Clinical Trials Landscape in Oncology - Freedom of Information Request
To Whom It May Concern:
I hope this message ﬁnds you well. I am reaching out to gather crucial information regarding the pre- and current post-BREXIT clinical trials landscape in Oncology on a nationwide basis in the UK. Your expertise and insight from your current NHS hospital Trust that you represent, are invaluable in enhancing our understanding of the trends and challenges in this ﬁeld, so that appropriate recommendations could be made.
Before completing this survey, kindly check to ensure that your hospital(s) provide(s) systemic therapy for solid cancer (i.e. initiation of SACT and follow up of Oncology patients) in adults. If so, please proceed with this survey.
If your hospital does not provide systemic therapy for solid cancers, then please do not complete this survey and instead e-mail back to notify us and we will update our records accordingly.
Furthermore, we advise that whoever is designated to complete this survey should be in charge of, lead or co-ordinate the solid cancer, thus only Oncology (i.e. NOT haematological malignancies, not haem-onc) clinical trials department at your NHS hospital. Questions should be answered on behalf of the organisation.
In relation to this survey, we only aim to obtain data regarding systemic anti-cancer therapies (SACT) as investigational medicinal products (IMP). Examples of such therapies include chemotherapy, cellular therapies, biologics, hormonal therapy, targeted therapy, immunotherapy and other. This survey speciﬁcally enquires about interventional studies (e.g. studying the safety and/or eﬀicacy of novel treatments).
In the case of multi-phase trials, indicate the lower phase number. We request information from the following hospitals:The staff member(s) involved in the completion of this survey have not consented for their names to be disclosed.

*	Name of person completing out this form: Betsi Cadwaladr University Health Board (BCUHB)

*	Full name of the hospital or NHS Trust (specify):
*	Your role at the hospital:

Research and Development Service BCUHB 


*	Your involvement in oncology clinical trials:

*	Is your hospital/ NHS Trust a Cancer Unit, Cancer Centre or Centre of Excellence in Cancer Care?
Within BCUHB there is a Cancer Centre. More information can be found by following the link below: 
Cancer - Betsi Cadwaladr University Health Board (nhs.wales)


*	1.Ia What tumour groups do you treat with systemic anti-cancer therapy at your centre?
	
	Tick all that apply

	Head & Neck (H&N)
	√

	Central nervous system (CNS) 
	√

	Skin/ Melanoma
	√

	Urology/ Renal 
	√

	Gynae-Onc 
	√

	Breast
	√

	Upper Gastrointestinal (UGI) 
	√

	Lower Gastrointestinal (LGI) 
	√

	Hepato-pancreatico-biliary (HPB) 
	√

	Cancer of unknown primary (CUP) Lung
	√

	Sarcoma
	√



*	1.Ib Since 2010, for what tumour groups has your organisation had clinical trials involving systemic anti-cancer therapy? Select all that apply.
This information is held centrally by Digital Health & Care Wales (DHCW). Under the Health Board’s obligation to advise and assist, please find a link below to the DHCW website:
Home - Digital Health and Care Wales (nhs.wales)
	
	Tick all that apply

	Head & Neck (H&N)
	

	Central nervous system (CNS) 
	

	Skin/ Melanoma
	

	Urology/ Renal 
	

	Gynae-Onc 
	

	Breast
	

	Upper Gastrointestinal (UGI) 
	

	Lower Gastrointestinal (LGI) 
	

	Hepato-pancreatico-biliary (HPB) 
	

	Cancer of unknown primary (CUP) Lung
	

	Sarcoma
	

	None of the above (ensure you do not tick any other boxes)
	



*	1.Ic In TOTAL, how many clinical trials (interventional Phase 0 - III) involving novel or novel combination or novel way of administering systemic anti-cancer therapies for solid cancers did you have in the Oncology department on 31 Dec in each year (provide a snapshot number) since 2010?
	
