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The use of PDE-5s for indications other than Erectile Dysfunction.   

Oral phosphodiesterase-5 inhibitors (sildenafil and 
tadalafil are included on the Dorset formulary) for a 
number of licensed indications but are also used for 
some off-label indications.  This “In Focus” document 
includes information on indications for use excluding 
erectile dysfunction.   
 
Neuroprotection following prostatectomy 
Consultants locally have been making various 
recommendations for a PDE-5 inhibitor following 
surgery. These recommendations are often for regular 
use of tadalafil or sildenafil.  For further information 
see the Specialist Pharmacy Service article: “What is 
the rationale and evidence for the use of 
phosphodiesterase-5 inhibitors as supportive therapy 
to rehabilitate Erectile Function after nerve sparing 
radical prostatectomy?” 
 

This was updated in November 2016 and suggests 
that on-demand sildenafil is as evidence-based as 
alternative treatment options studied.  This would 
also be consistent with the licensed indication and 
first line choice on the Dorset Formulary. 
 
 

Benign Prostatic Hyperplasia (BPH) 
Tadalafil 5mg is licensed for benign prostatic 
hyperplasia but is not included on the Dorset 
formulary as the NICE technology appraisal of 
tadalafil for the treatment of symptoms associated 
with benign prostatic hyperplasia was terminated 
with no recommendation as the manufacturer did not 
undertake an evidence submission.  
 

The NICE evidence summary on lower urinary tract 
symptoms secondary to benign prostatic hyperplasia: 
tadalafil stated that there is evidence of marginal 
clinical effectiveness alongside one-year data on 
tolerability. The lack of studies comparing tadalafil 
alone with an active comparator further limits the 
usefulness of these data. The acquisition cost of 
tadalafil is also higher than other treatment options”.  

The use of the 2.5mg and 5mg tadalafil daily 
doses are included in the NHS England 
consultation of items which should not be 
routinely prescribed in primary care.   
 
Digital Ulceration 
Locally, Trusts look after a small number of 
patients who use sildenafil for “off-label” use for 
secondary severe Raynaud’s phenomena 
associated with systemic sclerosis/ scleroderma.  
 

Treatment must be initiated and monitored by a 
specialist experienced in the diagnosis and 
treatment of Raynaud’s disease in accordance 
with national and international best practice, 
when the following criteria apply:  

 Patient has severe Raynaud’s causing digital 
ischaemia & ulceration  

 Patient is following lifestyle management 
(proper body insulation, avoidance of cold 
exposure, smoking cessation support, 
avoidance of sympathomimetic drugs); and  

 Patient has persisting severe symptoms 
despite standard treatment with calcium 
channel blockers, ACE inhibitors and 
fluoxetine (unless contraindicated or not 
tolerated)  

The dosage of sildenafil used for this indication 
is 25 – 50mg three times daily according to 
response.  This treatment is usually offered 
prior to the use of iloprost.   
 

Use in this indication is categorised as “amber 
with shared care” on the Dorset formulary. 
 
To access the Shared Care Guideline for 
sildenafil for the management of secondary 
Reynauds phenomenon associated with 
systemic sclerosis, click here.  
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