STAMPEDE: Patient consent form – Type A (for centres NOT participating in the Bone Mineral Density study)

Version 8.0 (02 Sep 2011)  (to be printed on local hospital headed paper)

STAMPEDE: Systemic Therapy in Advancing or Metastatic Prostate cancer - Evaluation of Drug Efficacy.

	You must agree to the following to participate in the STAMPEDE Study (A-G)
Please initial the appropriate boxes:


	Agree
	Disagree

	A. I have read the patient information sheet on this clinical trial and have been given a copy to keep. I have had the opportunity to ask questions about the project and understand why the research is being done and have been told about possible side effects.
	
	

	
	
	

	B. I understand that sections of any of my medical notes may be looked at by responsible individuals from the Medical Research Council (MRC) Clinical Trials Unit (CTU) or from regulatory authorities where it is relevant to my taking part in research. I give permission for these individuals to have access to my records, but understand that my confidentiality will be maintained. 
	
	

	
	
	

	C. I understand that I may not benefit directly by participating in this study but                that the research may help men like me in the future.
	
	

	
	
	

	D. I understand that information about me will be held by the MRC CTU and that the unit is registered under the Data Protection Act to hold such information, and that my GP will be informed.
	
	

	
	
	

	
	
	

	E. I agree that my data can be stored and used for this clinical trial.
	
	

	
	
	

	F. I understand that my participation in all aspects of this trial is voluntary and that I am free to withdraw from the trial at any time, without giving any reason and without my medical care or legal rights being affected.
	
	

	
	
	

	
	
	

	G. I agree to take part in the above trial.
	
	

	The following aspects of the STAMPEDE Study are optional (H-M)
	
	

	
	· 
	

	H.  I agree for a copy of my consent form to be stored at the MRC CTU.


	· 
	

	
	· 
	

	I. I agree that my GP can be notified of my participation in the STAMPEDE trial.


	· 
	

	
	· 
	

	J. I agree to participate in the Quality of Life/Health Economics study and to complete these questionnaires.
	· 
	

	
	· 
	

	K. I give permission for my name and NHS number to be registered with the Office of National Statistics (ONS) should I lose contact with my hospital doctor.  I give permission for information about my health status to be obtained from the ONS by the Medical Research Council if necessary.
	
	

	
	· 
	

	I have read the Additional research patient information sheet relating to the Molecular Genetics Sub-studies and I agree to (see L and M)
	· 
	

	L. I agree to donate a droplet of blood sample which will be stored and may be used for research in the future.  I understand this is a gift.
	
	

	
	· 
	

	M. After my initial diagnosis I give my authority for my remaining samples to be used for additional research analyses.  I understand this is a gift


	
	

	Name of patient (BLOCK CAPITALS)
	
	Date (dd/mm/yyyy)
	
	Signature

	 
	
	
	
	

	Name of researcher (BLOCK CAPITALS)
	
	Date (dd/mm/yyyy)
	
	Signature

	 
	
	
	
	


Please sign 1 copy and take 3 photocopies: 1 copy to be kept by the patient, 1 copy to be kept with hospital notes, 1 copy kept in the local investigator’s file and 1 copy to the MRC CTU with patient name omitted and trial number written at the top of the form.

