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KEYNOTE – 355 (ESMO UPDATE)
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KEYNOTE-355
• Pembrolizumab + chemo approved

– Chemo backbone: Taxane, Gemcitabine / Carboplatin

– CPS≥ 10
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SACITUZUMAB GOVITECAN –
ASCENT TRIAL



Patients with mTNBC and 
≥2 prior CT (no upper limit; 
could include PD within 12 
mo of [neo]adjuvant tx); 
prior taxane; RECIST v1.1 

measurable disease; 
permitted brain mets if 
stable ≥4 wk before tx; 

ECOG PS 0/1
(N = 529)

Sacituzumab govitecan 
10 mg/kg IV on Days 1, 8

(n = 267)

Physician’s choice of single-agent CT*
(n = 262)

Slide credit: clinicaloptions.com

 Primary endpoint: PFS by 
BICR in patients without 
brain mets

 Secondary endpoints:
investigator-assessed PFS, 
OS, ORR, DoR, TTR, safety

Stratified by geography (N America vs rest of world), 
number of prior CT (2-3 vs >3), brain mets (yes vs no)

*Capecitabine, eribulin, gemcitabine, or vinorelbine.

21-day 
cycles

 Trial halted early based on efficacy per unanimous recommendation of DSMC

STUDY SCHEMA

Bardia et al, NEJM 2021

http://www.clinicaloptions.com/


Bardia et al, NEJM 2021

PFS – ENTIRE POPULATION PFS – No Brain Mets



ASCENT Subgroup Analyses: PFS in Patients Without 
Brain Mets Aged <65 Yr vs ≥65 Yr

Kalinsky. ASCO 2021. Abstr 1011. Reproduced with permission. Slide credit: clinicaloptions.com

PFS BICR Analysis
Aged <65 Yr

SG (n = 191) CT (n = 187)

No. events 136 117

Median PFS, mo (95% CI) 4.6 (3.7-5.7) 1.7 (1.5-2.5)

HR (95% CI) 0.46 (0.35-0.59; P <.0001)

PFS BICR Analysis
Aged ≥65 Yr

SG (n = 44) CT (n = 46)

No. events 30 33

Median PFS, mo (95% CI) 7.1 (5.8-8.9) 2.4 (1.4-2.9)

HR (95% CI) 0.22 (0.12-0.40; P <.0001)
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 In those aged ≥65 yr, median PFS benefit with SG vs CT was similar to benefit in overall population 
(overall population: 5.6 vs 1.7 mo)
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123
66

155
106

ASCENT Subgroup Analyses: OS in Patients Without 
Brain Mets Aged <65 Yr vs ≥65 Yr

Kalinsky. ASCO 2021. Abstr 1011. Reproduced with permission. Slide credit: clinicaloptions.com

 In those aged ≥65 yr, median OS benefit with SG vs CT was similar to benefit in overall population 
(overall population: 12.1 vs 6.7 mo)

OS BICR Analysis
Aged <65 Yr

SG (n = 191) CT (n = 187)

No. events 133 150

Median OS, mo (95% CI) 11.2 (9.9-13.4) 6.6 (5.3-7.4)

HR (95% CI) 0.50 (0.40-0.64; P <.0001)

OS BICR Analysis
Aged ≥65 Yr

SG (n = 44) CT (n = 46)

No. events 22 35

Median OS, mo (95% CI) 15.3 (12.4-NE) 8.2 (5.6-9.8)

HR (95% CI) 0.37 (0.22-0.64; P = .0003)
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BRCA-ASSOCIATED CANCER
METASTATIC DISEASE
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PARP Inhibitors
• Olaparib (OLYMPIAD trial)

• Talazoparib (EMBRACA trial)



OlympiAD: Phase III trial of olaparib monotherapy versus chemotherapy for patients with HER2-negative metastatic breast cancer and a germline BRCA mutation

Presented By Mark Robson at 2017 ASCO Annual Meeting



Primary endpoint: progression-free survival by BICR

Presented By Mark Robson at 2017 ASCO Annual Meeting



Objective response by BICR

Presented By Mark Robson at 2017 ASCO Annual Meeting





Litton JK et al. N Engl J Med 2018;379:753-763
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BRCA-ASSOCIATED CANCER
EARLY STAGE



<br /><br />A phase III, multicenter, randomized, placebo-controlled trial <br />of adjuvant olaparib after (neo)adjuvant chemotherapy <br />in patients with germline BRCA1/2 mutations 
and<br />high-risk HER2-negative early breast cancer<br /><br />

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



OlympiA: Trial schema

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.
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CPS + EG Score

Mittendorf et al, JCO 2011

http://www3.mdanderson.org/app/medcalc/index.cfm?pagename=bcnt



Slide 8

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Slide 9

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Slide 11

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Slide 12

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Slide 13

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Slide 14

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Slide 15

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Slide 18

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.
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OLYMPIA: Conclusions
• Adjuvant Olaparib FDA Approved 3/2022

– One year of therapy

• Effective / Well tolerated 
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OLYMPIA: Questions?
• TNBC with residual disease

– Capecitabine or Olaparib or Sequence?

– Keep Pembrolizumab with Olaparib?

• HR+ Eligible Patients

– Calculate CPS + EG score 

– Abemaciclib or Olaparib?
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THANK YOU
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SUPPLEMENTAL SLIDES?
• GeparNuevo

• Impassion 031
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