	Number of trials, n

	2010
	25

	2011
	21

	2012
	19

	2013
	19

	2014
	21

	2015
	28

	2016
	23

	2017
	16

	2018
	11

	2019
	7

	2020
	5

	2021
	8

	2022
	10

	2023
	7



*	1.Id Of the total number of clinical trials you reported in 1.Ic, how many were solely funded by the NHS and NIHR (thus excluding trials funded by charity, government research councils like MRC, academic institutions and commercial companies)?
	
	Number of trials, n

	2010
	1

	2011
	1

	2012
	1

	2013
	1

	2014
	1

	2015
	2

	2016
	1

	2017
	1

	2018
	0

	2019
	0

	2020
	0

	2021
	0

	2022
	0

	2023
	0



*	1.Ie Of the total number of clinical trials you reported in 1.Ic, how many were PHASE 1 trials?
	
	Number of trials, n

	2010
	1

	2011
	1

	2012
	0

	2013
	0

	2014
	0

	2015
	1

	2016
	1

	2017
	1

	2018
	1

	2019
	0

	2020
	0

	2021
	0

	2022
	0

	2023
	0



*	1.If Of the total number of clinical trials you reported in 1.Ic, how many were PHASE 2 trials?
	
	Number of trials, n

	2010
	5

	2011
	5

	2012
	6

	2013
	6

	2014
	10

	2015
	13

	2016
	11

	2017
	6

	2018
	3

	2019
	4

	2020
	4

	2021
	2

	2022
	1

	2023
	1



*	1.Ig Of the total number of clinical trials you reported in 1.Ic, how many were PHASE 3 trials?
	
	Number of trials, n

	2010
	19

	2011
	15

	2012
	13

	2013
	13

	2014
	11

	2015
	14

	2016
	11

	2017
	9

	2018
	7

	2019
	3

	2020
	1

	2021
	6

	2022
	9

	2023
	6



*	1.Ih On a separate note, how many Phase IV trials did you conduct in each year at your hospital/ Trust?
	
	Number of trials, n

	2010
	4

	2011
	4

	2012
	4

	2013
	5

	2014
	6

	2015
	5

	2016
	7

	2017
	8

	2018
	5

	2019
	5

	2020
	4

	2021
	3

	2022
	2

	2023
	4



*	1.Ii Of the total number of clinical trials you reported in 1.Ic, how many involved another procedure such as surgery or radiotherapy in combination with the trialed systemic anti-cancer therapy within the trial?
	
	Number of trials, n

	2010
	15

	2011
	13

	2012
	9

	2013
	8

	2014
	13

	2015
	19

	2016
	15

	2017
	9

	2018
	6

	2019
	4

	2020
	3

	2021
	6

	2022
	8

	2023
	6



*	1.Ij Provide the total number of adult patients enrolled in phase I - III solid-cancer systemic anti-cancer therapy trials on 31 Dec of each year at your hospital/ Trust:
	
	Number of trials, n

	2010
	137

	2011
	148

	2012
	141

	2013
	113

	2014
	66

	2015
	51

	2016
	86

	2017
	62

	2018
	33

	2019
	24

	2020
	4

	2021
	11

	2022
	16

	2023
	10



*	1.Ik In each year, how many new Phase I - III clinical trials did you open for recruitment?
	
	Number of trials, n

	2010
	8

	2011
	7

	2012
	10

	2013
	11

	2014
	13

	2015
	21

	2016
	13

	2017
	14

	2018
	11

	2019
	5

	2020
	8

	2021
	15

	2022
	8

	2023
	11



*	2.I Post-BREXIT, what regulatory changes have had the greatest impact on the initiation of oncology trials at your centre?
Under the Freedom of Information Act, you have a right to request any recorded information held by a public authority however the authority does not have to answer your question if this would mean creating new information or giving an opinion or judgment that is not already recorded.
With regards to your particular questions the Health Board do not feel that they are in a position to make such judgements and therefore advise that you refer to evidence based, published studies on the differences in health care across the devolved nations and comparative work from the Audit commission.
We are therefore unable to answer part 2. 
*	2.II Post-BREXIT, what regulatory changes have had the greatest impact on the conduct/ continuation of oncology trials at your centre?
*	2.IIIa Post-BREXIT, have you observed any speciﬁc challenges related to regulatory compliance for initiating new oncology trials at your centre?
*	2.IIIb If yes, please specify the regulatory challenges encountered:
*2.IVa Have there been any notable changes in the regulatory reporting requirements for ongoing oncology trials post-BREXIT?
*	2.IVb If yes, please elaborate on the changes and their impact on trial conduct:
*	2.Va Have there been any changes in the timeline for regulatory approvals post-BREXIT for initiating new oncology trials?
*	2.Vb If yes, please specify the nature of delays and their impact on trial initiation:
*	2.VI How has the communication and coordination with regulatory authorities changed post-BREXIT in the context of oncology trials?
*	2.VIa Have there been any new documentation or compliance requirements introduced post-BREXIT for ongoing oncology trials?
*	2.VIb If yes, please provide examples of the additional documentation or compliance measures introduced:


