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 Green+ Information leaflet: Dienogest for the treatment of endometriosis 

Licensed indication 

Dienogest is indicated for the treatment of endometriosis. This is a third line treatment for patients with 
endometriosis who have not responded to first line hormonal contraceptive treatment or second line 
GnRH analogues.  
 
Mechanism of action: Dienogest is a nortestosterone derivative with no androgenic but rather an 
antiandrogenic activity of approximately one third of that of cyproterone acetate. Dienogest has no 
significant androgenic, mineralocorticoid or glucocorticoid activity in vivo. 
 
Dienogest acts on endometriosis by reducing the endogenous production of oestradiol and thereby 
suppresses the trophic effects of oestradiol on both the eutopic and ectopic endometrium. When given 
continuously, dienogest leads to a hypoestrogenic, hypergestagenic endocrine environment causing initial 
decidualization of endometrial tissue followed by atrophy of endometriotic lesions. 

Formulary approved indication 

Dienogest is indicated for third line treatment of endometriosis 

Dosage and administration 

• The dosage of dienogest 2 mg is one tablet daily. 

• The tablet can be taken with or without food, preferably at the same time each day. 

• Treatment can be started on any day of the menstrual cycle. 

• The tablet must be taken continuously without regard to vaginal bleeding.  

• When a pack is finished the next one should be started without interruption. 

• In the event of one or more missed tablets, the patient should take one tablet as soon as possible, 
continue next day at the usual time. 

• A tablet not absorbed due to vomiting or diarrhoea should be replaced in the same way, if 
occurring within 3 -4 hours after tablet taking. 

• Any hormonal contraception needs to be stopped prior to initiation of dienogest. If contraception 
is required, non-hormonal methods of contraception should be used (e.g. barrier method). 

Dose modifications 

No dose modifications required 

Monitoring 

No routine biochemistry monitoring required. 
 
Patients who have a history of depression should be carefully observed and the drug should be 
discontinued if the depression recurs to a serious degree. 
 
Dienogest generally does not appear to affect blood pressure in normotensive women. However, if a 
sustained clinically significant hypertension develops during the use of dienogest, it is advisable to 
withdraw dienogest and treat the hypertension. 

Criteria for discontinuation 

•      An increase in frequency or severity of migraine during use of the medicinal product (which may 
be prodromal of a cerebrovascular event) may be a reason for immediate discontinuation. 

•      Immediately in the event of an ATE or VTE. 
•      To discontinue immediately with acute deterioration in liver function and recommenced when 

liver function returns to normal. 
 •     Any condition listed on the contra-indication section. 
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GP and specialist responsibilities 

Specialist: 

• Use a shared decision-making approach; discuss the benefits and risks of the treatment with the 
patient and/or their carer and provide the appropriate counselling to enable the patient to reach 
an informed decision. Obtain and document patient consent. Provide an appropriate patient 
information leaflet and ensure this is documented. 

• Discuss in context of other options available e.g. GnRH analogues. 

• Discuss that any hormonal contraception should be stopped prior to initiation of dienogest. If 
continuing contraception is required, non-hormonal methods should be used (e.g. barrier 
methods). 

• Advise women to contact their physician in case of mood changes and depressive symptoms, 
including shortly after initiating the treatment. 

• To initiate treatment and transfer to GP once dose/patient stable and efficacy has been 
assessed. 

• Communicate to the GP established regimen; follow up arrangements and when to refer back. 

• Communicate promptly with the GP when treatment is changed. 

• Ensure that clear backup arrangements exist for GPs to obtain advice and support. 

• Report adverse events to the MHRA (via Yellow Card). 
http://www.mhra.gov.uk/Safetyinformation/Reportingsafetyproblems/index.htm  

GP: 

• Continue to prescribe dienogest at the dose recommended by the specialist, from the agreed date. 

• Report to & seek advice from the specialist on any aspect of patient care of concern to the GP that 
may affect treatment. 

• Seek immediate specialist advice and refer back to specialist if the patient’s condition deteriorates. 

• Stop treatment on the advice of the specialist or immediately if an urgent need to stop treatment 
arises.  

Contraindications 

Dienogest should not be used in the presence of any of the conditions listed below, which are partially 
derived from information on other progesterone-only preparations. Should any of the conditions appear 
during the use of dienogest, treatment must be discontinued immediately. 

• Active venous thromboembolic disorder 

• Arterial and cardiovascular disease, past or present (e.g. myocardial infarction, cerebrovascular accident, 
ischemic heart disease) 

• Diabetes mellitus with vascular involvement 

• Presence or history of severe hepatic disease as long as liver function values have not returned to normal 

• Presence or history of liver tumours (benign or malignant) 

• known or suspected sex hormone-dependent malignancies 

• Undiagnosed vaginal bleeding 

• Hypersensitivity to the active substance or to any of the excipients 

Dienogest must not be administered to pregnant women because there is no need to treat endometriosis 
during pregnancy. 
 
For a comprehensive list consult the BNF or Summary of Product Characteristics. 
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Cautions 
For a comprehensive list consult the BNF or Summary of Product Characteristics. 

As dienogest is a progestogen-only preparation it can be assumed that the special warnings and 
precautions for use of progestogen-only preparations will apply, although not all of the warnings and 
precautions are based on respective findings in the clinical studies with dienogest.  
 
If any of the conditions/risk factors mentioned below is present or deteriorates, an individual risk-benefit 
analysis should be done before treatment with dienogest can be started or continued: 
- Serious uterine bleeding  
- Changes in bleeding pattern  
- Circulatory disorders  
- Tumours  
- Osteoporosis, Changes in bone mineral density (BMD) 
 
Diabetes (progestogens can decrease glucose tolerance—monitor patient closely); history of depression; 
history of ectopic pregnancy; history of gestational diabetes; patients at risk of osteoporosis; patients at 
risk of venous thromboembolism. 
 
Manufacturer advises to discontinue treatment during prolonged immobilisation. For elective surgery, 
treatment should be discontinued at least 4 weeks before surgery; treatment may be restarted 2 weeks 
after complete remobilisation. 

Duration of treatment 

• On the advice of the specialist 

 

Drug interactions 
Severe interactions as per BNF  
Apalutamide, carbamazepine, enzalutamide, fosphenytoin, mitotane, phenobarbital, phenytoin, 
primidone, rifampicin  
This information is not inclusive of all prescribing information, potential adverse effects and drug 
interactions. Please refer to full prescribing data in the Summary of Product Characteristics or the British 
National Formulary. 

Adverse effects 
For a comprehensive list consult the BNF or Summary of Product Characteristics 

Any serious adverse reactions should be reported to the MHRA via the Yellow Card scheme 
www.mhra.gov.uk/yellowcard 
 

Pharmaceutical aspects  

Safety: Dienogest is not indicated in children prior to menarche 
Special precautions for storage: Store in the original package in order to protect from light. 
 

Local arrangements for seeking specialist advice 

The following circumstances/ changes in the patient’s condition require discussion with the specialist 
team: 

• If pregnancy occurs or if the patient is planning to become pregnant or breastfeed. 

• If non-compliance is suspected or the patient fails to attend review appointments, and the primary 
care prescriber considers it no longer safe to continue prescribing.   

• The patient’s clinical condition deteriorates such that the primary care prescriber feels a 
dose/treatment change is required/ the patient no longer appears to be benefiting from therapy. 
 

http://www.mhra.gov.uk/yellowcard
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