




                                                                                                                                                                                                                                                                                                                                                              

Reference of Tucatin; 

Regulatory & prescribing information 

1. Seagen Inc. TUKYSA® (tucatinib) tablets — Full Prescribing Information (US label), 

revised Jan 2023 (and original 2020 label). Available from FDA. FDA Access Data+1 

2. U.S. Food & Drug Administration. FDA approval notice — TUKYSA for HER2-positive 

metastatic breast cancer (April 17, 2020). U.S. Food and Drug Administration 

3. U.S. Food & Drug Administration. FDA announcement — accelerated approval of 

tucatinib + trastuzumab for RAS wild-type HER2-positive metastatic colorectal cancer 

(Jan 19, 2023). U.S. Food and Drug Administration 

4. European Medicines Agency (EMA). Tukysa EPAR / Product Information (EMA approval 

materials, Feb 2021). FDA Access Data 

 

Pivotal randomized trial(s) — HER2CLIMB and updates 

5. Murthy RK, et al. Tucatinib, Trastuzumab, and Capecitabine for HER2-Positive Metastatic 

Breast Cancer. N Engl J Med. 2020;382:597–609. (HER2CLIMB — pivotal randomized, 

double-blind trial that showed improved PFS and OS, including intracranial benefit). New 

England Journal of Medicine+1 

6. Lin NU, et al. Updated / subgroup analyses and longer follow-up from HER2CLIMB 

(intracranial outcomes/OS updates). JAMA Oncol. 2023; (HER2CLIMB analyses / brain-

metastasis subgroups). PubMed 

 

Phase I / II and early clinical studies (selected) 

7. Murthy R, et al. Tucatinib with capecitabine and trastuzumab in advanced HER2-positive 

metastatic breast cancer with and without brain metastases: non-randomized, open-

label Phase 1b. Lancet Oncol. 2018;19(7):880–888. (established dose and intracranial 

activity). The Lancet+1 

8. Borges VF, et al. Tucatinib combined with ado-trastuzumab emtansine (T-DM1) — Phase 

1b study. JAMA Oncol. 2018; (MTD, preliminary activity). ClinicalTrials.gov: 

NCT01983501. JAMA Network+1 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/213411s004lbl.pdf?utm_source=chatgpt.com
https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-tucatinib-patients-her2-positive-metastatic-breast-cancer?utm_source=chatgpt.com
https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-accelerated-approval-tucatinib-trastuzumab-colorectal-cancer?utm_source=chatgpt.com
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2023/213411Orig1s004ltr.pdf?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1914609?utm_source=chatgpt.com
https://www.nejm.org/doi/full/10.1056/NEJMoa1914609?utm_source=chatgpt.com
https://pubmed.ncbi.nlm.nih.gov/36454580/?utm_source=chatgpt.com
https://www.thelancet.com/journals/lanonc/article/PIIS1470-2045%2818%2930256-0/abstract?utm_source=chatgpt.com
https://jamanetwork.com/journals/jamaoncology/fullarticle/2686032?utm_source=chatgpt.com


9. Metzger Filho O, et al. Phase I dose-escalation trial of tucatinib + trastuzumab in patients 

with HER2-positive brain metastases (Annals/abstracts / full report). PubMed+1 

 

Colorectal cancer (MOUNTAINEER) — key trial & approval 

10. Strickler JH, et al. Tucatinib + trastuzumab in chemotherapy-refractory, HER2-positive 

metastatic colorectal cancer. Lancet Oncol. 2023; (MOUNTAINEER results supporting 

activity). The Lancet 

11. ClinicalTrials.gov: MOUNTAINEER — NCT03043313 (tucatinib ± trastuzumab; open-label 

studies and data supporting accelerated approval). ClinicalTrials+1 

12. FDA announcement/label update granting accelerated approval for colorectal-cancer 

indication (Jan 2023). U.S. Food and Drug Administration 

 

Pharmacokinetics / Safety / Toxicity studies 

13. Topletz-Erickson AR, et al. Effect of Tucatinib on Cardiac Repolarization in Healthy 

Subjects (QT study) / other PK/safety publications — see studies compiled in FDA review 

and PK literature. PMC+1 

14. Population PK analyses and dose-modification guidance published in clinical 

pharmacology journals (e.g., Zhang D. population PK analysis 2024). SpringerLink 

 

