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No Question Answer 
1 Proposal Identifier (to be completed by PRAEGNANT group)  

2 Title Quality of Life Assessment in Breast Cancer Patients with 
Brain Metastases  

3 Contact Information 
(Name, Institution, Ad-
dress, E-Mail, Phone 
Number) 

Brustzentrum, Klinik für Gynäkologie, Universitätsklinikum Ham-
burg 
Dr. E. Laakmann 
Prof. Dr. Volkmar Müller 
PD Dr. med. Isabell Witzel 
iwitzel@uke.de 
040-74100 
 
Institut für Medizinische Psychologie, Universitätsklinikum Ham-
burg 
Prof. Dr. C. Bergelt 
c.bergelt@uke.de  
 

4 Background The incidence of brain metastases (BM) in breast cancer patients 

is increasing. Due to improvements in the treatment of pa-
tients with metastatic breast cancer, the development of 
brain metastases (BM) has become a major limitation of life 
expectancy and quality of life for many breast cancer pa-
tients. Therapy options include surgery, radiotherapy (stereotac-
tic or whole brain irradiation) or systemic therapy.  
Cognitive impairments have been described in patients after 
whole brain radiation as well as after cytostatic treatment (Tallet 
et al. (2012); Walker et al. (2012)). 

5 Aim  To examine the quality of life of patients with brain metasta-
ses compared with patients with other metastases 

 To examine the quality of life of patients at different time 
points of therapy  

 To examine the quality of life of patients with brain metasta-
ses under different therapy modes 

6a Methods Analysis of the quality of life on the basis of the questionnaires of 
the PRAEGNANT Registry For patients with a metastatic breast 
cancer without BM 

 For patients with breast cancer and BM 
 
Analysis of the quality of life of the patients with brain metastases 
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depending on therapy modes 

 Patients under HER2-targeted therapy 

 Patients under endocrine therapy 

 Patients under chemotherapy 

 Patients after surgical resection of brain metastases with 
or without WBRT 

 Patients after SRS of the brain metastases with or without 
WBRT 

 Patients under best supportive care 

6b Which data and bio-
materials are to be used? 

Clinico-pathological data and quality of life data will be derived 
from patient files and from the PRAEGNANT database, e.g. the 
following questionnaires:  
SEQ 
EORTC QLQ-30 
EORTC QLQ-23 
EQ-VAS 
IPAQ (Physical Activity) 
CESD-R (Depression Scale) 
SSAS 

7 Patient cohort PREAGNANT study participants diagnosed with mBC and with 
clinical data and at least one quality of life evaluation.  

8 Preliminary test - 

9 Statistical Considerations - Descriptive analysis of the data 
- chi-square test to compare results 

10 What do you need from 
the PRAEGNANT study 
group (data, biomaterials, 
other support?) 

 Results of questionnaires of quality of life 

 PRO modules covering areas such as quality of life, com-
pliance to treatment, exercise, nutrition, adverse events 
and others. 

 Clinical data concerning pathological characteristics of the 
tumor and treatment modes of the patients 

11 Please make a statement, 
why the proposed re-
search is innovative 

Quality of life is an important issue in the management of 
patients with metastatic breast cancer. Until now, only few 
data is available about patients with brain metastases of 
breast cancer in this context.  
 
The evaluation of quality of life of patients with brain metas-
tases of breast cancer would support the physicians in the 
counselling of therapy strategies for patients with brain me-
tastases of breast cancer. 

12 How is the project fund-
ed? 

MD student working on thesis (Doktorand) 

13 Please explain, how expe-
rienced you are in con-
ducting the proposed kind 

The investigators have a long experience in translational and clini-
cal research projects. IW is PI of a network for brain metastases in 
breast cancer, EL is coordinator of this network.  
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of research 

14 Please list a maximum of 
5 own publication, that 
support your proposal 

Witzel I, Oliveira-Ferrer L, Pantel K, Müller V, Wikman H. Breast cancer 
brain metastases: biology and new clinical perspectives. Breast Cancer 
Research. 2016;18(1). doi: 10.1186/s13058-015-0665-1 

Laakmann E, Riecke K, Goy Y, Kersten JF, Krüll A, Müller V, Petersen C, 
Witzel I. Comparison of nine prognostic scores in patients with brain 
metastases of breast cancer receiving radiotherapy of the brain. 

J Cancer Res Clin Oncol. 2016 Jan;142(1):325-32. doi: 10.1007/s00432-

015-2049-4. Epub 2015 Sep 30. 

Mueller V, Laakmann E , Fehm T, Moebus V, von Minckwitz G, Loibl S 
and Witzel I. Brain Metastases in Breast Cancer Network Germany 
(BMBC; GBG 79): Multicentric, retro- and prospective collection of pa-
tient data and biomaterial from patients with brain metastases. Journal 
of Clinical Oncology, 2015 ASCO Annual Meeting (May 29 - June 2, 
2015). Vol 33, No 15_suppl (May 20 Supplement), 2015: TPS639 

 

15 Decision (to be completed 
by PRAEGNANT Study 
Group) 
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