*	2.VII How has the training and education of clinical trial staﬀ in your centre been impacted by regulatory changes post-BREXIT?
*	2.VIIIa Have there been any changes in the requirements for informed consent processes for oncology trials post-BREXIT?
*	2.VIIIb If yes, please specify the nature of changes and their impact on the informed consent process:
*	2.IX How has the interpretation and implementation of Good Clinical Practice (GCP) guidelines evolved post-BREXIT in your centre?
*	2.Xa Where staﬀ updated or educated on regulatory changes post- BREXIT?
*	2.Xb If yes, explain how:
*	2.Xc If no, explain why not:
*	3.I In each year, how many Phase 0 - IV clinical trials did you have to discontinue due to a lack of funding? Comment on the funding sources aﬀected:
	
	Number of trials, n

	2010
	0

	2011
	0

	2012
	0

	2013
	0

	2014
	0

	2015
	0

	2016
	0

	2017
	0

	2018
	0

	2019
	0

	2020
	0

	2021
	0

	2022
	0

	2023
	0



*	3.II Name all organisations, including your own, that sponsored and/or funded solid- cancer systemic-anticancer therapy trials at your centre in each year:
	
	Sponsors/ funders

	2010
		Amgen Inc.

	Cancer Research UK

	Breakthrough Breast Cancer

	F. Hoffmann-La Roche Ltd

	SANOFI

	GLAXOSMITHKLINE RESEARCH & DEVELOPMENT LIMITED

	Medical Research Council (MRC)

	Merck & Co Inc

	Pfizer Inc.

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)

	WYETH RESEARCH (U.K.) LIMITED

	CAMBRIDGE UNIVERSITY HOSPITALS NHS FOUNDATION TRUST

	EAST AND NORTH HERTFORDSHIRE NHS TRUST

	King's College London

	ROYAL LIVERPOOL AND BROADGREEN UNIVERSITY HOSPITALS NHS TRUST

	THE CHRISTIE NHS FOUNDATION TRUST

	THE ROYAL MARSDEN NHS FOUNDATION TRUST

	University College London

	University of Glasgow

	University of Leeds

	University of Manchester

	University of Oxford

	VELINDRE NHS TRUST




	2011
		AstraZeneca UK Limited

	Breakthrough Breast Cancer

	Cancer Research UK

	F. Hoffmann-La Roche Ltd

	GLAXOSMITHKLINE RESEARCH & DEVELOPMENT LIMITED

	SANOFI

	Pfizer Inc.

	Dutch Lung Cancer Research Group (DLCRG)

	Eli Lilly and Company Limited

	ImClone Systems

	Medical Research Council (MRC)

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)

	WYETH RESEARCH (U.K.) LIMITED

	CAMBRIDGE UNIVERSITY HOSPITALS NHS FOUNDATION TRUST

	Cardiff University

	EAST AND NORTH HERTFORDSHIRE NHS TRUST

	King's College London

	ROYAL LIVERPOOL AND BROADGREEN UNIVERSITY HOSPITALS NHS TRUST

	THE ROYAL MARSDEN NHS FOUNDATION TRUST

	University College London

	University of Birmingham

	University of Glasgow

	University of Liverpool

	University of Manchester

	University of Oxford

	VELINDRE NHS TRUST




	2012
		ALCHEMIA ONCOLOGY PTY LIMITED

	CAMBRIDGE UNIVERSITY HOSPITALS NHS FOUNDATION TRUST

	Cardiff University

	ImClone Systems

	Medical Research Council (MRC)

