
ROUTINE CARE OF EARLY BREAST CANCER (STAGE I-III)  
IN GERMANY 

INTRODUCTION
The registry platform OPAL started 2017 with the recruitment of patients with advanced 
breast cancer. Since May 2021, patients with early breast cancer (EBC, stage I-III) receiving 
systemic therapy have been recruited. OPAL provides insight into treatment and outcome in 
routine practice where patients’ sociodemographic and medical characteristics often differ 
from those treated in clinical trials.

RESULTS
By March 31, 2022 (database cut for the first interim analysis) 
1157 pts had been recruited by over 100 sites. 

HR-positive, HER2-negative cohort
Patients with HR-positive, HER2-negative EBC (n=211) were 
median 58 years old, 20% premenopausal and overall in a 
good general condition (ECOG 0: 84%, no comorbidities 
according to the Charlson-Comorbidity-Index (CCI 0) 87%) 
(Table 1). Tumor stage according to UICC at diagnosis was 
mainly stage II for patients receiving neoadjuvant treatment 
(58%) and stage I for patients only receiving adjuvant systemic 
treatment (42%).

About one third of the patients started their systemic 
treatment with a neoadjuvant therapy and two thirds with 
an adjuvant therapy (Figure 1). The most frequently applied 
neoadjuvant and adjuvant chemotherapy was anthracycline 
+ cyclophosphamide + paclitaxel. So far, adjuvant endocrine 
therapy was started for 38% of patients. This percentage 
will increase with longer follow-up, because adjuvant endo-
crine therapy can be given sequentially after chemotherapy. 
The most frequently documented endocrine therapy was 
tamoxifen, the second most letrozole (Figure 2).

METHODS
OPAL is a prospective, observational, open, multicenter 
clinical registry (NCT03417115). 3000 patients with EBC 
will be recruited in 3 cohorts: 1500 patients with hormone 
receptor (HR) positive, HER2-negative, 750 patients with 
HER2-positive and 750 patients with triple-negative EBC. Over 
150 sites (comprehensive cancer centers, clinics, and office-
based gynecologic or medical oncologists) all over Germany 
are participating. All patients are recruited at start of their 
first systemic treatment. There is no treatment specification.

CONCLUSION
OPAL-EBC displays inter-sectoral and prospectively collected data on the 
treatment reality of patients with EBC in Germany. Further analysis will 
show the implementation of newly approved drugs, their effectiveness (e.g. 
disease-free survival) and PROs in a “real world” setting.
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Table 1
Characteristic HR-positive, 

HER2-negative HER2-positive Triple-negative

N % N % N %

Number of patients 211 33.4 204 32.3 217 34.3

Median 25-75% 
Quantile Median 25-75% 

Quantile Median 25-75% 
Quantile

Median age 57.5 50.0-65.8 56.0 49.9-65.0 56.2 47.3-64.3

N % N % N %

Menopause status

Pre-menopausal 43 20.4 56 27.5 64 29.5

Peri-menopausal 18 8.5 17 8.3 14 6.5

Post-menopausal 135 64.0 113 55.4 124 57.1

Unknown/missing 15 7.1 18 8.8 15 6.9

ECOG Performance Status

ECOG 0 177 83.9 167 81.9 174 80.2

ECOG ≥1 19 9.0 22 10.8 21 9.7

Unknown/missing 15 7.1 15 7.3 22 10.2

Comorbidities at inclusion

At least one relevant  
comorbidity a 138 65.4 130 63.7 145 66.8

Comorbidity according to CCI b

CCI 0 b 183 86.7 174 85.3 189 87.1

CCI ≥1 b 28 13.3 28 13.7 27 12.5

Unknown/missing 0 0 2 1.0 1 0.5

UICC Tumor stage

I 70 33.2 59 28.9 79 36.4

II 100 47.4 104 51.0 102 47.0

III 38 18.0 22 10.8 24 11.1

Not (yet) further specified 3 1.4 12 5.9 11 5.0

Table 1: Patient and tumor characteristics at inclusion
CCI Charlson Comorbidity Index; ECOG: Eastern Cooperative Oncology Group; HR Hormone receptor 
status.
a At least one comorbidity according to CCI or additional concomitant diseases.
b Charlson Comorbidity Index (CCI) according to Quan (Quan et al., 2011).

Figure 1

OPAL EBC collects detailed information on neoadjuvant, post-
neoadjuvant, adjuvant and extended adjuvant treatments, 
patient and tumor characteristics, physician-reported factors 
potentially influencing treatment decision, biomarker testing 
and additional treatments (surgery, radiotherapy). 

