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Tim Irish
Vice Chair
National Institute for Health and Clinical Excellence
27 July 2020
Dear Mr Irish
RE: NICE Abiraterone appraisal decision – response to initial scrutiny of appeal letter sent on behalf of the British Uro-Oncology Group (BUG)
Thank you for your recent letter and initial appraisal.  Clearly the group is content with the points raised and considered valid appeals. We should like to ask you to reconsider the rejected points which I shall deal with in the order raised in your letter. 
However, I should first like to take issue with the “new information” objection used to reject points 2, 8, 9 and 10. The STAMPEDE and LATITUDE trials were published together in 2017 and the initial assessment carried out in the same year. I gave evidence to that assessment and have not been asked to provide further input to the Committee. Clearly in that time much new information of high relevance to the assessment has become available which BUG strongly believes would and should influence the outcome. Given the very prolonged duration of this appraisal, which has already deprived many thousand men of an effective life prolonging and enhancing therapy, it seems doubly punitive to now refuse to assess highly relevant information that could have been available to the Committee had they asked for further evidence in the more recent meetings. To have not done this seems to not be due process. I should therefore like to contest that all the evidence ruled out on this basis (Points 2, 8, 9 and 10) has been done in an unreasonable manner with respect to Ground 1(a). 
With particular reference to Point 10, the quality of life data, I should like to further object as quality of life data from large scale clinical trials is rarely as comprehensive as presented within STAMPEDE. As the assessment hinges on the relative merits of docetaxel and abiraterone, excluding these data is particularly harmful to older patients who will be relatively more likely to have severe side effects and quality of life impairment with chemotherapy. The STAMPEDE data are particularly relevant in this context as the patients were directly randomised between these two therapies. To exclude these highly informative data is thus particularly unfair and also discriminatory against older patients. 

Point 11 – COVID-19

The appeal letter refers to the pandemic as a “limited event”. I would refer the Committee to the recent statements to the Health Select Committee by xxxxxxxxxxxxxxxx, a member of SAGE and Wellcome Trust Director (see www.bbc.news.com/news/uk-53488142) who states that we will be dealing with the virus “for many years to come”. As the Committee will be aware, both doctors and patients were keen to avoid docetaxel from the onset of the pandemic, resulting in the urgent, but temporary approval of abiraterone, apalutamide and enzalutamide in Wales and enzalutamide and abiraterone in England. Again, as many men with prostate cancer are older and require shielding, not providing abiraterone in the era of endemic COVID-19 (which is where we now are), can be viewed as age discrimination. In addition, prostate cancer is roughly twice as common and twice as lethal in man of African origin. The Committee will be well aware of the large excess death rate from COVID-19 in BAME groups, including African origin men. This failure to account for COVID-19 can thus be viewed as doubly discriminatory on ethnic grounds as well as age grounds in this group. I attach a letter I wrote on behalf of BUG early in the pandemic requesting urgent access to abiraterone and the reasons are described in detail.  
In conclusion, we as stated in the original letter, we believe on current evidence that abiraterone is a superior treatment to docetaxel on a range of criteria including failure free and overall survival as well as quality of life. It is more easily deliverable and more suitable in the setting of endemic COVID-19 that we are now having to deal with. On behalf of the British Uro-Oncology Group, we again urge NICE to reconsider its opinion and, in particular, the appeal grounds that have been provisionally rejected. 

Yours sincerely,
xxxxxxxxxxxxxxxxx
STAMPEDE Trial Chief Investigator

On behalf of the British Uro-Oncology Group (List of consultees appended)
British Uro-oncology Group (BUG) Pro-actively Endorses this Appeal
xxxxxxxxxxxxxxxxxxxxx
Consultant Clinical Oncologist, UCLH & Chair of British Uro-oncology Group (BUG)