	Queen Mary University of London

	THE ROYAL MARSDEN NHS FOUNDATION TRUST

	University College London

	University of Birmingham

	University of Glasgow

	University of Liverpool

	University of Manchester

	Cancer Research UK

	F. Hoffmann-La Roche Ltd

	SANOFI

	Dutch Lung Cancer Research Group (DLCRG)

	Eli Lilly and Company Limited

	GLAXOSMITHKLINE RESEARCH & DEVELOPMENT LIMITED

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)

	ORCHID CANCER APPEAL




	2013
		CAMBRIDGE UNIVERSITY HOSPITALS NHS FOUNDATION TRUST

	Cardiff University

	Institute of Cancer Research: Royal Cancer Hospital

	Medical Research Council (MRC)

	Novartis Pharma AG

	Queen Mary University of London

	THE ROYAL MARSDEN NHS FOUNDATION TRUST

	University College London

	UNIVERSITY HOSPITALS BIRMINGHAM NHS FOUNDATION TRUST

	University of Birmingham

	University of Glasgow

	University of Liverpool

	University of Manchester

	Cancer Research UK

	GLAXOSMITHKLINE RESEARCH & DEVELOPMENT LIMITED

	Eli Lilly and Company Limited

	ORCHID CANCER APPEAL

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)

	




	2014
		CAMBRIDGE UNIVERSITY HOSPITALS NHS FOUNDATION TRUST

	Cardiff University

	German Cancer Society

	INCYTE PHARMA UK LTD

	Institute of Cancer Research: Royal Cancer Hospital

	Medical Research Council (MRC)

	MERCK SERONO LIMITED

	Queen Mary University of London

	University College London

	UNIVERSITY HOSPITALS BIRMINGHAM NHS FOUNDATION TRUST

	University of Birmingham

	University of Leeds

	University of Liverpool

	University of Manchester

	VELINDRE NHS TRUST

	AstraZeneca UK Limited

	Cancer Research UK

	GLAXOSMITHKLINE RESEARCH & DEVELOPMENT LIMITED

	CELGENE CORPORATION

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)





	2015
		AB SCIENCE

	ABBVIE INC.

	Boehringer Ingelheim Ltd

	CAMBRIDGE UNIVERSITY HOSPITALS NHS FOUNDATION TRUST

	German Cancer Society

	GREATER GLASGOW AND CLYDE

	INCYTE PHARMA UK LTD

	Institute of Cancer Research: Royal Cancer Hospital

	Medical Research Council (MRC)

	Queen Mary University of London

	Tesaro Inc

	THE NEWCASTLE UPON TYNE HOSPITALS NHS FOUNDATION TRUST

	THE ROYAL MARSDEN NHS FOUNDATION TRUST

	University College London

	University of Birmingham

	University of Leeds

	University of Liverpool

	University of Manchester

	University of Warwick

	VELINDRE NHS TRUST

	ACHIEVE LIFE SCIENCES, INC.

	AstraZeneca UK Limited

	Cancer Research UK

	GLAXOSMITHKLINE RESEARCH & DEVELOPMENT LIMITED

	CELGENE CORPORATION

	MedImmune, LLC

	MERRIMACK PHARMACEUTICALS U.K. LIMITED

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)

	




	2016
		AB SCIENCE

	ABBVIE INC.

	Boehringer Ingelheim Ltd

	F. Hoffmann-La Roche Ltd

	HALOZYME, INC.

	Institute of Cancer Research: Royal Cancer Hospital

	Medical Research Council (MRC)

	Queen Mary University of London

	THE NEWCASTLE UPON TYNE HOSPITALS NHS FOUNDATION TRUST

	THE ROYAL MARSDEN NHS FOUNDATION TRUST

	University College London

	University of Birmingham

	University of Leeds

	University of Liverpool

	University of Warwick

	VELINDRE NHS TRUST

	ACHIEVE LIFE SCIENCES, INC.

