








Reference of Olaparib; 

Quick top-line (with primary citations) 

• Olaparib is a PARP inhibitor with multiple regulatory approvals (ovarian, breast, 

pancreatic, prostate) based on randomized trials showing improvements in progression-

free survival and, in some settings, overall survival. New England Journal of 

Medicine+3New England Journal of Medicine+3New England Journal of Medicine+3 

 

Regulatory / Prescribing information 

• Lynparza (olaparib) — US Prescribing Information (FDA). (Full label and updates). New 

England Journal of Medicine 

• EMA product information / EPAR for Lynparza. (European approval documents). New 

England Journal of Medicine 

 

Pivotal randomized trials (complete references) 

Ovarian cancer — first-line and relapsed/maintenance 

1. Moore K, Colombo N, Scotte F, et al. Maintenance Olaparib in Patients with Newly 

Diagnosed Advanced Ovarian Cancer and a BRCA Mutation (SOLO-1). N Engl J Med. 

2018;379:2495–2505. doi:10.1056/NEJMoa1810858. New England Journal of 

Medicine+1 

2. Pujade-Lauraine E, Ledermann JA, Selle F, et al. Olaparib tablets as maintenance therapy 

in patients with platinum-sensitive, relapsed ovarian cancer and a BRCA1/2 mutation 

(SOLO2/ENGOT-Ov21): a double-blind, randomized, placebo-controlled, phase 3 trial. 

Lancet Oncol. 2017;18(9):1274–1284. doi:10.1016/S1470-2045(17)30469-2. The 

Lancet+1 

3. Ledermann J, Harter P, Gourley C, et al. Olaparib maintenance therapy in platinum-

sensitive relapsed serous ovarian cancer (Study 19): randomized phase II. N Engl J Med. 

2012;366:1382–1392. doi:10.1056/NEJMoa1105535. (Study 19 — early pivotal 

maintenance trial). New England Journal of Medicine+1 

4. Ray-Coquard I, Pautier P, Pignata S, et al. Olaparib plus bevacizumab as first-line 

maintenance in ovarian cancer (PAOLA-1). N Engl J Med. 2019;381:2416–2428. 

doi:10.1056/NEJMoa1911361. New England Journal of Medicine 

https://www.nejm.org/doi/full/10.1056/NEJMoa1105535?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1105535?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa2105215?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa2105215?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa2105215?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa2105215?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1810858?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1810858?utm_source=chatgpt.com
https://www.thelancet.com/journals/lanonc/article/PIIS1470-2045%2817%2930469-2/fulltext?utm_source=chatgpt.com
https://www.thelancet.com/journals/lanonc/article/PIIS1470-2045%2817%2930469-2/fulltext?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1105535?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1911361?utm_source=chatgpt.com


Breast cancer 

5. Robson M, Im S-A, Senkus E, et al. Olaparib for Metastatic Breast Cancer in Patients with a 

Germline BRCA Mutation (OlympiAD). N Engl J Med. 2017;377:523–533. 

doi:10.1056/NEJMoa1706450. New England Journal of Medicine 

6. Tutt ANJ, Garber JE, Kaufman B, et al. Adjuvant Olaparib for Patients with BRCA1- or BRCA2-

mutated High-Risk HER2-Negative Early Breast Cancer (OlympiA). N Engl J Med. 2021;384:2394–

2405. doi:10.1056/NEJMoa2105215. New England Journal of Medicine+1 

Pancreatic cancer 

7. Golan T, Hammel P, Reni M, et al. Maintenance Olaparib for Germline BRCA-mutated 

Metastatic Pancreatic Cancer (POLO). N Engl J Med. 2019;381:317–327. 

doi:10.1056/NEJMoa1903387. New England Journal of Medicine+1 

Prostate cancer (mCRPC) 

8. de Bono J, Mateo J, Fizazi K, et al. Olaparib for Metastatic Castration-Resistant Prostate 

Cancer (PROfound). N Engl J Med. 2020;382:2091–2102. doi:10.1056/NEJMoa1911440. New 

England Journal of Medicine+1 

9. Hussain M, Mateo J, Fizazi K, et al. Survival with Olaparib in Metastatic Castration-Resistant 

Prostate Cancer. N Engl J Med. 2020;382:2091–2102 (OS/subgroup analyses and follow-up 

publications). New England Journal of Medicine 

 

Key Phase I/II, combination & mechanistic studies 

10. Bryant HE, Schultz N, Thomas HD, et al. Specific killing of BRCA2-deficient tumours with 

inhibitors of poly(ADP-ribose) polymerase. Nature. 2005;434:913–917. (Foundational 

preclinical work on PARP inhibition synthetic lethality — background for olaparib 

development). 

11. Fong PC, Boss DS, Yap TA, et al. Inhibition of poly(ADP-ribose) polymerase in tumors from 

BRCA mutation carriers. N Engl J Med. 2009;361:123–134. (Early clinical activity). 

