(0-39)

median (range)
Tumor stage at ABC diagnosis, n (%)

R E S u LTS Locoregionally advanced 6 (3.3)
172 (96.1)

Metastatic
Missing 1(0.6)
. Disease site, n (%)
Between 10/2020 and 09/2021, 342 patients Visceral 76 (42.5)
. Non-vi | only (excl. bone-only) 18 (10.1)
were enrolled, 209 patients were observed >3 Boneconly 73 (40.7)

. N inclusion? 12 (6.7
months and 179 pat]ents WETe evaluable for lnSl;lz;fagécs)(tiastjjuf\/r\/(:ssfﬁ?stsiar]tg/]:oct;?]dcz):umentedforn:S patient(s..zn:)6 patients had
th]s ana[ys]s Med]an age Was 69 yearS, 26% Z;t’assltje:;sr;tABCdlagnosw, but metastases were no longer present at inclusion due to
of the patients were 275 years at start of 1°-line
treatment, 99% were female and 90% were Table 2
postmenopausal. II’] total 36% Of patients Socioeconomic status at start of 1°-line treatment (n = 179).

presented with de novo ABC at inclusion and

Kind of health insurance

o .
64% with relapsed disease. Metastases were Private health insurance 20 (1L17)
present in 96% of patients at ABC diagnosis, Statutory health insurance 159 (88.83)
. . o 5 Occupation
mainly visceral (43%) and bone only (41%). Fulltime employed 27 (15.08)
Only 3% of patients were included with a loco- e P oyed, part-me o)
: Not gainfully employed 98 (54.75)
regionally advanced tumor only (Table 1). vl s

Marital status

Regarding SES, 51% were married and living

Married/ in a partnership, living together 91 (50.84)

together with their partner, 15% full-time Married/ in a partnership, living apart 6 (3.35)
] Widowed/ Divorced 41(22.91)
employed and 55% not gainfully employed. Single A
. . issing :
Health insurance status was in 89% statut- T G o g [pauee ot
ory and in 11% private (Table 2). 83% of the No other person 54 (30.17)
) Less/ exactly 3 other persons 86 (48.04)
patients expected treatment benefits from 15t- More than 3 other persons e
. issing :
line treatment. Nr. of children
No children 28 (15.64)
3 months after treatment start treatment 1 or 2 children B o)
3 or 4 children 18 (10.06
benefit met (51%) or exceeded (10%) expec- More than 5 children 5 (2.79)
i .. . Missing 39 (21.79)
o)
tations for the ma]onty of patients. Or)ly 9. %o oo e e (i)
stated that benefits did not meet their prior : 114
. . . . .. Mean + SD 38.55 + 14.89
expectations (Figure 1). Regarding indivi- Median (Q1-Q3) 39.67 (29.27 - 47.92)
. . . . Min-Max 3.71-90.98"
dual therapy decision factors of the physician Missing 65
(Figure 2), good efficacy, tumor board deci- DIET {0 (0 Cllo 7
. . . . <5 km 37 (20.67)
sion and guideline recommendations as well 510 km 36 (20.11)
. - - 10-20 km 41 (22.91)
as the maintenance of quality of life were the 20-50 km 27 (15.08)
: >50 | 5(2.79)
most important factors. Vissing 5 (8.44)

Maximum value of 90.98 years might be according to a potential documentation error
since this is a patient questionnaire.
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The first interim analysis results of PERFORM show that a representative ABC patient
population is enrolled in this study. Furthermore, patients treated with palbociclib/
ET in the real-world setting report a high treatment satisfaction and factors like
distance to the oncologist or higher age are not a barrier for palbociclib/ ET treatment.
For physicians, tumor board and guidelines recommendations, the effectiveness of
endocrine-based therapy and the maintenance of quality of life are the most important

Figure 1

Treatment expectation before and treatment satisfaction
3 months after start of 15*-line treatment. (n = 179)
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decision-making factors in the real world. While the group of elderly patients is well
represented in the study, so far only one man has been enrolled to the date of database
cut. Given the greater diversity of patients in the real-world setting compared to
patients typically enrolled in randomized clinical trials a focus should be placed
here during recruitment to be able to analyze rare subgroups and to answer clinically
relevant questions for specific patient subgroups. J

Figure 2

Factors influencing treatment decision
(1 = not important, 6 = very important).

Therapy-related factors

Toxicities/side effects of other treatment options -

Therapy management/ Patient care 4

Manageable safety profile -
Maintenance of quality of life -
Good efficacy 1

Fast tumor response 4
Application/Intake frequency A

Absence of alternative treatment possibilities -
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Tumor characteristics

Sensitivity of tumor towards prior therapy -

Progression of disease (by RECIST and/or investigator's assessment) -
Positive, predictive biomarker (if applicable for the therapy) -

Localisation of metastases (by RECIST and/or investigator's assessment) 4

High grading/Ki67 high -
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Patient characteristics

Travel distance to doctors office 1

Social support of patient ]

Short remission-free time (Disease-free interval, DFI) -
Psychological strain due to symptoms -
Presence of concomitant diseases -
Possible DDI (drug-drug interaction) -
Poor physical condition due to symptoms -
Patient wish -

Long remission-free time -

Kind of prior therapies {

De novo metastases -

Compatibility of therapy and work -
Anticipated patients' compliance

Age >= 75 years -
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Organizational reasons /
other factors Tumorboard decision |

Standard at my faculty

Prior experience with this therapy A
Possibilities of prescribing and remuneration 1
Patient preference

Level of evidence A
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Guideline recommendations A

Not applicable

Missing Availability of an oral therapy outpatient clinics 1
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