[image: ]             [image: A logo with blue and orange letters

AI-generated content may be incorrect.][image: Imperial College Healthcare Logo]
 
PARTICIPANT INFORMED CONSENT FORM
                                     IN PERSON ENROLMENT        
[bookmark: _Hlk215568651]    Participant Study ID Number:    
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Site Name: Imperial College Healthcare NHS Trust
Project Identifier: 323431	
REC Reference Number: 26/LO/0569

[bookmark: _Hlk220963471]Full Title of Project:
Imperial Knee health cohort: New Exploration of Early-stage changes study

Name of Principal Investigator: Fiona Watt

                                                                                                    Please INITIAL each box
	1. I confirm I have been given sufficient time to read and understand the Participant Information Sheet (Version ................dated ............ ) for the Imperial Knee health cohort: New Exploration of Early-stage changes study and have had the opportunity to ask questions which have been answered fully.
	

	2. I understand that my participation is voluntary, and I am free to withdraw at any time, without giving any reason and without my legal rights nor treatment/ healthcare being affected. I understand that if I choose to withdraw part way through the study, that any data collected up to the point of withdrawal will be retained and used for data analysis.
	

	3. I understand that even if I decide to leave the above study, samples collected from me will be used in analysing the results of the study. I understand that my identity will remain pseudonymised.
	

	4. I understand that sections of any of my medical notes may 
be looked at by responsible individuals from Imperial College London, the NHS Trust or from regulatory authorities where it is relevant to my taking part in this research.
	

	[bookmark: _Hlk77593786]5. I understand that tissue samples and/or data collected from me are a gift donated to Imperial College London and that I will not personally benefit financially if this research leads to an invention and/or the successful development of a new test, medication treatment, product or service.
	

	[bookmark: _Hlk79135723]6. I understand I will be contacted by the research team at Years 1, 2, 3, 4 and 5 after the enrolment to complete study questionnaires. If you agree to this statement, please indicate your preferred method for receiving the questionnaires by inserting X in the relevant box below.

 Emailed link 
 Post
	


[bookmark: _Hlk218597787][bookmark: _Hlk218597909]                        Please INITIAL each box

	[bookmark: _Hlk218597759]7. I agree that my samples and/or associated study data may be analysed by other researchers working as collaborators with Imperial College London in these investigations. I understand this may include researchers in the United Kingdom and the rest of the world including those working for universities or for companies. I understand that no personal data will be shared.
	

	8. I give/do not give (delete/mark as applicable) consent for information collected about me to be used to support other research or in the development of a new test, medication, medical device or treatment by an academic institution or commercial company in the future, including those outside of the United Kingdom (which Imperial has ensured will keep this information secure).
	

	9. I give/do not give (delete/mark as applicable) consent for samples (human tissue) collected from me to be used to support other research or in the development of a new test, medication, medical device or treatment by an academic institution or commercial company in the future, including those outside of the United Kingdom (which Imperial has ensured will keep this information secure).
	

	10. I give/do not give (delete/mark as applicable) consent to being contacted about the possibility to take part in other research studies.
	

	11. I give/do not give (delete/mark as applicable) consent to being contacted by the research team at the end of the study with a summary of the findings via my preferred method of contact (as indicated in Statement 6 of this consent form).
	

	12. I agree/do not agree (delete/mark as applicable) to my tissue samples being used to undertake genetic research which may have the potential to generate data that can be tracked back to me.
	

	13. I consent to take part in the Imperial Knee health cohort: New Exploration of Early-stage changes study.
	



The following is ONLY APPLICABLE to Imperial College Healthcare Tissue Bank and Imperial Health Knowledge Bank participants:
[bookmark: _Hlk219974277]                                                                                           Please INITIAL the box, if applicable
	14. I agree to the linking of this study data and/or samples with any health information and/or samples previously provided to the (delete/mark as applicable: Imperial College Healthcare Tissue Bank/Imperial Health Knowledge Bank)
	


	






The following is ONLY APPLICABLE TO PREGNANT WOMEN OR WOMEN OF CHILDBEARING POTENTIAL

                                                                                           Please INITIAL the box, if applicable
	15. I understand that I should inform the study research team immediately if I am pregnant, at risk of pregnancy or planning to become pregnant at any point before my knee X-ray appointments. I understand that the research team will also ask me about this and offer me pregnancy testing, if relevant. 
	



The following is an OPTIONAL aspect of the study:
                                                                                                             Please INITIAL each box
	16. I give/do not give (delete/mark as applicable) consent to my data and samples from this study to be kept at Imperial College Healthcare Tissue Bank/Biobank after the study is finished.
	

	17. I agree/I do not agree (delete/mark as applicable) for my GP to be contacted regarding my involvement in the study.
	



                                                                                                                       



Full PRINTED name of Participant                                          Signature	                                  Date



    
Full PRINTED name of person                                              Signature                                          Date
taking consent                                                              
                                                                               
You will be given a copy of this signed Informed Consent Form to take home with you. Please keep it in a safe place for your future reference.






1 copy of the ICF to be given to the participant; 1 copy for Principal Investigator (to be filed in the ISF) & 1 copy for hospital notes (uploaded to the participant's EHRs).
To ensure confidence in the process and minimise risk of loss, all consent forms must be printed/scanned and stored in a double-sided format.
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