	AstraZeneca UK Limited

	Cancer Research UK

	GLAXOSMITHKLINE RESEARCH & DEVELOPMENT LIMITED

	MedImmune, LLC; MERRIMACK PHARMACEUTICALS U.K. LIMITED

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)




	2017
		AB SCIENCE

	F. Hoffmann-La Roche Ltd

	HALOZYME, INC.

	Institute of Cancer Research: Royal Cancer Hospital

	Medical Research Council (MRC)

	Myovant Sciences GmbH

	Novartis Pharma AG

	Queen Mary University of London

	THE NEWCASTLE UPON TYNE HOSPITALS NHS FOUNDATION TRUST

	THE ROYAL MARSDEN NHS FOUNDATION TRUST

	University College London

	University of Leeds

	University of Liverpool

	VELINDRE NHS TRUST

	AstraZeneca UK Limited

	Cancer Research UK

	MedImmune, LLC; MERRIMACK PHARMACEUTICALS U.K. LIMITED

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)





	2018
		HALOZYME, INC.

	Medical Research Council (MRC)

	Myovant Sciences GmbH

	Novartis Pharma AG

	ODONATE THERAPEUTICS INC

	THE NEWCASTLE UPON TYNE HOSPITALS NHS FOUNDATION TRUST

	THE ROYAL MARSDEN NHS FOUNDATION TRUST

	University College London

	University of Liverpool

	VELINDRE NHS TRUST

	AstraZeneca UK Limited

	Cancer Research UK

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)

	MERRIMACK PHARMACEUTICALS U.K. LIMITED

	MedImmune, LLC





	2019
		Medical Research Council (MRC)

	Novartis Pharma AG

	ODONATE THERAPEUTICS INC

	THE NEWCASTLE UPON TYNE HOSPITALS NHS FOUNDATION TRUST

	THE ROYAL MARSDEN NHS FOUNDATION TRUST

	University College London

	VELINDRE NHS TRUST

	Cancer Research UK

	LONDON LUNG CANCER GROUP

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)

	MedImmune, LLC

	MERRIMACK PHARMACEUTICALS U.K. LIMITED




	2020
		Medical Research Council (MRC)

	THE ROYAL MARSDEN NHS FOUNDATION TRUST

	University College London

	VELINDRE NHS TRUST

	Cancer Research UK

	LONDON LUNG CANCER GROUP

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)

	MedImmune, LLC

	MERRIMACK PHARMACEUTICALS U.K. LIMITED





	2021
		GLAXOSMITHKLINE RESEARCH & DEVELOPMENT LIMITED

	Institute of Cancer Research: Royal Cancer Hospital

	THE ROYAL MARSDEN NHS FOUNDATION TRUST

	University College London

	VELINDRE NHS TRUST

	AstraZeneca UK Limited

	Cancer Research UK

	Eli Lilly and Company Limited

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)

	MedImmune, LLC

	MERRIMACK PHARMACEUTICALS U.K. LIMITED

	Kidney Cancer Care Ltd (Kidney Cancer UK)





	2022
		AstraZeneca UK Limited

	F. Hoffmann-La Roche Ltd

	GLAXOSMITHKLINE RESEARCH & DEVELOPMENT LIMITED

	Institute of Cancer Research: Royal Cancer Hospital

	Janssen-Cilag Ltd

	University College London

	VELINDRE NHS TRUST

	Kidney Cancer Care Ltd (Kidney Cancer UK)

	Cancer Research UK

	Eli Lilly and Company Limited

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)

	





	2023
		AstraZeneca UK Limited

	F. Hoffmann-La Roche Ltd

	Institute of Cancer Research: Royal Cancer Hospital

	Janssen-Cilag Ltd

	University College London

	VELINDRE NHS TRUST

	Kidney Cancer Care Ltd (Kidney Cancer UK)

	Cancer Research UK

	Eli Lilly and Company Limited

	NIHR Evaluation, Trials and Studies Co-ordinating Centre (NETSCC)







*	3.III How has the funding landscape for oncology pharmaceutical trials at your centre changed post-BREXIT?
	
