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The KEYNOTE-522 trial demonstrated significantly higher rates of 

pathological complete response (pCR) with the addition of pembrolizumab to 

neoadjuvant chemotherapy in patients with early triple-negative breast 

cancer (TNBC). In this analysis, we aimed to evaluate whether real-world 

data support the benefit of adding immunotherapy to neoadjuvant 

chemotherapy for patients with early-stage TNBC. Additionally, we analyzed 

several subgroups to identify whether specific patient populations derive 
greater benefit from immunotherapy.

Data were collected at the Tumor Center Regensburg. We included 160 

patients diagnosed with non-metastatic TNBC between January 2020 and 

May 2025 at the Comprehensive Cancer Center Regensburg. Of these, 88 

patients received neoadjuvant chemotherapy plus pembrolizumab, while 72 

patients received chemotherapy alone. We observed pCR rates of 61.4% in 

the chemotherapy plus pembrolizumab group compared to 51.4% in the 

chemotherapy-only group, demonstrating an absolute increase of 10% 
favoring the addition of pembrolizumab.

Subgroup analyses revealed that patients with a high Ki-67 score, particularly 

above 35%, achieved significantly higher pCR rates. Patients with BRCA 

mutations also showed markedly higher pCR rates in the pembrolizumab 

arm. Interestingly, younger patients demonstrated significantly higher pCR 

rates in both treatment arms compared to older patients. Detailed subgroup 
analyses will be presented.

This real-world study demonstrates that the addition of pembrolizumab in 

routine clinical practice is associated with improved pCR rates, showing an 

absolute difference of 10%. Moreover, it suggests that specific subgroups 

may particularly benefit from immunotherapy. However, larger real-world 
studies are needed to enable more robust subgroup analyses.

Abstract

Keynote522 study

Patient characteristics

• KEYNOTE522-regime shows higher pCR rates than chemotherapy only 
regimes

• In chemotherapy only regimes young patients show significantly higher pCR 
rates than older patients

• Keynote-522-regime shows no age-dependent effect on achieving pCR
• BRCA-mutation carriers show higher pCR rates

Summary

• Real world data confirms the results of Keynote522 study
• Especially older patients benefit from adding immunotherapy to 

chemotherapy in neoadjuvant setting
• Patients with BRCA-mutations show significantly higher pCR rates than 

patients without mutations
• Bigger real world data analysis are needed to identify subgroups that 

benefit most from Keynote522-regime

Conclusions

Results
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Results

Pembro + NACT

Label OR Ci low Ci high

Age 1,02 0,631 1,648

Grading 1,685 0,995 2,854

Ki67 1,583 0,689 3,638

BRCA mutation 0,966 0,829 1,125

NACT

Age 0,279 0,141 0,554

Grading 0,933 0,687 1,268

Ki67 1,277 0,538 3,028

BRCA mutation 1,158 0,998 1,343

Logistic regression

pCR rates – all patients

NACT + Pembro NACT p-value

number of patients achieving
pcR

88 72

% of patients achieving pCR 61,4 51,4 0,205

pCR rates – NACT + Pembro depending on BRCA

BRCAmut BRCAwt K.A. p-value

number of patients 
achieving pcR

17 58 13

% of patients achieving 
pCR

88,2 55,2 53,8 0,04

Interaction term age x therapy
OR 0,48; p=0,035
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