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Studientitel 

TP-II: A prospective, randomized, multicenter, open-
label comparison of pre-surgical combination of 
trastuzumab and pertuzumab with concurrent taxane 
chemotherapy or endocrine therapy given for twelve 
weeks with a quality of life assessment of 
trastuzumab, pertuzumab in combination with 
standard (neo)adjuvant treatment in patients with 
operable HER2+/HR+ breast cancer. 

EudraCT-Nummer 2016-005157-21 

Sponsor Palleos healthcare GmbH 

Prüfarzt Prof. Dr. med. Cornelia Kolberg-Liedtke 

Kontakt Studienzentrale 
 

An-
schrift 

Charité - Universitätsmedizin Berlin  
Campus Mitte Klinik für Gynäkologie CCM 
Virchowweg 20 
Charitéplatz 1 10117 Berlin 

Tel. +49 30 450 664 485   

Kontakt Cancer-Hotline +49 30 450 564 222    Email:  cccc@charite.de 

Studienziel To show superiority of pCR prevalence in patients treated with 
paclitaxel + trastuzumab + pertuzumab versus patients treated 
with endocrine therapy + trastuzumab + pertuzumab  

Wichtigste Einschlusskriterien 

 

 

 

 

 

 

 

 

 

 

 

- Female patients, age at diagnosis 18 years and older 

- Histologically confirmed unilateral primary invasive 
carcinoma of the breast 

- Patients must qualify for neoadjuvant treatment as 
follows: 

1. No clinical evidence for distant metastasis (M0) 

2. Clinical cT1c-T4a-c (participation of patients with 
tumors > cT2 is strongly recommended) and no 
evidence for distant metastases (M0) 

3. All clinical N (participation of patients with cN+, also 
in case of cT1c, is strongly recommended) 

4. Known positive HR-status and centrally confirmed 
HER2+-status by IHC/FISH 
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Wichtigste Einschlusskriterien 

 

5. Patients need to fulfill adequate blood count and 
organ function to receive chemotherapy (see 
exclusion criteria). 

 
- Tumor block available for central pathology review  
- Performance Status ECOG ≤ 1 or KI ≥ 80%  
- Negative pregnancy test (urine or serum) within 7 

days prior to registration in premenopausal patients  
- Patients of childbearing potential must accept to 

implement a highly effective (less than 1% failure 
rate according to Pearl index) non-hormonal 
contraceptive measures during the study treatment 
and for 6 months following the last dose of study 
treatment (trastuzumab and pertuzumab) such as: 
1. Intrauterine device (IUD) 
2. bilateral tubal occlusion 
3. vasectomised partner 
4. sexual abstinence  

- Written informed consent prior to beginning specific 
protocol procedures, including expected cooperation of 
the patients for the treatment and follow-up, must be 
obtained and documented according to the local 
regulatory requirements 

- The patient must be accessible for treatment and 
follow-up 

- LVEF > 55%; LVEF within normal limits of each 
institution measured by echocardiography (within 42 
days prior to randomization) 

- Normal ECG (within 42 days prior to randomization) 

 

 

 

 


