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Conclusions and  
key messages

• Interim data from the LUCY trial support the clinical 
effectiveness of olaparib in the real-world setting in patients 
with gBRCAm, HER2-negative metastatic breast cancer. 

– Clinical efficacy assessed by median PFS was consistent 
with that reported in the phase 3 OlympiAD study  
(8.1 and 7.0 months, respectively).

– PFS was similar across main patient subgroups.

– AEs were consistent with the known safety profile 
of olaparib. 

• Olaparib was generally well tolerated, providing a 
chemotherapy-free alternative treatment for patients with 
gBRCAm, HER2-negative metastatic breast cancer.

Copies of this poster obtained through the Quick 
Response (QR) code are for personal use only and 
may not be reproduced without permission from 
ASCO® and the authors of this poster. Supplementary 
information can be accessed via the QR code.

gBRCAm cohort 
N = 252

Age, median (range), years 45.0 (22 to 75)
Female 248 (98.4)
Race

White 176 (69.8)
Asian 21 (8.3)
Black or African American 2 (0.8)

ECOG performance status
0 185 (73.4)
1 62 (24.6)
2 2 (0.8)
Missing 3 (1.2)

gBRCA mutation type
BRCA1 136 (54.0)
BRCA2 104 (41.3)
BRCA1 and BRCA2 11 (4.4)
Missing 1 (0.4)

Table 2. Key secondary endpoints (full analysis set).

gBRCAm cohort 
N = 252

Clinical response rate, % (95% CI) 48.6a (42.2, 55.0)
DoCR from onset of response

Responders (N = 119) who subsequently progressed or died, n (%) 69 (58.0)
Median DoCR, months (Q1–Q3) 6.6 (4.2–10.8)

TFST 
Events, n (%) 135 (53.6)
Median, months (95% CI) 9.66 (8.67, 11.14)

TDT
Events, n (%) 171 (67.9)
Median, months (95% CI) 6.90 (6.21, 7.79)

aN = 245; 7 patients not included owing to missing post-baseline assessment. CI, confidence interval; gBRCAm, germline BRCA mutation; DoCR, duration of clinical response;  TDT, time to study treatment 
discontinuation or death; TFST, time to first subsequent treatment or death.

Table 3. Summary of AEs (full analysis set).

gBRCAm cohort
N = 252; n (%)

Any AE 240 (95.2)

Any AE related to study treatment 213 (84.5)

AEs grade ≥ 3 64 (25.4)

Serious AE 28 (11.1)

Any AE with an outcome of death 0

AE leading to discontinuation of study treatment 11 (4.4)

AE, adverse event; gBRCAm, germline BRCA mutation. 
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Figure 2. AEs occurring in > 10% of patients (full analysis 
set, N = 252).
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Background
• Approximately 5–10% of breast cancers contain a germline mutation in the BRCA1 or BRCA2 tumor suppressor genes.1 

• In the phase 3 OlympiAD trial (NCT02000622), olaparib, a PARP inhibitor, showed a significant improvement in progression-free  
survival (PFS) compared with chemotherapy of physician choice in patients with a germline BRCA mutation (gBRCAm), human epidermal 
growth factor receptor 2 (HER2)-negative metastatic breast cancer.2,3

• The LUCY trial (NCT03286842) is evaluating the clinical effectiveness of olaparib in patients with gBRCAm or somatic BRCA mutation 
(sBRCAm), HER2-negative metastatic breast cancer in a real-world setting, to help inform and guide clinical practice.4

Methods
Study design and participants
• LUCY is an open-label, single-arm, multicenter, international, phase 3b trial in patients with BRCA-mutated, HER2-negative metastatic breast cancer.
• Eligible patients:

– had received treatment with an anthracycline or taxane administered in the early or metastatic setting
– had received a maximum of two lines of prior chemotherapy for metastatic disease
– could have received prior platinum-based chemotherapy in early or advanced disease.

• Patients with hormone receptor positive breast cancer had to have received and progressed with a prior endocrine therapy or be considered to 
have exhausted endocrine treatment options.

• Patients were administered olaparib tablets (300 mg twice daily) until disease progression, unacceptable toxicity or other discontinuation 
criteria occurred.

Study outcomes and analyses
• Primary endpoint: investigator-defined assessment of PFS.
• No statistical comparisons were performed between the patient subgroups (see Figure 1 and Figure S2 [QR code] for subgroups). 
• Key secondary endpoints included: investigator-assessed clinical response rate (proportion of patients assessed as responding on at least one 

visit), duration of clinical response (DoCR), time to first subsequent treatment or death (TFST), time to study treatment discontinuation or death 
(TDT), and safety.

