
 

 
Ensure you are using the current version of this document.  Always download from the Clinical R&D Intranet page. 
This document is reviewed and updated in line with emerging evidence or local requirements at least every 2 years. 

R&D/TEM-86 Lay Summary  Template for Completed Research Projects Version No. 1.0 Effective: 20-07-2018 Page 1 of 2 

 

R&D/TEM-86 
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CCR No and 
Study Title: 
 

CCR3894: Randomised double-blind placebo controlled phase II trial of 
Tocovid SupraBio in combination with pentoxifylline (PTX) in patients 
suffering long-term adverse effects of radiotherapy for pelvic cancer 
(PPALM trial) 

CI and Sponsor 
names: 
 

CI: Alexandra Taylor 
Sponsor: The Royal Marsden NHS Foundation Trust 

Study opening 
date: 

25.11.2014 Study closing date: 20.12.2019 

Proposal and 
Objectives: 
 
 
 

Side effects are common after treatment with radiotherapy for tumours in 
the pelvis. They can affect the way the bowel and urinary system work as 
well as causing sexual difficulties, skin damage and bone problems. 
Problems in the bowel, bladder, sexual organs and skin mostly result from 
thickening of the tissues in response to radiotherapy, a process called 
“fibrosis”. Fibrosis often worsens over time.  

There has been progress in treating bowel symptoms which usually are 
the worst problem after radiotherapy. However, even after receiving the 
best possible treatments, while many patients are better, they are often 
not cured of all their difficult side effects.     

For some years, it has been hypothesised that if fibrosis could be treated 
then symptoms would improve. Recent research in laboratory animals has 
suggested that an effective treatment for radiationinduced fibrosis is 
combination therapy with a drug called Pentoxifylline together with a 
nutritional supplement containing gammatocotrienol (Tocovid SupraBio), 
a substance derived from palm oil. Both of these agents are simple to 
take and side effects are rare.     

This study recruited volunteers from a unique clinic at The Royal Marsden 
which has pioneered treatment for bowel problems after radiotherapy. All 
volunteers were patients who continued to have difficult radiotherapy-
related side effects despite receiving the best treatments available for 
their problems. Two out of every three volunteers who took part were 
randomly assigned to treatment with Pentoxifylline and Tocovid SupraBio, 
while one out of three received dummy pills. Neither the patients nor the 
staff assessing them knew which treatment they had been given. 
Volunteers took the active treatments or dummy tablets for a year and 
were assessed regularly while on treatment and for a year afterwards. 
The study aimed to show whether active treatment is more effective than 
dummy pills in improving the symptoms caused by radiation-induced 
fibrosis. 

Primary objective: To test the benefits of oral Tocovid SupraBio 
(tocotrienols) with pentoxifylline in patients suffering chronic 
gastrointestinal adverse effects following curative pelvic radiotherapy for 
cancer. All patients had undergone maximal medical therapy after 
gastroenterological assessment using The Royal Marsden Hospital 
algorithm for managing GI late effects. 
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Main Findings: The study showed no difference in bowel symptoms between patients 

receiving the active drugs of pentoxifylline combined with Tocovid 

SupraBio and those receiving the dummy treatment. However, there were 

changes in the blood levels of specific proteins (biomarkers) that suggest 

that the drugs had an anti-inflammatory and anti-fibrotic effect. It may be 

that to achieve clinical benefit, treatment needs to be started sooner after 

completion of radiotherapy, possibly at a higher dose, and continued for 

longer. 

Implications for 
practice/future 
research: 

 
This study has shown that some patients have ongoing severe bowel 
problems after pelvic radiotherapy. Interventions to improve this should be 
considered early in the pathway before fibrosis is fully established. 

Dissemination 
Plan: 

A manuscript is currently under preparation, and a lay summary of the 
findings will be sent to participants. 
 
 
 


