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xxxxxxxxxxxxxx, National Clinical Lead for the Cancer Drugs Fund

xxxxxxxxxxxxxxxx, National Clinical Director for Cancer at NHS England

Wednesday 18th March, 2020
Dear xxxxx and xxxxx
RE: Interim emergency approval of abiraterone for men with newly diagnosed metastatic hormone sensitive prostate cancer patients due to COVID-19
We have been canvassing opinions among uro-oncologists around therapy for men with newly diagnosed metastatic prostate cancer. There is a strong consensus that urgent consideration be given to the approval of upfront abiraterone for all men with this condition – in other words going beyond the current NICE Technology Appraisal for high risk disease. Our reasoning for this is set out below. Currently the only approved options are androgen deprivation alone or in combination with docetaxel. 
With the emerging crisis of COVID-19, we are all trying to think of ways to maintain optimal management for our cancer patients, whilst minimising risk. In this era, treatment with docetaxel may no longer be either practical or safe. Emergency approval of abiraterone would enable these men to receive effective treatment for their prostate cancer. 

Abiraterone has been under consideration by NICE since 2017 for the treatment of newly diagnosed high risk metastatic hormone-naïve prostate cancer following the results of LATITUDE 
 ADDIN EN.CITE 

1
 and STAMPEDE 
 ADDIN EN.CITE 

2
. In the meantime, abiraterone has been recently approved (13th January 2020) by the Scottish Medicines Consortium for treatment of newly diagnosed high risk metastatic hormone sensitive prostate cancer.  

Patients with newly diagnosed high risk metastatic hormone sensitive prostate cancer are likely to be in the ‘at-risk group’ for COVID-19. The need to reduce patient hospital visits and the risk of iatrogenic hospitalisation, means that treatment with docetaxel will be curtailed, which is currently our only available systemic therapy for this patient group. Docetaxel can cause immunosuppression and pneumonitis, potentially increasing susceptibility to COVID-19. Docetaxel has been shown to be effective when started within 12 weeks of commencing androgen deprivation therapy. Delaying the start of docetaxel beyond this time-point has unknown benefit and consequences 
 ADDIN EN.CITE 

3
. 

In addition, we know through the recent (pre-COVID-19) audit carried out by the British Association of Urology Surgeons (BAUS) that only 27% of men with newly diagnosed metastatic hormone sensitive prostate cancer receive docetaxel. This means that at present nearly ¾ of men with metastatic hormone sensitive prostate cancer do not receive therapy likely to lengthen their lives by several years and which will also approximately half their risk of symptomatic skeletal events and increase time to relapse by 40% (for docetaxel) or 70% (for abiraterone). Although the abiraterone licence is restricted to high risk prostate cancer, the STAMPEDE trial has shown the benefits apply equally to low risk newly diagnosed men as well
 ADDIN EN.CITE 

4
; these benefits have also been shown in STAMPEDE to apply to low and high risk men with docetaxel 
 ADDIN EN.CITE 

5
.  

The side effect profile of abiraterone is different to docetaxel, with no significant effects on immunosuppression or lung function. Also, as it is an oral medication, it requires less face-to-face hospital time with a consequent reduction in the risk of iatrogenic infection and release of NHS resources. The downstream reductions in prostate cancer relapse rates and skeletal events would reduce future footfall through the healthcare system at a time of likely unusually high demand. We have recently presented comparative quality of life data from men contemporaneously recruited to the STAMPEDE docetaxel and abiraterone comparisons showing persistent gains on QOL for abiraterone over docetaxel out to 2 years post randomisation 6. We have also analysed the cost effectiveness of abiraterone compared to androgen deprivation therapy alone and show that the ICER is likely within that usually considered cost effective at the probable (undisclosed) NHS price of abiraterone 7.  

In terms of efficacy, although there have been no randomised trials comparing the two drugs, the overall survival benefit presented using both these agents are similar1,2,3, with worldwide adoption of abiraterone in this patient group across all risk classifications, not just restricted to the (narrower) licence – see for example the NCCN Guidelines 2019 
 ADDIN EN.CITE 

8
.

In view of this unprecedented situation, in which use of docetaxel chemotherapy is now difficult or impossible, we would like you to consider urgently the interim availability of abiraterone for patients with newly diagnosed metastatic hormone sensitive prostate cancer. This would reduce pressure on hard pressed NHS services both in the short and longer term and simultaneously reduce risks to men from COVID-19 while improving overall cancer outcomes at a price that is likely to be within the NICE willingness to pay envelope.

If there are any questions, please do not hesitate to contact xxxxxxxxxxxxx (xxxxxxxxx@icr.ac.uk) or xxxxxxxxxxxxx (xxxxxxxxxxx@rmh.nhs.uk).

Yours sincerely,
xxxxxxxxxxxxx, Royal Marsden Hospital, London and xxxxxxxxxxxxxxxxx, Institute of Cancer Research and Royal Marsden Hospital, London
On behalf of:

