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South East London Integrated Medicines Optimisation Committee  
 Formulary recommendation 

 

 Reference: 169 

 Intervention: Pentoxifylline 400mg modified release (M/R) tablets for recurrent aphthous stomatitis 
(off-label) in adults 
(Pentoxifylline is a peripheral vasodilator with immunomodulatory effects) 

 Date of Decision: April 2026 

 Date of Issue: May 2026 

 Recommendation: RED – suitable for prescribing, supply and administration by hospital only (restricted to 
oral medicine specialists) 

Further Information • Recurrent aphthous stomatitis (RAS) is a non-contagious condition causing painful, 
recurring mouth ulcers usually on the inner lips, cheeks, or tongue. 

• Pentoxifylline 400mg modified release (M/R) tablet is accepted for use in South East 
London (SEL) for the management of recurrent aphthous stomatitis (RAS) in adults.  

• Initiation and prescribing of pentoxifylline in this setting is restricted to oral medicine 
specialists. 

• Treatment with pentoxifylline M/R is recommended as a third-line systemic option for the 
management of RAS, following failure or intolerance of: 

o topical therapies, including anaesthetics, analgesics, antimicrobial agents and 
corticosteroids and  

o at least three months of systemic colchicine 

• The use of pentoxifylline 400mg M/R tablets in this setting is off-label*. The off-label 
nature should be explained to the patient/carer and informed consent gained. 

• Pentoxifylline for RAS is usually initiated at 400mg twice a day with an option to increase 
dosing to three times daily if clinically appropriate based on efficacy, tolerability, and 
individual patient factors. 

• Prior to initiation, baseline blood pressure and blood monitoring will be carried out by the 
oral medicine specialists.  

• Blood pressure and blood monitoring should be repeated 3 months after initiation and at 
each follow up appointment with the specialist oral medicine team. See the Summary of 
Product Characteristic (SmPC) for further details. 

• Patients should be reviewed by the specialist oral medicine team within 3 months of 
starting pentoxifylline to assess efficacy, adherence, and adverse effects, then every 3 to 
6 months once treatment is established. 

• Treatment with pentoxifylline should be stopped if there is no significant reduction in 
frequency, duration, or severity of ulcer episodes after a reasonable trial period (typically 
12 weeks). 

 
*Pentoxifylline 400mg modified release tablets is licensed for peripheral vascular disease. 

Shared Care/ 
Transfer of 
care required: 

N/A  
 

Cost Impact for 
agreed 
patient group 

• It is estimated that approximately 22 patients per annum in SEL may be eligible for 
treatment with pentoxifylline M/R tablets for the management of RAS.  

• Assuming all patients are titrated to the maximum dose of 400mg three times a day, the 
estimated cost impact for SEL is ~ £5,119 per annum (~£244 per 100,000 population).  

Usage Monitoring & 
Impact Assessment 

Acute Trusts: 

• Monitor and audit usage as agreed and report back to the Committee (against this 
recommendation) upon request of the Committee 

SEL Borough Medicines Teams: 

• Monitor exception reports from GPs if inappropriate prescribing requests are made to 
primary care 

https://www.medicines.org.uk/emc/product/100292/smpc
https://www.medicines.org.uk/emc/product/100292/smpc
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NOTES:  
a) SEL IMOC recommendations and minutes are available publicly via the website. 
b) This SEL IMOC recommendation has been made on the cost effectiveness, patient outcome and safety 

data available at the time. The recommendation will be subject to review if new data becomes available, 
costs are higher than expected or new NICE guidelines or technology appraisals are issued. 

c) Not to be used for commercial or marketing purposes. Strictly for use within the NHS  
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