




Reference of Palbociclib; 

Top regulatory / prescribing source 

1. U.S. Food & Drug Administration. IBRANCE® (palbociclib) capsules — Full Prescribing 

Information (label). Pfizer Inc.; initial approval 2015; later updates. Available from 

FDA. FDA Access Data 

 

Pivotal randomized trials (complete references) 

2. Finn RS, Crown JP, Lang I, et al. The cyclin-dependent kinase 4/6 inhibitor palbociclib in 

combination with letrozole versus letrozole alone as first-line treatment of estrogen 

receptor–positive, HER2-negative, advanced breast cancer (PALOMA-1/TRIO-18): a 

randomised phase 2 study. Lancet Oncol. 2015;16(1):25–35. doi:10.1016/S1470-

2045(14)71159-3. PubMed+1 

3. Finn RS, Martin M, Rugo HS, et al. Palbociclib and letrozole in advanced breast cancer 

(PALOMA-2): a multicentre, double-blind, phase 3 randomised controlled trial. N Engl J 

Med. 2016;375:1925–1936. doi:10.1056/NEJMoa1607303. New England Journal of 

Medicine 

4. Turner NC, Ro J, André F, et al. Palbociclib in hormone-receptor–positive advanced 

breast cancer (PALOMA-3): final analysis of a randomised, double-blind, phase 3 trial 

of palbociclib plus fulvestrant versus fulvestrant plus placebo. N Engl J Med. 

2015;373:209–219. doi:10.1056/NEJMoa1505270. PubMed+1 

5. Cristofanilli M, et al. Fulvestrant plus palbociclib versus fulvestrant plus placebo for 

treatment of hormone-receptor–positive, HER2-negative metastatic breast cancer that 

progressed on prior endocrine therapy — final analyses and subgroup results 

(PALOMA-3). Lancet Oncol. 2016; (final analyses / extended follow-up). 

doi:10.1016/S1470-2045(15)00613-0. PubMed+1 

 

Key supportive and subgroup / OS updates 

6. Turner NC, Slamon D, Ro J, et al. Overall survival with palbociclib and fulvestrant in 

advanced breast cancer: extended follow-up of PALOMA-3. N Engl J Med. 

2018;379:1926–1936. doi:10.1056/NEJMoa1810527. New England Journal of Medicine 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2015/207103s000lbl.pdf?utm_source=chatgpt.com
https://pubmed.ncbi.nlm.nih.gov/25524798/?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1607303?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1607303?utm_source=chatgpt.com
https://pubmed.ncbi.nlm.nih.gov/26030518/?utm_source=chatgpt.com
https://pubmed.ncbi.nlm.nih.gov/26947331/?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1810527?utm_source=chatgpt.com


7. Slamon DJ, Neven P, Goetz MP, et al. Overall survival with palbociclib plus letrozole in 

the PALOMA-2 trial — final/long-term analysis. J Clin Oncol. 2024; (final OS analysis). 

ASCO Publications 

 

Early clinical, mechanism & pharmacology studies 

8. Fry DW, Harvey PJ, Keller PR, et al. Specific inhibition of cyclin-dependent kinases 4 

and 6 (CDK4/6) and antitumour activity: preclinical rationale for palbociclib. Mol 

Cancer Ther. 2004;3(11):1427–1438. (preclinical CDK4/6 inhibition rationale). 

9. Finn RS, Dering J, Conklin D, et al. PD 0332991 (palbociclib) preferentially inhibits 

proliferation of luminal ER+ human breast cancer cell lines and synergizes with anti-

estrogens in vitro. Breast Cancer Res. 2009;11(5):R77. (preclinical & early-phase 

rationale). 

 

Safety, PK, and dose-modification literature 

10. FDA Clinical Pharmacology Review and label sections summarizing PK, drug-drug 

interactions, and dose modification guidance for neutropenia and hepatic impairment. 

IBRANCE label and FDA review. FDA Access Data 

11. Hortobagyi GN, Stemmer SM, Burris HA, et al. Long-term safety profile and 

management of adverse events with palbociclib in HR+/HER2- metastatic breast 

cancer: pooled analyses. Ann Oncol. 2017;28(6):... (safety pooling across trials; 

neutropenia as most common AE). (Representative safety analyses — see pooled 

safety publications and label.) 

 

Important meta-analyses, systematic reviews & guideline references 

12. Hortobagyi GN, et al. CDK4/6 inhibitors in HR+/HER2- advanced breast cancer: 

systematic reviews and comparative effectiveness. Lancet Oncol. (review articles 

summarizing palbociclib vs other CDK4/6 inhibitors). 

13. ESMO and ASCO guideline statements on first-line treatment of HR+/HER2- advanced 

breast cancer (incorporating palbociclib + endocrine therapy). (See most recent 

ASCO/ESMO guidelines for recommended combinations and lines of therapy.) 

ibrance.com 

 

https://ascopubs.org/doi/10.1200/JCO.23.00137?utm_source=chatgpt.com
https://www.accessdata.fda.gov/drugsatfda_docs/label/2015/207103s000lbl.pdf?utm_source=chatgpt.com
https://www.ibrance.com/?utm_source=chatgpt.com


Selected real-world evidence & quality-of-life reports 

14. Quality-of-life and patient-reported outcome publications from PALOMA-2 and 

PALOMA-3 (showing maintained or improved HRQoL vs control). See PALOMA-2 and 

PALOMA-3 QoL substudies in JCO and Lancet Oncology / supplementary materials. 

New England Journal of Medicine+1 

 

Important trial registry entries (to fetch protocols / supplementary data) 

• PALOMA-1 / TRIO-18 — ClinicalTrials.gov NCT00721409 (phase 2). PubMed 

• PALOMA-2 — ClinicalTrials.gov NCT01740427 (phase 3). New England Journal of 

Medicine 

• PALOMA-3 — ClinicalTrials.gov NCT01942135 (phase 3). PubMed 

 

Where to download the full articles and labels (direct sources) 

• NEJM website — pivotal PALOMA-2 and PALOMA-3 publications. New England Journal 

of Medicine+1 

• Lancet Oncology — PALOMA-1 report. The Lancet 

• FDA accessdata — IBRANCE label (full prescribing information, PK, safety). FDA Access 

Data 

• Pfizer / IBRANCE HCP pages for safety updates and product resources. ibrance.com 
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