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Abstract: Objective To analyze the phase Il clinical study of immune checkpoint inhibitor in triple-negative breast
cancer (TNBC). Methods The related data from ClinicalTrials.gov until December 2021 was searched. Results A
total of 17 relevant studies were collected, including 7 PD-1-related studies ( PembrolizumabX 5+ CamrelizumabX2)
and 10 PD-L1-related studies ( AtezolizumabX 9+ Avelumabx 1), including 1 single-arm study and 16 randomized
controlled studies. Of which only 2 studies [ NCT02425891 (IMpassion130) and NCT02555657 ( KEYNOTE-119) ]
had been completed, 6 studies were still recruiting, and the other 9 studies had not been completed but no longer
recruiting. So far, a total of 6 studies had preliminary or updated results. IMpassion130 showed that first-line

Atezolizumab combined with Nab-Paclitaxel significantly improve PFS in all TNBC patients and OS in PD-L1 positive
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patients. Similarly results were observed in KEYNOTE-355. Different from the above two studies, KEYNOTE-119 and

IMpassion131 revealed that both second-line or third-line single-agent Pembrolizumab and first-line Atezolizumab

combined with Paclitaxel did not improve PFS and/or OS in patients. IMpassion031 and KEYNOTE-522 showed that

neoadjuvant therapy with Atezolizumab or Pembrolizumab combined with Taxane and Anthracycline significantly

improve pCR ( pathological complete response) in early-stage TNBC. Compared with placebo group, immunotherapy in

combination with chemotherapy was safety. Conclusion

Combination of immune checkpoint inhibitors has certain

clinical significance in early, locally advanced and/or metastatic TNBC, but the choice of optimal combination

regimen and population still needs to be further confirmed by more large-sample studies in the future.

Keywords: Triple negative breast cancer; Immune checkpoint inhibitor; Phase Il clinical study; PD-1; PD-L1;
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Tab. 2 Ongoing Phase Il clinical trials with PD-1/PD-L1 in TNBC
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(n=474) BT A Y LA
TRACN HBIEIT
(2) C 5L H
WALyy AR
Wik 7 7E M B LAk
W H IR
NCT04148911 fR5Eh B R MR R L F R Atezolizumab+Nab-Paclitaxel (1) B4 AE=3 %1y
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(2) Paclitaxel +Atezolizumab+placebo
NCT04613674  #iZEd  BEA Hrilph TR By R R e (1) Camrelizumab+chemotherapy pCR Z(ypT0/Tis ypNO)
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R > 424(45)  308(33) 242(44) 165(30)
=7 380(40) 33(3) 211(38)  11(2)
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FUIR IR Dy R TT 2 41(4) 2(<1) 4(<1) 0
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0.82, P=0.001) ,FDA fins# it yfEma A 2R oyt & 17
[ B HEASER) /S ST E+ R H T
YEFTZ FDA HEUEY Dako PD-L1(22C3) ki Sy fhfrsid 40 g
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