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                                       SAFE-D
(Surveillence of pAncreatic health aFtEr Diabetes diagnosis)
                        
                           INFORMED CONSENT

Patient ID: 	SFD- _  _  _  _  -  _  _  _  _  _	Name: ______________________	
	

	To be completed by a participant who is able to consent at the time of study entry.

	Please initial each box

	1. I confirm that I have read (or had read to me) the Patient Information Sheet [version ………, dated ……………………………] for the above study and I fully understand what is involved in taking part in this trial. I have had the opportunity to ask questions, and these have been answered satisfactorily.
	
	
UNIVERSAL: Understanding Infection, Viral Exacerbation and Respiratory Symptoms at Admission- Longitudinal (UNIVERSAL) Study



	
	
UNIVERSAL: Understanding Infection, Viral Exacerbation and Respiratory Symptoms at Admission- Longitudinal (UNIVERSAL) Study


	

	2. I understand that my participation is voluntary and that I am free to withdraw at any time, without giving a reason and without my medical care or legal rights being affected.

	
	

	3. I understand that relevant sections of my medical records located in local or national health and research organisations, and data collected during the study, may be looked at by people involved in or inspecting this study. I understand that this includes individuals from the Sponsor or their delegates, from regulatory authorities, or from the NHS Trust. I give permission for these individuals to have access to my records.

4. I understand that information that identifies me will be passed securely to such bodies to make this research possible.
	
UNIVERSAL: Understanding Infection, Viral Exacerbation and Respiratory Symptoms at Admission- Longitudinal (UNIVERSAL) Study


UNIVERSAL: Understanding Infection, Viral Exacerbation and Respiratory Symptoms at Admission- Longitudinal (UNIVERSAL) Study


	

	
5. I understand that information about me (including name, email, address, NHS number  and phone number) and my progress in the study will be kept securely and confidentially on a database and in access restricted folders on computers both managed by the University of Southampton for up to 15 years after follow-up period ends. I understand that this personal data may be used to link my coded research data to me to enable study associated activities described in the patient information sheet.

	
UNIVERSAL: Understanding Infection, Viral Exacerbation and Respiratory Symptoms at Admission- Longitudinal (UNIVERSAL) Study


	

	6. I understand that my coded data and blood samples will be sent within the UK, and to the USA. Access to data managed by the Southampton Clinical Trials Unit will be strictly controlled and applicable Data Protection Legislation will be abided by.

7. I understand that information collected during the study, including imaging scans (MRI or CT) if available, may be used in future ethically approved research projects. I understand that some of these projects may be carried out by researchers other than the SAFE-D Study Team and that data may be shared outside of the UK (for example, but not limited to, the European Economic Area or the USA).

8. I understand that any left-over blood samples collected and stored on behalf of the SAFE-D Study Team may be used in future ethically approved research projects. I understand that some of these projects may be carried out by researchers other than the SAFE-D Study Team and that the samples may be sent for testing (including genetic testing) outside of the UK (for example, but not limited to, the European Economic Area or the USA).
UNIVERSAL: Understanding Infection, Viral Exacerbation and Respiratory Symptoms at Admission- Longitudinal (UNIVERSAL) Study
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9. I agree to my General Practitioner (GP) being informed of my participation in the study.


UNIVERSAL: Understanding Infection, Viral Exacerbation and Respiratory Symptoms at Admission- Longitudinal (UNIVERSAL) Study


10. I understand that none of my results will be given to me (unless I am randomised to the intervention arm, where only Avantect “detect” results will be reported to me and to my GP) and that I will not benefit financially from taking part.
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	11. I understand that the sponsor of this trial is the University Hospital Southampton NHS Foundation Trust. 


12. I give permission for a copy of this consent form to be sent to the Southampton Clinical Trials Unit (where it will be kept securely), to allow confirmation of my consent.


13. I agree to be contacted by the SAFE-D Study Team to arrange study visits and/or answer more questions relating to the SAFE-D study.


14. (Optional) I agree to be contacted by the SAFE-D Study Team to take part in further ethically approved research relating to the health questionnaire.
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UNIVERSAL: Understanding Infection, Viral Exacerbation and Respiratory Symptoms at Admission- Longitudinal (UNIVERSAL) Study


	

	15. I agree to take part in the SAFE-D study





	
	


	………………………………..… 
	………………….………………. 
	……../……../………… 

	PRINTED name of participant



	Signature 
	Today’s date 

	………………………………..… 
	………………….………………. 
	……../……../………… 

	PRINTED name of person consenting 
	Signature 
	Today’s date 

	
	
	




	………………………………..… 

	Role of person consenting 



REMINDER FOR RESEARCH TEAM: Original or copy signed consent form in Investigator Site File; copy given to the patient; copy filed in the patient’s medical records; One copy emailed to SCTU monitorSCTU@securemail.soton.ac.uk 
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