
Data from n=391 patients were evaluated anonymously via Excel-

Sheet. n=28 (=70%) of the participating centers were resident

medical oncologists or gynecological oncologists, n=12 (=30%) were

clinics or Medical Care Centers. During the study period, 80% of the

participating centers treated 10-20 new patients with HR+, HER2-

MBC; on average, the centers included 9,8 patients in the data

collection.

The reason for the use of a CDK4/6i reported for 70,1% of

the patients as the expected response, also by 70,1% the

current guidelines, followed by 51,4% quality of life as the

reason. Multiple entries were possible.
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METHODS

A retrospective data collection was carried out at 40 gynaeco-/oncological centers in Germany. Patients whose metastatic disease

was diagnosed in the first 6 months of 2021 were included in the study. Statistical evaluation was carried out using the chi-square

test and Fisher's exact test.

Questions to be answered are: Does different patient characteristics, previous treatment and tumor progression influenced the

choice of first-line therapy? Were certain patient groups as endocrine resistant patients treated differently? Which factors

influenced the therapy decision for first-line therapy? If a CDK4/6 inhibitor was used: for what reasons was the CDK4/6-inhibitor

selected? Which molecular tests and which target parameters were used in the met. situation used?

For endocrine resistant patients a SERD is recommended

as endocrine partner of the CDK4/6-Inhibitor. A substantial

number of the endocrine resistant patients (46,4%)

received AI and only 51,4% got fulvestrant. This is in great

contrast to the scientific findings on endocrine resistance

under AI.

Despite the recommendations for 1st line endocrine based

therapy, some patients received a chemo (6,7%). Half of

them were treated with polychemotherapy (n=14),

suggesting the patient's life-threatening situation. But only

n=8 were reported to be under critical oncological

conditions. This is to be announced a remarkably

contradiction.

Surprisingly for Germany, more often gyne-oncologists

prescribe chemotherapy, and endocrine monotherapy than

med-oncologists.

1st line treatment decision making was more influenced by

practical reasons, rather than outcome data like overall

survival and endocrine resistance. There was no

difference between pre- and postmenopausal woman.

Molecular testing strategies do not seem to be relevant at

that time and without remarkable impact on decision

making processes.

For the patients a stronger inclusion of molecular

pathology and outcome data to treatment strategies would

help to find the most effective therapy.

KEY FINDINGS & CONCLUSIONS

INTRODUCTION

The German AGO recommendations1 for the treatment of metastatic breast cancer suggest endocrine-based therapy as the first

treatment option for HR+, HER2- breast cancer if there is no threat of organ failure. Since 2016, CDK4/6 inhibitors in combination with

endocrine therapy (ET) are available as an option for first-line therapy alongside endocrine monotherapy and chemotherapy. Although

available real world data show the frequency of the three therapy options, they do not provide any information about the reasons for the

choice of therapy.2 The present data collection is intended to show which therapy decisions were made in principle in first-line therapy

and why this was chosen.

RESULTS
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Patient characteristics

Age n %

< 50 59 15,1

≥ 50 - 74 207 52,9

≥ 75 125 32,0

Menopausal status

pre-/perimenopausal 68 17,4

postmenopausal 321 82,1

N/A 2 0,5

Adjuvant therapy

(neo-) adjuvant treatment 233 59,6

De novo metastatic 158 40,4

Duration of adjuvant therapy

<5 years 103 44,2

5 years 81 34,8

extended adjuvant therapy 23 9,9

N/A 26 11,1

Therapy-free interval after adjuvant therapy

Progress under ongoing adjuvant therapy 84 36,1

Progress < 6 month after completion 9 3,8

Progress 6-12 month after completion 10 4,3

Progress 12-24 month after completion 17 7,3

Progress > 24 month after completion 90 38,6

N/A 23 9,9

Firstline treatment n %

Endocrine monotherapy 25 6,4

with aromatase inhibitors 19 76,0

with Tamoxifen 4 16,0

with Fulvestrant 2 8,0

Chemotherapy 26 6,7

Monochemotherapy 12 46,2

Polychemotherapy 14 53,8

CDK4/6-inhibitor plus 337 86,2

with aromatase inhibitor 239 70,9

with fulvestrant 95 28,2

with tamoxifen 3 0,9

Other targeted therapies 3 0,8

Table 1: Patient characteristics

Table 3: Reasons for choosing the CDK4/6i

26 patients (6,7%) received first-line chemotherapy, although

only 8 patients were reported as acutely life-threatening.

Patients undergoing chemotherapy showed numerically, but not

significantly more lung or liver metastases (50,0% vs. 35,6%,

p=0,146) and were numerically, but not significantly more often

symptomatic (80,8% vs. 67,3%, p=0,193), possibly due to the

small number of chemotherapy patients in total.

8,3% of patients treated by a gynecologist had chemotherapy

vs. 4,9% of patients treated by oncologists (p=0,223).

Women who received endocrine monotherapy (n=25, 6.4%)

were significantly older (>=75y: 64,0% vs. 29,8%, 50-74y:

24,0% vs. 54,9%, p=0,002) and more frequently had only bone

metastases (68,0% vs. 45,6%, p=0,038), compared to other

firstline therapies.

.

Table 2: Firstline therapies

Patients who relapse up to one year after adjuvant therapy

can be considered endocrine resistant. Despite endocrine

resistance, a CDK4/6i was combined with AI/TAM in 46,4%

of these patients and with fulvestrant in 51,4%. In endocrine

sensitive women, CDK4/6i was combined with AI/TAM in

53,6% and with fulvestrant in 48,6%. So endocrine resistant

patients do not receive significantly more often a

combination with fulvestrant than endocrine sensitive

patients (p=0,546).

For 51,1% of the patients, the reasons that lead to the selection

of the CDK4/6i are the “long experience with the drug”, the

“data situation” (45,7%), the “administration once a day“

(24,5%) and “dose reduction without a new prescription”

(19,1%).

Oncologists cite "long experience with the drug" as a reason

more frequently (60,5%) than gynecologists (38,3%), as well as

“dose reductions without a new prescription” (25,4 vs. 13,6%)

and "dose once a day" (19,5 vs. 2,4%).Figure 1:  Firstline therapy according to specialists
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A genomic test in the metastatic situation was performed in

127 patients (32,5%). 37 patients (9,5%) were tested for a

PIK3CA mutation and 82 patients (21,1%) for a BRCA

mutation. The test rates were higher among premenopausal

woman (67,7%), with 25,0% being tested for a PIK3CA

mutation and 51,5% for a BRCA mutation. Postmenopausal

patients were tested in 25,2%, in 6,2% for PIK3CA and

14,6% for BRCA.
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Reasons for choosing the 

CDK4/6i
n %

Long experience with the drug 192 51,1

Data situation of OS 172 45,7

Give once a day 92 24,5

Dose reduction without new presciption 72 19,1

No ECG 54 14,4

Just one pill a day 45 12,0

Study participation 45 12,0

unknown 35 9,3

Endocrine resistance 30 8,0

Continuous delivery without break 20 5,3

Premenopausal status 19 5,1

Patient request 9 2,4

Molecular subtype 3 0,8
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