xxxxxxxxxxxxxxxx University College Hospital, London and Chair of BUG

xxxxxxxxxxxxxxx, Medical Director, Royal Marsden Hospital, London

xxxxxxxxxxxx, Royal Marsden Hospital, London

xxxxxxxxxxxx, Royal Marsden Hospital, London

xxxxxxxxxxxxxx, Royal Marsden Hospital, London

xxxxxxxxxxxxxxx, Royal Devon and Exeter

xxxxxxxxxxxxx, Bristol Cancer Institute

xxxxxxxxxxxxxx, Edinburgh Cancer Centre

xxxxxxxxxxxxxx, Sheffield Teaching Hospitals NHS Foundation Trust

xxxxxxxxxxx, Dundee Cancer Centre

xxxxxxxxxxxxxxxxx, Beacon Centre, Taunton

xxxxxxxxxxxxxxxx, Leeds Teaching Hospitals

xxxxxxxxxxxx, Beatson West of Scotland Cancer Centre

xxxxxxxxxxxxxx, Barts Cancer Centre

xxxxxxxxxxx, Lancashire Teaching Hospital NHS Trust

xxxxxxxxxxxx, Taunton and Somerset Hospital

xxxxxxxxx, CRUK Manchester Institute

xxxxxxxxxxx, University College London Hospital

xxxxxxxxxxxxxxx, Guy’s and St Thomas’ Hospital

xxxxxxxxxxxxxx, Velindre Cancer Centre

xxxxxxxxxxxxxxxx, Mount Vernon Cancer Centre

xxxxxxxxxxxxxxx, Royal Marsden Hospital

xxxxxxxxxxxxx, Kent Oncology Centre

xxxxxxxxxxx, Guy’s and St Thomas’ Hospital

xxxxxxxxx, Weston Park Cancer Centre

xxxxxxxxxx, CCO Musgrove Park Hospital, Taunton

xxxxxxxxxxxxx, Royal Marsden Hospital

xxxxxxxxxxxxx, Maidstone and Tunbridge Wells 

xxxxxxxxxxxxxxxx, Edinburgh Cancer Centre

xxxxxxxxxxxxxx, Kent Oncology Centre and Darent Valley Hospital

xxxxxxxxxxxxxxxxxxx, Hillingdon and Mount Vernon Hospitals

xxxxxxxxxxxxxxxxx, Royal United Hospital Bath

xxxxxxxxxxxxxxxx, North Middlesex University Hospital

xxxxxxxxxxxxxxxxx, The Christie NHS Foundation Trust

xxxxxxxxxxxxxx, East Sussex Hospitals Trust

xxxxxxxxxxxx, University College London Hospital

xxxxxxxxxxxxxxxxxxxxx, Royal Cornwall Hospital NHS Trust

xxxxxxxxxxxxxxxx, Guy’s and St Thomas’ Hospital

xxxxxxxxxxxxx, Mount Vernon Cancer Centre

xxxxxxxxxxx, Northern Ireland Cancer Centre

xxxxxxxxxxx, Torbay and South Devon NHS Foundation Trust 

xxxxxxxxxxxxxxx, James Cook University Hospital

xxxxxxxxxxxxxxx, Poole Hospital

xxxxxxxxxxxx, Royal Marsden Hospital 

xxxxxxxxxxxx, Beatson West of Scotland Cancer Centre

xxxxxxxxxxxxx, Guy’s and St Thomas’ Hospital 

xxxxxxxxxxxx, Royal Marsden Hospital

xxxxxxxxxxx, Royal Devon and Exeter Foundation Trust Hospital

xxxxxxxxxxxxxxxxx, The Christie NHS Foundation Trust

xxxxxxxxxxxx, Queen’s University Belfast

xxxxxxxxxxxxxxxx, Aberdeen Royal Infirmary

xxxxxxxxxxx, The Christie NHS Foundation Trust

xxxxxxxxxxxxxxxxxxx, Royal Marsden Hospital

xxxxxxxxxxxxxx, Lancashire Teaching Hospitals

xxxxxxxxxxxxxxx, Brighton and Sussex University Hospitals NHS Trust

xxxxxxxxxxxxxxxx, University College London Hospital

xxxxxxxxxxxx, University College London Hospital

xxxxxxxxxxxxxx, Velindre Cancer Centre

xxxxxxxxxxxxxx, Cancer Research Wales, Cardiff

xxxxxxxxxxxxxxxxx, Brighton and Sussex University Hospitals NHS Trust

xxxxxxxxxxxxxxxxx, Beatson West of Scotland Cancer Centre

xxxxxxxxxxxxxx, Edinburgh Cancer Centre

xxxxxxxxxxxxx, Royal Cornwall Hospital

xxxxxxxxxxxxxxxxxx, East Suffolk and North Essex NHS Foundation Trust

xxxxxxxxxxxxxxx, Leeds Teaching Hospitals

xxxxxxxxxxxx, Clatterbridge Cancer Centre

xxxxxxxxxxxxxx, University Hospitals Birmingham

xxxxxxxxxxxxxxxx, Wales Cancer Research, Swansea

xxxxxxxxxxxx, Bristol Haematology and Oncology Centre

xxxxxxxxxxxxxxxx, Northern Centre for Cancer Care

xxxxxxxxxxxxxxxxxxxx, Mount Vernon Cancer Centre

xxxxxxxxxxxxxx, Royal Berkshire Hospital

xxxxxxxxxxxx, Bristol Haematology and Oncology Centre

xxxxxxxxxxxxx, Peterborough City Hospital

xxxxxxxxxxxxxxxxxxx, Clatterbridge Cancer Centre

xxxxxxxxxxxx, Royal Surrey County Hospital

xxxxxxxxx Royal Surrey County Hospital

xxxxxxxxxxxxx, Royal Surrey County Hospital

xxxxxxxxxxxxxxxxxxxxx, Royal Surrey County Hospital

xxxxxxxxxxxxxx, Oxford University Hospitals

xxxxxxxxxxx, Royal Surrey County Hospital

xxxxxxxxxxxxxxx, University Hospital Bristol

xxxxxxxxxxxxxx, Queen Alexandra Hospital, Portsmouth
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