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1. What is Relugolix (Orgovyx®)? 

Relugolix (Orgovyx) is a non-peptide GnRH receptor antagonist that competitively binds to 
GnRH receptors in the anterior pituitary gland preventing the secretion of luteinizing 
hormone (LH) and follicle-stimulating hormone (FSH). Consequently, the production of 
testosterone from the testes is reduced. 

Clinical trial evidence suggest that relugolix is superior to other androgen deprivation therapy 
(e.g. leuprolide)  at reducing testosterone to levels that stop cancer growth in the long term, 
and reduces the risk of serious cardiovascular events. An indirect treatment comparison 
suggests that relugolix works as well as other ADTs, but this is uncertain. 

 

2. Indication: for treating hormone-sensitive prostate cancer in adults 
 

3. Formulary and Pathway Group (FPG) approval 

NEL Formulary status Amber, specialist initiated 

Date approved Oct 2024 

 

4. National approval e.g. NICE 

 

NICE TA995 has approved its use for treating hormone-sensitive prostate cancer in adults: 

• with advanced hormone-sensitive prostate cancer 

• alongside radiotherapy for high-risk localised or locally advanced hormonesensitive 
prostate cancer 

• as neoadjuvant treatment before radiotherapy for high-risk localised or locally 
advanced hormone-sensitive prostate cancer. 

Relugolix (Orgovyx®) is a non-peptide GnRH receptor antagonist that competitively binds 
to GnRH receptors in the anterior pituitary gland preventing the secretion of luteinising 
hormone (LH) and follicle-stimulating hormone (FSH). Consequently, the production of 
testosterone from the testes is reduced. 

Clinical trial evidence suggest that relugolix is superior to other androgen deprivation 
therapy (e.g. leuprolide) at reducing testosterone to levels that stop cancer growth in the 
long term, and reduces the risk of serious cardiovascular events. An indirect treatment 
comparison suggests that relugolix works as well as other ADTs, but this is uncertain. 

 

NICE TA995 has approved its use for treating hormone-sensitive prostate cancer in adults: 

• with advanced hormone-sensitive prostate cancer 

• alongside radiotherapy for high-risk localised or locally advanced hormone 
sensitive prostate cancer 

• as neoadjuvant treatment before radiotherapy for high-risk localised or locally 
advanced hormone-sensitive prostate cancer. 

For full information refer to Summary of Product Characteristics for relugolix (Orgovyx). 

 

https://www.ema.europa.eu/en/medicines/human/EPAR/orgovyx
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For full information refer to Summary of Product Characteristics for relugolix (Orgovyx). 

 

 

5. Prescribing and Supply Information 

Dose 120mg once daily 

Duration Lifelong – unless switched by oncologist due to disease progression. 

Supply 
Following specialist initiation, 1 month supply issued from hospital.  

Then, ongoing supply to be issued from GP on repeat prescription.  

Renal 

impairment 

No dose adjustment in patients with mild or moderate renal impairment is 

required. 

Hepatic 

impairment 

No dose adjustment in patients with mild or moderate hepatic impairment 

is required. 

Monitoring 

 

All monitoring will be done by urology team via automated remote 

monitoring system (RMS). Patients will be reviewed in clinic every 4 

months to check PSA, re-imaging (frequency will depend on patient and 

disease-specific state). 

 

No active monitoring required from GP. 

Criteria for 

referral back to 

Parent Team 

• Progression to CKD stage 5 

• Incidental finding of QTc prolongation 

• Initiation of antipsychotics or methadone due to risk of QTC 

prolongation. 

Interactions 

Subject to interactions with P-glycoprotein (P-gp) inhibitors and strong 

CYP3A4 inducers 

Common P-glycoprotein (P-gp) 

inhibitors 

Strong CYP3A4 inducers 

Amiodarone Carbamazepine 

Azithromycin Phenytoin 

Carvedilol Rifampicin 

Clarithromycin  

Erythromycin  

Ketoconazole (oral)  