& on behalf of the BUG Executive Committee & the BUG Membership
Individual BUG Members Endorsing the Letter of Appeal Include:
xxxxxxxxxxxxxxxxxxxxx
Consultant Oncologist & Clinical Lead for Oncology & Haematology, Royal United Hospital Bath

xxxxxxxxx
Consultant Clinical Oncologist, Bristol Haematology & Oncology Centre & Weston General Hospital 

xxxxxxxxxxxxxx
Consultant & Honorary Senior Lecturer, Rosemere Cancer Centre, Royal Preston Hospital

xxxxxxxxxxxxxxxx
Consultant Clinical Oncologist, St James's Institute of Oncology, Leeds

xxxxxxxxxxxxxxxx
Consultant Clinical Oncologist, Poole Hospital NHS Foundation Trust 

xxxxxxxxxxxxxxxxxx
Professor of Medical Oncology, Weston Park Hospital, Sheffield

xxxxxxxxxxxxxxxxxx
Consultant Clinical Oncologist, Kent Oncology Centre

xxxxxxxxxxxx
Consultant in Medical Oncology, Honorary Clinical Senior Lecturer, NRS Research Fellow, Beatson West of Scotland Cancer Centre

xxxxxxxxxxxxx
Consultant Clinical Oncologist, University Hospitals Bristol
xxxxxxxxxxxxx
Consultant Clinical Oncologist & Guy's Cancer Academy Education and Training Lead, Guy's & St. Thomas' NHS Foundation Trust, London

xxxxxxxxxxxx
Clinical Reader in Clinical Oncology, Patrick G Johnston Centre for Cancer Research, Queen's University Belfast, Honorary Consultant Clinical Oncologist, The Northern Ireland Cancer Centre 
Belfast City Hospital

xxxxxxxxxxxxxxxxx
Senior Lecturer & Honorary Consultant, Beatson West of Scotland Cancer Centre

xxxxxxxxxxxxx
Consultant Clinical Oncologist, Kent Oncology Centre, Maidstone

xxxxxxxxxxxxxxxxxxx
Professor of Clinical Oncology, Velindre Hospital, Cardiff

xxxxxxxxxxxxxxxx 
Consultant Medical Oncologist, UCLH
xxxxxxxxxxxxxxx 
Consultant Clinical Oncologist East Sussex Hospitals Trust, Medical Director Surrey and Sussex Cancer Alliance

xxxxxxxxxxxxxxx
Professor & Consultant Clinical Oncologist, Edinburgh Cancer Centre

xxxxxxxxxxxx
Consultant Clinical Oncologist, UCLH

xxxxxxxxxxxxxx
Consultant Clinical Oncologist, The Royal Marsden NHS Foundation Trust

xxxxxxxxxxxxxxxxxxxxx
Professor of Radiation Oncology, Centre for Cancer Research and Cell Biology Queen's University Belfast, Consultant Clinical Oncologist and Clinical Lead for Radiotherapy, The Northern Ireland Cancer Centre

xxxxxxxxxxxxxxxxxxxx
Consultant Clinical Oncologist, The Royal Marsden NHS Foundation Trust, London

xxxxxxxxxxxxxxx
Consultant Clinical Oncologist, Sheffield Teaching Hospitals NHS Trust

xxxxxxxxxxxxxxx
Consultant Clinical Oncologist, Clinical Lead for Oncology Team, Brighton & Sussex University Hospitals

xxxxxxxxxxxx
Clinical Research Fellow, The Christie NHS Foundation Trust, Manchester

xxxxxxxxxxxxxxxx
Consultant Clinical Oncologist, Clatterbridge Cancer Centre, Wirral

xxxxxxxxxxxxx
Consultant Clinical Oncologist, Velindre Cancer Centre, Cardiff
xxxxxxxxxxxx
Consultant Clinical Oncologist, The Royal Marsden NHS Foundation Trust, London

xxxxxxxxxxxxxxxxx
Consultant Clinical Oncologist, Musgrove Park Hospital, Somerset NHS Foundation Trust

xxxxxxxxxxxxxxxxxxxxx
Professor of Medical Oncology & Hon NHS Consultant, South West Wales Cancer Institute

