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KATHERINE Study Design
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� cT1-4/N0-3/M0 at presentation (cT1a-b/N0 excluded) 

� Centrally confirmed HER2-positive breast cancer

� Neoadjuvant therapy must have consisted of 

– Minimum of 6 cycles of chemotherapy

• Minimum of 9 weeks of taxane

• Anthracyclines and alkylating agents allowed

• All chemotherapy prior to surgery

– Minimum of 9 weeks of trastuzumab

• Second HER2-targeted agent allowed

� Residual invasive tumor in breast or axillary nodes

� Randomization within 12 weeks of surgery

Stratification factors:
� Clinical presentation: Inoperable (stage cT4 or cN2–3) vs operable (stages cT1-3N0-1)
� Hormone receptor: ER or PR positive vs ER negative and PR negative/unknown
� Preoperative therapy: Trastuzumab vs trastuzumab plus other HER2-targeted therapy

� Pathological nodal status after neoadjuvant therapy: Positive vs negative/not done

T-DM1

3.6 mg/kg IV Q3W

14 cycles

Trastuzumab 

6 mg/kg IV Q3W

14 cycles 

Radiation and endocrine therapy 
per protocol and local guidelines

R

1:1

N=1486
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Invasive Disease-Free Survival
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Trastuzumab

T-DM1

3-year IDFS 77.0% 88.3%

Trastuzumab T-DM1

(n=743) (n=743)

IDFS Events, no. (%) 165 (22.2) 91 (12.2)

P<0.0001

Unstratified HR=0.50 (95% CI, 0.39–0.64)
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Distant Recurrence
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Events, no. (%) 121 (16.3) 78 (10.5)

Unstratified HR=0.60 (95% CI, 0.45–0.79)

3-year event-free rate 83.0% 89.7%
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Overall Survival
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Exposure to Study Treatment
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Trastuzumab 
(n=720)

T-DM1 
(n=740)

Cycles of trastuzumab/T-DM1 completed, n (%)

7 cycles 664 (92.2) 637 (86.1)

14 cycles 583 (81.0) 528 (71.4)

Patients with a dose reduction, n (%)

No dose reduction N/A 634 (85.7)

One dose level reduction (3.0 mg/kg) N/A 77 (10.4)

Two dose level reductions (2.4 mg/kg) N/A 29 (3.9)
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Katherine

�Análise de custo (paciente de 60 kg):

�14 ciclos de Trastuzumabe (T)– R$ 166000,00

�14 ciclos de T + Pertuzumabe – R$ 341000,00

�14 ciclos de TDM1- R$ 238000,00



TNBC

� CIBOMA⁄GEICAM

� Impassion 130

� É do Peru





C
R
E
A
T
E

X















Ciboma ≠  Create X

• TNBC
• QT adjuvante 
• QT neoadjuvante
• Negativo

• HER2 negativos
• (31% TN)

• QT neoadjuvante
• Ganho de SLD (TN)

















É do Peru!















TNBC

� Importância das células imunes na resposta à 
imunoterapia

� Adição de quimioterapia adjuvante para pacientes 
com resposta parcial à quimioterapia neoadjuvante

� Importância do tempo entre a cirurgia e o início da 
quimioterapia – favorece a quimioterapia 
neoadjuvante