	Tick one

	Increased funding opportunities 
	

	Decreased funding opportunities 
	

	No signiﬁcant change
	√

	Not Sure
	



*	3.IV If there has been a change, please describe the main factors contributing to the shift in funding availability:N/A



*	3.V How has the change in funding impacted the continuity of ongoing oncology pharmaceutical trials at your centre?N/A



*	3.VI Are there speciﬁc types of trials more aﬀected by funding challenges (e.g., Phase 1, investigator-initiated trials, certain types of systemic anti-cancer drugs, combination therapies, for certain tumour groups)?N/A



*	3.VII How has the uncertainty surrounding BREXIT impacted the willingness of funding organisations to support oncology trials?
	
	Tick one

	Signiﬁcantly impacted
	

	Moderately impacted
	

	Minimally impacted
	

	No impact
	

	Not Sure
	√



*	3.VIII Answering on behalf of your organisation, are there any speciﬁc policy changes that would enhance funding opportunities for oncology trials post-BREXIT?BCUHB are funded through Health and Care Research Wales (HCRW) and Welsh Government.



*	3.IXa Have you explored alternative funding sources or strategies to mitigate potential funding challenges post-BREXIT?
	
	Tick one

	Yes
	

	No
	√

	Unsure
	



*	3.IXb If yes, please share details of any successful strategies or approaches implemented:



*	3.X To what extent have patient advocacy groups played a role in supporting or inﬂuencing funding for oncology trials post-BREXIT in or for your organisation?There are no local groups within BCUHB. 

 


*	3.XIa Have there been any changes in the criteria or preferences of funding organisations when considering proposals for oncology trials post-BREXIT?
	
	Tick one

	Yes
	

	No
	√

	Unsure
	



*	3.XIb If yes, please elaborate on the key changes in criteria or preferences:



*	4.I Comment on collaborative challenges that aﬀected or caused disruptions in the initiation or running of solid-cancer systemic anti- cancer therapy drugs:
Under the Freedom of Information Act, you have a right to request any recorded information held by a public authority however the authority does not have to answer your question if this would mean creating new information or giving an opinion or judgment that is not already recorded.
With regards to your particular questions the Health Board do not feel that they are in a position to make such judgements and therefore advise that you refer to evidence based, published studies on the differences in health care across the devolved nations and comparative work from the Audit commission.
We are therefore unable to answer part 4. 
*	4.IIa Have there been challenges in maintaining international collaborations for oncology trials post-BREXIT?
*	4.IIb If yes, please identify the main collaborative challenges faced:
*	4.IIIa Have changes in regulatory requirements impacted international partnerships in oncology trials?
*	4.IIIb If yes, please elaborate on the speciﬁc regulatory aspects causing challenges:
*	4.IVa In your experience, have collaborative challenges aﬀected the timeline and eﬀiciency of oncology trials?
*	4.IVb If yes, please provide examples or instances where collaboration challenges led to disruptions in trial initiation or conduct:
*	4.Va At your current NHS hospital, have there been challenges in aligning international ethical standards and practices for oncology trials post-BREXIT?
*	4.Vb If yes, please elaborate on the speciﬁc ethical challenges faced and their impact on collaborative eﬀorts:
*	4.VI How has the exchange of trial-related data and information with international partners been aﬀected post-BREXIT?
*	4.VIIa In your organisation's experience, have there been any challenges related to diﬀerences in patient populations across international sites in oncology trials?
*	4.VIIb If yes, please provide examples or instances where diﬀerences in patient populations posed challenges to collaborative eﬀorts?
*	4.VIII How has the exchange of expertise and specialised resources with international collaborators been aﬀected post-BREXIT?
*	4.IX From your organisation's perspective, what strategies or initiatives could enhance international collaboration in oncology trials in the post-BREXIT era?
*	5.Ia Have you become aware of or experienced any challenges related to the alignment of data privacy and protection regulations in international oncology trials post-BREXIT?
	
	Tick one

	Yes
	

	No
	√

	Unsure
	



*	5.Ib If yes, please elaborate on the speciﬁc challenges faced and any measures




Thank you for taking the time to complete this survey.

