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Summary of the risk management plan (RMP) for 
Tadalafil Mylan (tadalafil) 
 

This is a summary of the risk management plan (RMP) for Tadalafil Mylan, which details the measures 
to be taken in order to ensure that Tadalafil Mylan is used as safely as possible. For more information 
on RMP summaries, see here. 

This RMP summary should be read in conjunction with the EPAR summary and the product information 
for Tadalafil Mylan, which can be found on Tadalafil Mylan’s EPAR page. 

Overview of disease epidemiology 

Tadalafil Mylan (tadalafil) is a medicine used to treat men with erectile dysfunction (sometimes called 
impotence), which is the inability to achieve or maintain an erection sufficient for satisfactory sexual 
activity. Tadalafil Mylan can also be used in men to treat benign prostatic hyperplasia (enlarged 
prostate gland that is not cancerous). 

There are various long-term disorders associated with erectile dysfunction such as depression, 
diabetes, heart disease and neurological diseases, obesity, smoking, alcohol abuse, and inactive 
lifestyle. The frequency and severity of erectile dysfunction increase with age, varying from 7% among 
men aged 18 to 29 years of age, to 53% among men aged 70 to 80 years of age.  

Benign prostatic hyperplasia is a common condition with advancing age; it results in enlargement of 
the prostate, which may restrict the flow of urine from the bladder. The prevalence of benign prostatic 
hyperplasia increases with age, and symptomatic benign prostatic hyperplasia is present in 
approximately 26% of men aged 51 to 60, 33% of men aged 61 to 70, 41% of men aged 71 to 80, 
and 46% of men aged 81 and older.  

Summary of treatment benefits 

For the treatment of erectile dysfunction, tadalafil has been investigated in six main studies involving 
1,328 patients, in which the medicine was taken ‘on demand’ before sexual activity, and in 3 other 
studies involving 853 patients in which tadalafil was taken once a day. In all studies, the effects of 
tadalafil were compared with those of placebo (a dummy treatment), and the main measure of 
effectiveness was the ability to get and maintain an erection. 

Tadalafil was found to be significantly more effective than placebo at treating erectile dysfunction. 
Overall, in the studies of general populations, 81% of patients reported that tadalafil ‘on demand’ 
improved their erections as compared to 35% of those taking placebo. Patients taking tadalafil once a 
day at doses of 2.5 or 5 mg also reported improved erections compared with those taking placebo. 

For the treatment of benign prostatic hyperplasia, tadalafil was studied in 4 studies in over 1,500 
patients. Tadalafil given at a dose of 5 mg was more effective than placebo, with the results showing a 
significant improvement in symptoms after 12 weeks.  
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Unknowns relating to treatment benefits 

Data in patients over 65 years of age receiving tadalafil in clinical studies, either for the treatment of 
erectile dysfunction or the treatment of benign prostatic hyperplasia, are limited. There are also no 
available data about the administration of tadalafil doses higher than 10 mg to patients with liver 
impairment.  

Summary of safety concerns 

Important identified risks 

Risk What is known Preventability 

Prolonged and 
painful erection 
(priapism) 

In rare cases, the use of tadalafil may 
lead to a prolonged (lasting 4 hours or 
more) and possibly painful erection 
(priapism), particularly in patients who 
have an anatomical deformation of the 
penis or other conditions such as 
abnormality of the red blood cells (sickle 
cell anaemia), cancer of the bone 
marrow (multiple myeloma) or cancer of 
the white blood cells (leukaemia). 

Patient should inform their doctor if they 
have any blood disorders, cancer of the 
bone marrow or cancer of the blood 
cells. The product should be used with 
caution by these patients. 

Low blood 
pressure 

(hypotension / 
increased 
hypotensive 
effect) 

The use of tadalafil may uncommonly 
lead to low blood pressure. This is more 
common in patients who are taking 
nitrates, as tadalafil increases the 
hypotensive (blood pressure-lowering) 
effect of these medicines. Tadalafil also 
potentiates the effect of medicines used 
to treat high blood pressure (anti-
hypertensives), leading to an increased 
reduction in blood pressure (increased 
hypotensive effect). 

Patients should inform their doctor if 
they are taking any form of nitrate 
medicines, as tadalafil should not be 
used by patients who are on these 
medications.  

Patients should also inform their doctor 
or pharmacist if they are taking any 
medications used to treat high blood 
pressure. A possible dose adjustment of 
these medicines may be required.  

 

Important potential risks 

Risk What is known  

Non-arteritic anterior 
ischaemic optic 
neuropathy (NAION) 

 

The use of tadalafil may lead in rare cases to loss of vision in one eye (a 
condition called NAION, or ‘stroke of the eye’). 

Patients should not take tadalafil if they have ever experienced loss of vision 
in one eye, regardless of whether this was experienced whilst taking tadalafil 
or medicines of the same family, or not. 

Sudden hearing loss In rare cases, the use of tadalafil may lead to sudden hearing loss. 

Patients should contact their doctor immediately if they experience sudden 
decrease or loss of hearing while taking tadalafil. 
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Missing information 

Risk What is known  

Use in older patients 
(≥65 years) 

Data in patients over 65 years of age receiving tadalafil in clinical studies, 
either for the treatment of erectile dysfunction or the treatment of benign 
prostatic hyperplasia, are limited. 

Tadalafil should be used with caution in patients over 65 years of age due to 
the limited data in this age group. 

Summary of risk minimisation measures by safety concern 

All medicines have a summary of product characteristics (SmPC) which provides physicians, 
pharmacists and other healthcare professionals with details on how to use the medicine, and also 
describes the risks and recommendations for minimising them. Information for patients is available in 
lay language in the package leaflet. The measures listed in these documents are known as ‘routine risk 
minimisation measures’. 

The SmPC and the package leaflet are part of the medicine’s product information. The product 
information for Tadalafil Mylan can be found on Tadalafil Mylan’s EPAR page. 

This medicine has no additional risk minimisation measures. 

Planned post-authorisation development plan 

Not applicable. 

Summary of changes to the risk management plan over time 

Not applicable. 

 

This summary was last updated in 10-2014. 
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