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Fulvestrant Therapy 
 
INDICATIONS FOR USE: 
 
INDICATION 

 
ICD10 

Regimen 
Code 

HSE approved 
reimbursement 
status* 

Treatment of postmenopausal women with oestrogen receptor positive, 
locally advanced or metastatic breast cancer for disease relapse on or after 
adjuvant anti-oestrogen therapy. 

C50 
 

00361a 
 

N/A 

Treatment of postmenopausal women with oestrogen receptor positive, 
locally advanced or metastatic breast cancer for disease progression on or 
after adjuvant anti-oestrogen therapy. 

C50 
 

00361b 
 

N/A 

 * This applies to post 2012 indications  

 
 

TREATMENT: 
The starting dose of the drugs detailed below may be adjusted downward by the prescribing clinician, using their 
independent medical judgement, to consider each patients individual clinical circumstances. 

 
Fulvestrant is administered on day 1 and day 15 for cycle 1 and then on day 1 of a 28 day cycle for all 
subsequent cycles until disease progression or unacceptable toxicity occurs. 

 
 

Day Drug Dose Route Diluent & Rate Cycle 

1, 15 Fulvestrant 500 mg IM N/A 1 

1 Fulvestrant 500 mg IM N/A Continuous 
Administered as two consecutive 5 ml injections by slow intramuscular injection (1-2 minutes/injection), one in each buttock (gluteal 
area). 

 

ELIGIBILITY: 
 Indications as above 

    ECOG performance status 0-2 
 

CAUTIONS: 
 Caution should be taken while administering fulvestrant at the dorsogluteal injection site 

- site related events including sciatica, neuralgia, neuropathic pain, and peripheral 
neuropathy have been reported 

 Severe renal impairment 

 Mild to moderate hepatic impairment 

EXCLUSIONS: 
 Hypersensitivity to fulvestrant or any of the excipients 

 Severe hepatic impairment 

 Pregnancy  

 Breastfeeding 
 

 

http://www.hse.ie/eng/Disclaimer
http://www.hse.ie/NCCPchemoprotocols
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PRESCRIPTIVE AUTHORITY: 
The treatment plan must be initiated by a Consultant Medical Oncologist  

 

TESTS: 
Baseline tests:   

 FBC, renal and liver profile 
 
Regular tests:  

 Liver profile as clinically indicated 
 
 
 

Disease monitoring: 
Disease monitoring should be in line with the patient’s treatment plan and any other test/s as directed by 
the supervising Consultant. 

 

DOSE MODIFICATIONS: 

 Any dose modification should be discussed with a Consultant. 

 
Renal and Hepatic Impairment: 
 
Table 1: Dose modification of fulvestrant in renal and hepatic impairment 

Renal Impairment Hepatic Impairment 

CrCl ≥ 30mL/min: no dose adjustment is needed 
 
CrCl < 30 mL/min: no need for dose adjustment is expected 
 
Haemodialysis: no need for dose adjustment is expected 
 

Child-Pugh A: no dose adjustment 
 
Child-Pugh B: 50% of the original dose (250mg) 
 
Child-Pugh C: not recommended due to risk of 
hepatotoxicity 
 

Recommendations for Fulvestrant as per Giraud et al 2023 

 

 

SUPPORTIVE CARE: 

EMETOGENIC POTENTIAL:  

 As outlined in NCCP Classification Document for Systemic AntiCancer Therapy (SACT) Induced Nausea and Vomiting 
Available on the NCCP website   
 

Fulvestrant: Minimal (Refer to local policy). 
 
 
For information: 
Within NCIS regimens, antiemetics have been standardised by the Medical Oncologists and Haemato-oncologists and 
information is available in the following documents: 

 NCCP Supportive Care Antiemetic Medicines for Inclusion in NCIS (Medical Oncology) - Available on the NCCP website  

 NCCP Supportive Care Antiemetic Medicines for Inclusion in NCIS (Haemato-oncology) - Available on the NCCP website  

 

http://www.hse.ie/eng/Disclaimer
http://www.hse.ie/NCCPchemoprotocols
https://www.hse.ie/eng/services/list/5/cancer/profinfo/chemoprotocols/nccp-classification-document-for-systemic-anti-cancer-therapy-sact-induced-nausea-and-vomiting.pdf
https://www.hse.ie/eng/services/list/5/cancer/profinfo/chemoprotocols/antiemetic-medicines-for-inclusion-in-ncis-medical-oncology-.pdf
https://www.hse.ie/eng/services/list/5/cancer/profinfo/chemoprotocols/antiemetic-medicines-for-inclusion-in-ncis-haemato-oncology-.pdf
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PREMEDICATIONS: None usually required. 
 

OTHER SUPPORTIVE CARE: No specific recommendations 

 
 
ADVERSE EFFECTS: 
 Please refer to the relevant Summary of Product Characteristics (SmPC) for details. 

 
REGIMEN SPECIFIC COMPLICATIONS: 
 Due to the intramuscular route of administration, fulvestrant should be used with caution if treating 

patients with bleeding diatheses, thrombocytopenia or those taking anticoagulant treatment. 
 

 

DRUG INTERACTIONS: 
 Current SmPC and drug interaction databases should be consulted for information. 
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https://assets.hpra.ie/products/Human/29864/Licence_PA1986-011-001_22072025121652.pdf
https://assets.hpra.ie/products/Human/29864/Licence_PA1986-011-001_22072025121652.pdf


 
NCCP National SACT Regimen  

 

NCCP Regimen: Fulvestrant Therapy 
Published: 11/11/2016   
Review:  20/01/2031 

Version number: 4 

Tumour Group: Breast 
NCCP Regimen Code: 00361 

ISMO Contributor:  Prof Maccon Keane 
 

Page 4 of 4 

The information contained in this document is a statement of consensus of NCCP and ISMO or IHS professionals regarding their views of currently accepted 

approaches to treatment. Any clinician seeking to apply or consult these documents is expected to use independent medical judgement in the context of 
individual clinical circumstances to determine any patient's care or treatment. Use of these documents is the responsibly of the prescribing clinician. and is 

subject to HSE’s terms of use available at http://www.hse.ie/eng/Disclaimer 

This information is valid only on the day of printing, for any updates please check www.hse.ie/NCCPSACTregimens 

 

2 26/11/2018 Updated to new NCCP format.   Prof Maccon Keane 

3 9/12/2020 
Reviewed. 
Updated exclusions section. 

Prof Maccon Keane 

4 20/01/2026 

Reviewed. Cycle 1 treatment days 
amended to D1 D15. Added cautions 
section. Renal and Hepatic dose 
modifications table updated in line 
with Giraud et al 2023. 
Updated as per NCCP 
standardisation 

Prof Maccon Keane 

 

Comments and feedback welcome at oncologydrugs@cancercontrol.ie. 
 
 

 

http://www.hse.ie/eng/Disclaimer
http://www.hse.ie/NCCPchemoprotocols
mailto:oncologydrugs@cancercontrol.ie

