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Modified from: H Kimura et al. 2022. Prognostic significance of pathogenic variants in BRCA1, BRCA2, ATM and PALB2 genes in men undergoing hormonal therapy for advanced prostate cancer. Br J Cancer

HR deficiency (HRD) can be 
used as a predictor of 
response to certain therapies 
like PARP inhibitors…
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Olaparib is the first approved PARPi and currently has indication in: 
Ovarian, Breast, Pancreatic and Prostate cancer (FDA/EMA). 



INTRODUCTION

But off-label indications have been explored since 2015 in: 

B Kaufmann et al. 2015. Olaparib monotherapy in patients with advanced cancer and a germline BRCA1/2 mutation. J Clin Oncol. J Mateo et al. 2015. DNA-Repair Defects and Olaparib in Metastatic Prostate Cancer. N Engl J Med.

Olaparib is the first approved PARPi and currently has indication in: 
Ovarian, Breast, Pancreatic and Prostate cancer (FDA/EMA). 

Different locations (Phase II basket CT Kaufman et al.) Other HR mutations than BRCA (Phase II CT Mateo et al.)
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INTRODUCTION

Ovarian: 193 patients
Breast: 62 patients
Pancreatic: 23 patients
Prostate: 8 patients

Biliary tract: 4 patients
Bladder: 2 patients
Lung: 3 patients
Colorectum: 1 patient
Esophagus: 1 patient
Uterus: 1 patientgBRCA1/2

Response rate as the 
primary endpoint.

Stable disease in 58.3% of 
patients that persisted >8weeks

B Kaufmann et al. 2015. Olaparib monotherapy in patients with advanced cancer and a germline BRCA1/2 mutation. J Clin Oncol.

“Others group” (n=12)



INTRODUCTION

→49 patients evaluated→ 16 (33%) had a response. 

J Mateo et al. 2015. DNA-Repair Defects and Olaparib in Metastatic Prostate Cancer. N Engl J Med.

Response rate as the 
primary endpoint.

BRCA (7)
ATM (4)
BRCA/FANCA (1)
PALB2 (1)
HDAC2 (1) 

14/16 (88%) = HRD 
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Describe the effectiveness and safety of olaparib

off-label indications…



OBJECTIVE

Describe the effectiveness and safety of olaparib

off-label indications…

→In patients with HRD and different solid 

tumors than those authorized.



METHODS

Design and patients:

-Single-center, observational, retrospective study.

-Patients with tumor sites other than those authorized who initiated olaparib

between June 2019 and April 2022 were included.

Variables: Age, sex, Eastern Cooperative Oncology Group performance

status (ECOG), mutation, initial dosing, type (maintenance or not) and line of

treatment, dose reductions, adverse events (AEs), best overall response

(BOR), progression-free survival (PFS) and overall survival (OS).

Data: Obtained from the clinical history and the outpatient dispensing program
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CONCLUSION

→ We have described the off-label use of olaparib in 4 patients with HRD in uncommon tumor locations.

→ Safety was adequate and similar to previous studies.

→ Further studies are needed to assess the efficacy and safety of olaparib in patients with HRD in

new tumor sites.

→ Currently, there are CT ongoing analyzing olaparib combination with antiangiogenics/ICIs.
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