12. Various Phase I/II combination studies: olaparib + chemotherapy, olaparib + anti-

angiogenic agents (PAOLA-1), olaparib + immune checkpoint inhibitors — see individual 

trial publications and ClinicalTrials.gov listings for details. New England Journal of 

Medicine 

 

Safety / PK / long-term follow-up studies 

https://www.nejm.org/doi/full/10.1056/NEJMoa1706450?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa2105215?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1903387?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1911440?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1911440?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa2022485?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1911361?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1911361?utm_source=chatgpt.com


13. DiSilvestro P, et al. Overall survival with maintenance olaparib at a 7-year follow-up in 

patients with newly diagnosed advanced ovarian cancer and a BRCA mutation (SOLO1 

long-term). J Clin Oncol. 2023; (long-term follow-up). PubMed 

14. Korach J, et al. Long-term tolerability of olaparib tablets as maintenance therapy 

(SOLO2). Ann Oncol. 2018; (safety / tolerability data). annalsofoncology.org 

 

Important reviews, meta-analyses & guideline papers 

15. Ledermann JA. Olaparib as maintenance treatment for patients with ovarian cancer: 

review of SOLO trials and Study 19. Ther Adv Med Oncol. 2019;11:1758835919849753. 

SAGE Journals 

16. Mateo J, Ashworth A, Lord CJ. A decade of PARP inhibitors in cancer therapy. Nat Rev 

Cancer. 2023; (comprehensive review of PARP inhibitor history, mechanisms, resistance). 

17. ASCO/ESMO practice guidelines and consensus statements referencing olaparib in 

ovarian, breast, pancreatic, and prostate settings — consult the latest guideline 

documents for specific recommendation lines and levels of evidence. New England 

Journal of Medicine 

 

Selected trial identifiers (useful to find full protocols/data) 

• NCT00753545 — Study 19 (olaparib maintenance, relapsed ovarian). PubMed 

• NCT01874353 — SOLO2 / ENGOT-Ov21. UCL Discovery 

• NCT01844986 / NCT01945775 — SOLO-1 related trial identifiers (check ClinicalTrials.gov 

for substudies). New England Journal of Medicine 

• NCT02000622 — OlympiAD (olaparib in metastatic BRCA-mutated breast cancer). New 

England Journal of Medicine 

• NCT02184195 — POLO (pancreatic maintenance). PubMed 

• NCT02987543 / PROfound registry details in ClinicalTrials.gov for prostate studies. 

PubMed 

 

Where to download the full PDFs and authoritative sources 

https://pubmed.ncbi.nlm.nih.gov/36082969/?utm_source=chatgpt.com
https://www.annalsofoncology.org/article/S0923-7534%2819%2949412-X/fulltext?utm_source=chatgpt.com
https://journals.sagepub.com/doi/10.1177/1758835919849753?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1810858?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1810858?utm_source=chatgpt.com
https://pubmed.ncbi.nlm.nih.gov/22452356/?utm_source=chatgpt.com
https://discovery.ucl.ac.uk/1570155/1/Pujade-Lauraine_Olaparib_tablets_maintenance_therapy.pdf?utm_source=chatgpt.com
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https://www.nejm.org/doi/full/10.1056/NEJMoa1706450?utm_source=chatgpt.com
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https://pubmed.ncbi.nlm.nih.gov/32343890/?utm_source=chatgpt.com


• NEJM site: SOLO-1 (Moore 2018), OlympiAD (Robson 2017), PROfound (de Bono 2020), 

POLO (Golan 2019). New England Journal of Medicine+3New England Journal of 

Medicine+3New England Journal of Medicine+3 

• Lancet Oncology: SOLO2 (Pujade-Lauraine 2017). The Lancet 

• PubMed / PubMed Central for indexed abstracts and links to full text. PubMed+1 

 

Helpful curated reading order (if you want to study olaparib quickly) 

1. Preclinical / mechanism background: Bryant et al., Nature (2005); Fong et al., NEJM 

(2009). 

2. Early clinical signal and Study 19 (maintenance in relapsed ovarian): Ledermann et al., 

NEJM 2012. New England Journal of Medicine 

3. Pivotal ovarian trials: SOLO2 (Lancet Oncol 2017) → SOLO1 (NEJM 2018) → PAOLA-1 

(NEJM 2019). The Lancet+2New England Journal of Medicine+2 

4. Breast cancer: OlympiAD (NEJM 2017) and OlympiA (NEJM 2021). New England Journal 

of Medicine+1 

5. Pancreas & prostate pivotal trials: POLO (NEJM 2019) and PROfound (NEJM 2020). New 

England Journal of Medicine+1 

6. Long-term follow-up & safety: SOLO1/7-year follow-up (JCO/ASCO abstracts and 

publications). PubMed 
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