	[image: ]
	Open surgery versus minimally invasive vacuum-assisted excision for small screen-detected breast cancer – a phase III randomised multi-centre trial

	Site Feasibility and Interest Questionnaire




	[image: ]
	Site Feasibility and Interest Questionnaire


			
[bookmark: _GoBack][image: ]

Page 1 of 5

Claire Gaunt, Cancer Research UK Clinical Trials Unit, Institute of Cancer and Genomic Sciences, University of Birmingham, Edgbaston, Birmingham. B15 2TT
0121 414 3057  0121 414 8392   SMALL@trials.bham.ac.uk

		Page 5 of 5
[image: ]Claire Gaunt, Cancer Research UK Clinical Trials Unit, Institute of Cancer and Genomic Sciences, University of Birmingham, Edgbaston, Birmingham. B15 2TT
0121 414 3604          0121 414 8392          SMALL@trial.bham.ac.uk
Site Contact Information
	Hospital Name:
	

	Proposed Principal Investigator Name:
	

	Proposed PI email address:
	

	Proposed PI specialty (surgeon, radiologist etc.)
	

	Name of Person Completing Form & email address:
(if different to above)
	



1. How many patients with small (≤15mm), screen-detected Grade 1 invasive breast cancer that are ER, PGR positive and HER2 negative, are seen at your site per year?
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2. Does you unit routinely perform VAE for B3 lesions (lesions of uncertain malignant potential)? If so, approximately how many VAEs are performed per year?

	





3. How many members of the team in your unit perform VAE, and what are their roles (e.g. radiologist, consultant radiographer, advanced practitioner, breast clinician, consultant surgeon)?

	






4. Has the study been discussed with the team at your site and have they been made aware of their responsibilities i.e. performing vacuum assisted excision?

	





		
5. Has the study been discussed with the pathology team at your site and have they been made aware of their responsibilities i.e. providing tissue samples for translational research?

	





6. Have a Lead Radiologist and a Lead Surgeon been identified at your site?

	







7. We propose to begin initiating sites Q2 2019, what are your anticipated timelines for opening this study and do you envisage any delays in obtaining NHS permissions from the local Trust?

	







8. Is there appropriate staffing support for the study, including Research Nurse?

	








	IMPORTANT: Data Protection Act 2018
In providing this information you agree for your contact details to be retained on a database maintained by the Cancer Research UK Clinical Trials Unit (CRCTU).  From time to time we may use this information to contact you in order to update you about our clinical trials, or to invite you to relevant trials meetings.
With your permission, your details may also be passed on to responsible academic third parties (e.g. National Institute for Health Research Cancer Research Network, other trials units etc.) or to commercial third parties (e.g. pharmaceutical companies).  We would be grateful if you would take the time to complete the following consent statements relating to the storage and handling of your details:
Please indicate whether you give consent:
	· For your contact details to be passed on to academic third parties
	No |_|
	Yes |_|

	· For your contact details to be passed on to commercial third parties
	No |_|
	Yes |_|


In accordance with the General Data Protection Regulation and the Data Protection Act 2018 you may have the following rights in respect of your personal data:
•	The right to access to your data (often referred to as a Subject Access Request).
•	The right to rectification of inaccuracies in your data.
•	The right to erasure of your data (in certain circumstances).  
•	The right to restrict processing of your data (in certain circumstances).
•	The right to object to the processing of your data (in certain circumstances).
•	The right to ask for your personal data to be transferred electronically to a third party.
However, your rights to access, change or move your information are limited, as we need to manage your information in specific ways in order for the research to be reliable, accurate and regulatory compliant.  If you stop working on the project, we will keep the information we have already obtained.
To help us keep your records up to date please inform the SMALL Trial Coordinator of any changes to your contact information or if you leave the organisation specified above.
More information about how your data will be handled can be found in the CRCTU Privacy Policy available of our website: www.birmingam.ac.uk/crctu.
If you would like more information on your rights, would like to exercise any right or have any queries relating to our processing of your personal data, please contact:
The Information Compliance Manager, Legal Services, The University of Birmingham, Edgbaston, Birmingham B15 2TT. Email: dataprotection@contacts.bham.ac.uk  Telephone: +44 (0)121 414 3916
If you wish to make a complaint about how your data is being or has been processed, please contact our Data Protection Officer. Mrs Carolyn Pike, OBE, The Data Protection Officer, Legal Services, The University of Birmingham, Edgbaston, Birmingham B15 2TT. Email: dataprotection@contacts.bham.ac.uk  Telephone: +44 (0)121 414 3916
You also have a right to complain to the Information Commissioner's Office (ICO) about the way in which we process your personal data. You can make a complaint using the ICO’s website.

	Signature: ……………………………………………………………

	Date:  .………………………….






Please return completed questionnaires to SMALL@trials.bham.ac.uk
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