Data are collected in electronic case report forms; plausibility 
checks and data monitoring are performed to ensure data 
quality.

Patient-reported outcomes (PROs) are assessed using the 
EORTC-QLQ-C30 and -BR23 (every 3 months for 3.5 years). In 
addition, patients are asked to give informed consent to use 
their routinely collected tumor samples for future investiga- 
tional translational research.

A minimum follow-up time of at least six/three months (HR- 
positive, HER2-negative/HER2-positive cohort) was defined 
to avoid underestimation of drugs given sequentially.

For the first interim analysis, all treatments after surgery 
(post-neoadjuvant treatment as well as adjuvant therapy as 
initial systemic treatment) were summarized as “adjuvant 
treatment”.

HER2-positive cohort
Patients with HER2-positive EBC (n=204) had a median age 
of 56 years, 28% of patients were pre-menopausal and most 
patients were in a good condition (ECOG 0: 82%, CCI 0: 85%) 
(Table 1). The tumor stage was mostly stage II for patients 
starting with neoadjuvant treatment (56%) and mostly 
stage I for patients starting with adjuvant treatment (51%). 
66% of patients with HER2-positive EBC were additionally 
HR-positive. 

Overall, almost 80% of all patients with HER2-positive EBC 
started their treatment with neoadjuvant therapy (Figure 1). 
The most frequently documented regimens were DOC +  
CAR + PER + TRA and E/A + CYC + PAC + PER + TRA (Figure 3). 
For patients receiving post-neoadjuvant (n=48) or initial ad- 
juvant therapy (n=107) (summarized as “adjuvant therapy”, 
n=155), the most frequently documented regimen was 
PAC + TRA, the second most frequent was T-DM1. Data on 
endocrine therapy will be shown once a longer follow-up has 
been reached.

Figure 1 Initial systemic treatment

Figure 2 Systemic treatments – Hormone receptor-positive, HER2-
negative cohort (n=211)
The percentage of treatments refers to all patients, recruited in 
neoadjuvant or adjuvant treatment intention. 
Displayed are the most commonly used (combination) regimens. Adjuvant 
treatments include post-neoadjuvant and initial adjuvant treatments. 
Adjuvant therapy, especially adjuvant endocrine therapy, might still be 
documented with a longer follow-up. 

Figure 3 Systemic treatments – HER2-positive cohort (n=204)
The percentage of treatments refers to all patients, recruited in 
neoadjuvant or adjuvant treatment intention. 
Displayed are the most commonly used (combination) regimens. Adjuvant 
treatments include post-neoadjuvant and initial adjuvant treatments. 
Adjuvant therapy might still be documented with a longer follow-up. 

Figure 4 Systemic treatments – Triple-negative cohort (n=217)
The percentage of treatments refers to all patients, recruited in 
neoadjuvant or adjuvant treatment intention.
Displayed are the most commonly used (combination) regimens.
Adjuvant treatments include post-neoadjuvant and initial adjuvant 
treatments. Adjuvant therapy might still be documented with a longer 
follow-up. 
Of note, drugs given sequentially might be underestimated for patients 
with short follow-up.

Triple-negative cohort
Similar to patients with HER2-positive EBC, patients with 
triple-negative EBC (n=217) were median 56 years, 30% pre- 
menopausal, 80% ECOG 0 and 87% CCI 0. 47% of patients 
were diagnosed with an UICC stage II (Table 1). 

About 80% of all patients with triple negative EBC started  
their treatment with a neoadjuvant therapy (Figure 1). The  
most frequently documented regimens were E/A + CYC +  
PAC + CAR and E/A + CYC. So far, for 20% of the patients, 
adjuvant therapy has been documented. The most frequently 
documented regimen was E/A + CYC (Figure 4). Of note, drugs 
given sequentially might be underestimated for patients 
with short follow-up. 10% of patients (n=21) were tested 
for BRCA1/2 mutation, for 57% of these patients (n=12), a  
BRCA1/2 mutation was documented.

Abbrevations:
ANA	 Anastrozole, 
CAR	 Carboplatin,
CT	 chemotherapy,
CYC	 Cyclophosphamide,
DOC	 Docetaxel,
ET	 endocrine therapy, 
E/A	 Epirubicin/Doxorubicin, 

Figure 3Figure 2 Figure 4

LET	 Letrozole, 
PAC	 Paclitaxel, 
PER	 Pertuzumab, 
TAM	 Tamoxifen
TDM1	 Trastuzumab-emtansine, 
TRA	 Trastuzumab
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