Itraconazole  

Quinine  

Ranolazine  

Verapamil  

This list is not exhaustive – please check the latest BNF and SPC for the 

https://accord-products-production.s3.eu-west-2.amazonaws.com/files/uk-orgovyx-smpc-120mg-filmcoated-tab-v9.0-20241002.pdf?X-Amz-Content-Sha256=UNSIGNED-PAYLOAD&X-Amz-Security-Token=IQoJb3JpZ2luX2VjEKD%2F%2F%2F%2F%2F%2F%2F%2F%2F%2FwEaCWV1LXdlc3QtMiJHMEUCIQDbFj9IRob7OUx3pczjLoWHs90KYydRLAUE1tMwdwfr%2BwIgAqOBgfS2LCwQV9q%2FYFK9viq5GiK3m02WV4CYmKlGI0gq9QMISRAAGgwwNzE4ODI0NjQ5NTMiDCSvqxN3DzTZUkyp7yrSAx6k68jO9uw8Iy3lEIU1Xk9UkOVKbZnjcR9%2BD4QgEsoe7YqFnBypn9C59%2FtgYBo996vUabuYiEGnLnwv22COhnB3Y4J363Y10wNUSBzogpE83TegqN114LGGlRCIAIM%2Bbb7XZ9ABN4EjIxqCocSsTGAZDtZpVPxGdlAQxgXnQhhDujwShccHCkJdcFQZ0GcI7azRSFBQLCLJCJW7hwVbwTKx8plRbHveLgt1mw3BHDMtWcsZ5SxeCnO%2BEifN5421QxKYJLvgY%2FYdd5PTt8fifnrEtKzqPWBMoOTycK1Iw%2Bi0QUUwMW3ghr63U5OAai%2BzjotF0EdiWPyrkksAlOmK4z4OxBTgiQiWoUeg%2Fir%2FC2Y6u6%2FZ8F1Gc0ITO8BVhM%2BGFamCKghMtHRsz6QbS3uuwTYbthDIHKdq%2B%2Ffoa%2Bti0DmEr9pn6o6NonE6ko5OlCsbayFJ1O7cd8cOJGQZF0JLluwf1CuupndhaJePCqnidzYb0pXroHFiMoTSn3i8MDreUCLitENRXWoWE24AvjrK9TaGRpmb3iuziVIxZrrBeB9oSLxpdZpSdkMQgLCK4pYswoFyByRKwtb%2FiwJfWly6lIWsp8OSEWJ2%2Ba2NOaisP%2F%2BHdRwwjvqcugY6pQF21gyf%2BKtHWt9OJPJLObjb0xOXSp1P6ggd1jNRrrrMZUIjYObaZav2e02wZDMWopMKElr%2Fh8pXREKeBuvQ4B7cwutqlmFk4waqUZXWZscRsu42QpUzLi1otSeXsDgfr9lxd9DEmTE9mOzmy9N9WprgYqND948JDkx3o1pTg6cSPAoak9mmjM6Zof8nnpXHuQRyVfCLtn9OJI1reLELWiUHwqlbCMg%3D&X-Amz-Algorithm=AWS4-HMAC-SHA256&X-Amz-Credential=ASIARBPEHL247CB3IK2I%2F20241127%2Feu-west-2%2Fs3%2Faws4_request&X-Amz-Date=20241127T154232Z&X-Amz-SignedHeaders=host&X-Amz-Expires=300&X-Amz-Signature=78051421028b85492e8c8d71d91af4c40b574992959b300e8912623658bbb3ea


    
 

3 
 

most up-to-date information. 

If no alternatives to the above drugs can be used please refer patient 

back to parent urology team. 

 

6. Prescribing Support 

Referrals and enquiries sent via email are to be answered within 5 working days of receipt.  

Team Email Address 

Barts Health 

Whipps Cross/Royal London Prostate Team urology.prostate@nhs.net  

St Bartholemew’s Oncology Team bartshealth.guonccns@nhs.net  

Homerton  

CNS Team huh-tr.urologyspecialistnurses.nhs.uk  

Secretaries huh-tr.urologymedsec@nhs.net  

Barking, Havering and Redbridge University Hospitals 

Helen Killen, Urology Consultant helen.killen@nhs.net 

Maria Martinou, Urology Consultant maria.martinou@nhs.net 

Andrew Bartlett, Urology Consultant  andrew.bartlett2@nhs.net 

Urology CNS bhrut.urologycns@nhs.net 
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