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Two chemotherapy regimens are currently considered to be among the treatments with the highest Figure 2. Consort statement Table 1. Baseline characteristics Table 2. Most common SAEs
efficacy in patients with high-risk early stage breast cancer: sequential treatment of intense dose-dense Parameter Category ETC(n=470)  PM(C) (n=475) SAEs ETC PM(Cb)
(idd) epirubicin (E), paclitaxel (T), and cyclophosphamide (ETC) mainly based on the AGO ETC | Assessed for eligibility (n=961) | N (%) N (%) N N
adjuvant study!, and weekly treatment of paclitaxel in combination with non-pegylated liposomal : I , Age, years Median (range) 480(230-760) 480(210760) Leukopenin 26 <
doxorubicin (NPLD) and with a dual HER2-blockade for HER2-positive disease or carboplatin (Cb) for | Randomised to ETC (n=480) | [ Randomised to PM(Cb) (n=481) | T cT1-3 453 (96.4) 456 (96.0) Neutropenia 40 0
triple negative breast cancer (TNBC) (PM(Cb)) based on the GeparSixto study.2 e i L Febrile neutropenia 43 10
The aim of the GeparOcto study was to compare efficacy and safety of the ETC with PM(Cb) T4d 9(19) 14(2.9) Diarrhoea 3 21
treatment regimen. reatment (n=10) : . Nausea 8 9
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Trial design: GeparOcto (GBG 84; NCT02125344) was a multicentre, prospective, randomised, open- l l Tumor grading G1 8(17) 10(2.1) Pnelmonia < B
label phase Il study. The study design is presented in Figure 1. | Completed treatment (1=393) | | Completed treatment (n=313) | o 15800 g 1441503
O Il 175 (37.2%, tients in the ETC and
Statistical considerations: Sample size calculations assumed a pCR rate of 50% for ETC and 60% for G3 304(64.7) 321(67.6) 1;’: r(?se_ ) i(n e P)M‘()Stfr;rsm'ﬂad Zt e 2:6
P_M(Qb), requiring 950 patients to sho_w significant superiority (p<0.0§) of PM(Cb) with 85% power. The treatment (n=77) treatment (n=162) |  Histological Wimor type | ductoliducial lobular e a0 SAE. Nine (1.9%) patients in the ETC and 24
§|gn|flcgnce Ie\{el was set to a tvyo-'S|ded a=Q.05. An amendrr)en.t.lmplerr.]ented conduction gf a non- [ Received surgery (n=467) | [ Received surgery (n=471) | nvase (5.1%) in the PM(Cb) arm had at least one AE of
inferiority test in case the superiority test fails to detect a significant difference. The non-inferiority other 88(18.7) 83(17.5) special interest. Two deaths in the PM(Cb) arm
margin for pCR-rate difference was set to 5%. were reported during study treatment (one due
Figure 3. pCR (ypTO0/is ypNO) rates by treatment arms (A) and by subtypes (B) to pneumonia and one due to multiple septic
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PCRg0% PCR 05 =ETC W PM (Cb) P Figure 4. pCR (ypTO0/is ypNO): odd ration (OR) overall and in subtypes
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Figure 1. Main study design
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or . . . B cyclophosphamide 2g/m? q2w V\(eel_(l_y PM(C_b) were not significantly different. Non-inferiority of PM(Cb) could not be shomfn. No chemotherapy in high-risk primary breast cancer: mature results of an AGO phase lll study. J
high risk & & & a HER2+ A Trastuzumab (8), 6 mg/kg a3w significant difference was observed for pCR rates between the two treatment arms according to | Clin Oncol. 2010;28:2874-80.
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e INBC  m Carboplatin AUC L5 qlw than ETC. PM(Cb) appeared to be less feasible for high-risk early stage breast cancer patients. trial, Lancet Oncol. 2014;15:747-86.