Preclinical / mechanism of action 

15. Olson D, et al. HER2-selective and reversible tyrosine kinase inhibitor (review/preclinical 

profile of tucatinib). (Review / preclinical papers; 2023). (Details on HER2 selectivity and 

minimal EGFR inhibition). PMC 

16. Articles / abstracts demonstrating tucatinib potentiation of HER2-directed ADCs 

(mechanistic preclinical work). AACR Journals 

 

Important reviews, guidelines & positioning papers 

17. Sirhan Z, et al. The efficacy of tucatinib-based therapeutic approaches: review (2022). 

Mil Med Res. 2022; (systematic review of tucatinib evidence and combinations). 

SpringerLink 

https://pubmed.ncbi.nlm.nih.gov/32461105/?utm_source=chatgpt.com
https://www.thelancet.com/journals/lanonc/article/PIIS1470-2045%2823%2900150-X/fulltext?utm_source=chatgpt.com
https://clinicaltrials.gov/study/NCT03043313?utm_source=chatgpt.com
https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-accelerated-approval-tucatinib-trastuzumab-colorectal-cancer?utm_source=chatgpt.com
https://pmc.ncbi.nlm.nih.gov/articles/PMC10676329/?utm_source=chatgpt.com
https://link.springer.com/article/10.1007/s40262-024-01412-0?utm_source=chatgpt.com
https://pmc.ncbi.nlm.nih.gov/articles/PMC10519189/?utm_source=chatgpt.com
https://aacrjournals.org/cancerres/article/81/4_Supplement/PS10-08/648154/Abstract-PS10-08-Tucatinib-potentiates-the?utm_source=chatgpt.com
https://mmrjournal.biomedcentral.com/articles/10.1186/s40779-022-00401-3?utm_source=chatgpt.com


18. Conte P, et al. Positioning of tucatinib in the clinical scenario — consensus paper (2024). 

(practical guidance on where tucatinib fits in HER2+ mBC sequence). ScienceDirect 

19. ESMO / ASCO guideline citations and ESMO scorecards summarizing tucatinib’s place in 

care. esmo.org 

 

Selected additional clinical/trial resources (useful NCT IDs) 

• NCT02614794 — HER2CLIMB (tucatinib vs placebo + trastuzumab + capecitabine). 

ClinicalTrials 

• NCT01983501 — tucatinib + T-DM1 (Phase 1b). ClinicalTrials 

• NCT03043313 — MOUNTAINEER (tucatinib combinations in HER2+ mCRC). ClinicalTrials 

• NCT03758339 — absorption/metabolism/excretion study (healthy volunteers; PK). 

MedPath 

• Ongoing/post-approval HER2CLIMB-04 and other trials (e.g., tucatinib + T-DXd 

combinations): see ClinicalTrials.gov and ASCO/ESMO abstracts. ResearchGate+1 

 

https://www.sciencedirect.com/science/article/pii/S0960977624000730?utm_source=chatgpt.com
https://www.esmo.org/guidelines/esmo-mcbs/esmo-mcbs-for-solid-tumours/esmo-mcbs-scorecards/scorecard-167-1?utm_source=chatgpt.com
https://clinicaltrials.gov/study/NCT02614794?utm_source=chatgpt.com
https://clinicaltrials.gov/study/NCT01983501?utm_source=chatgpt.com
https://clinicaltrials.gov/study/NCT03043313?utm_source=chatgpt.com
https://trial.medpath.com/clinical-trial/17f46c7a230c65db/nct03758339-phase-1-study-absorption-metabolism-excretion-tucatinib?utm_source=chatgpt.com
https://www.researchgate.net/publication/352078656_HER2CLIMB-04_Phase_2_open_label_trial_of_tucatinib_plus_trastuzumab_deruxtecan_in_patients_with_HER2_unresectable_locally_advanced_or_metastatic_breast_cancer_with_and_without_brain_metastases_trial_i?utm_source=chatgpt.com
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