• The presented interim data include patients in the gBRCAm cohort only. 

Results
Patients
• Between October 2018 and September 2019, 563 patients were screened at 156 sites in 15 countries; 307 of them were excluded at screening.
• A total of 256 patients were enrolled (gBRCAm, n = 253; sBRCAm, n = 3); one patient in the gBRCAm cohort did not receive treatment and 

was excluded from the full analysis set.
• Baseline characteristics of all patients in the gBRCAm cohort are shown in Table 1.
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AEs were graded according to Common Terminology Criteria for Adverse Events version 4.0 and 
coded to preferred terms using Medical Dictionary for Regulatory Activities version 22.1. 
AE, adverse event.

Figure 1. Subgroup analysis of PFS. 
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Results (continued)   

Safety
• The median total treatment duration was 7.90 months (range, 

0.2 to 20.0); 81 patients (32.1%) were receiving treatment at the 
data cut-off.

• The most common adverse events (AEs; > 20% of patients) were 
nausea, anemia, asthenia, vomiting and fatigue (Figure 2).

• The most common AE of grade ≥ 3 (> 5% of patients) was anemia 
(33 [13.1%]) (Figure 2).

• Serious AEs of any grade occurred in 28 patients (11.1%) 
(Table 3).
– Serious AEs occurring in more than 1 patient were: anemia 

(n = 7 [2.8%]), febrile neutropenia (n = 2 [0.8%]) and vomiting 
(n = 2 [0.8%]).

• Less than 5% of patients discontinued treatment owing to AEs.
• Seven patients (2.8%) experienced AEs of special interest: 

– new primary malignancy (bladder cancer in situ [stage 0; 
n = 1], neoplasm of the appendix [n = 1] and pancreatic 
carcinoma [n = 1])

– pneumonitis (n = 4); all cases were AEs of grade 2 or less and 
one patient discontinued olaparib.

Effectiveness
• At the data cut-off for the interim analysis (September 23, 2019), there were 166 PFS events in the gBRCAm cohort (65.9% maturity). 
• The investigator-assessed median PFS was 8.11 months (95% confidence interval [CI]: 6.93, 8.67) (Figure S1, see QR code).
• The median PFS was consistent across the patient subgroups (Figure 1; Figure S2, see QR code). 
• Table 2 (and Table S1, see QR code) also summarizes the key secondary endpoints. 

– Almost half of patients (48.6%) had a clinical response as assessed by the investigator (median DoCR, 6.6 months; Q1–Q3, 4.2–10.8). 
– Median TFST and TDT were 9.66 months (95% CI: 8.67, 11.14) and 6.90 months (95% CI: 6.21, 7.79), respectively.

gBRCAm cohort 
N = 252

Hormone receptor status
HR+ (ER+ and/or PR+) 131 (52.0)
TNBC (ER– and PR–) 121 (48.0)

Line of therapyb

First line 137 (54.4)
Second line + 115 (45.6)

Previous platinum-based chemotherapy 81 (32.1)
Previous treatment with anthracyclines 217 (86.1)
Previous treatment with taxanes 223 (88.5)
Menopausal status

Pre-/peri-menopausal 72 (28.6)
Post-menopausal 176 (69.8)
Not applicable 4 (1.6)

De novo metastatic disease
Yes 43 (17.1)
No 191 (75.8)
Unknown 18 (7.1)

Table 1. Baseline characteristics (full analysis set).a

Data are presented as n (%) unless otherwise stated. 
aThe LUCY trial also enrolled three patients with sBRCAm (interim data not presented). bLine of therapy: first line = no prior chemotherapy for advanced/metastatic disease, but received in the neoadjuvant/
adjuvant setting; second line + = received at least one prior chemotherapy in the metastatic setting (not including prior chemotherapy in the neoadjuvant/adjuvant setting).
ECOG, Eastern Cooperative Oncology Group; ER, estrogen receptor; gBRCAm, germline BRCA mutation; HR, hormone receptor; PR, progesterone receptor; sBRCAm, somatic BRCA mutation; TNBC, triple 
negative breast cancer.

Primary endpoint: PFS gBRCAm cohort 
N = 252

Events, n (%) 166 (65.9)

Median, months (95% CI) 8.11 (6.93, 8.67)
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