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Consent to enter details in
 ‘The Over-volunteering Prevention System’ database (TOPS)

Healthy volunteers must not take part too often in trials of new medicines, for scientific, medical and ethical reasons. The Health Research Authority keep a database of healthy volunteers and when they take part in studies, this is called TOPS.

If you agree to take part in this trial, some of your personal details may be entered into and checked against TOPS. 

We will enter into the database:
· your National Insurance number (if you're a UK citizen); or
· your passport number and country of origin (if you're not a UK citizen); and
· the date of your last dose of trial medicine
If you withdraw from the trial before you receive any trial medicine, the database will show you did not receive a dose. Only staff at the University of Leicester and other medicines research units can use the database. We may call other units, or they may call us, to check your details. Data entered in TOPS is retained for the minimum period required and this is determined based on whether you receive a dose of the study medicine or not. If you receive a dose of the study medicine, this data will be retained in TOPS. If you do not receive a dose, your data will be retained in TOPS for two years. If we need to contact you about the study after you’ve finished it, but we can’t because you’ve moved or lost contact with your GP, we might be able to trace you through the information in the database.

Information on the TOPS database is found on the website: http://www.tops.org.uk/site/cms/	Please Initial box   

							     
1. I confirm that I have read and understand the information above. I have had the opportunity to ask questions and have had these answered satisfactorily						
2. I agree to my details being entered into the TOPS database 
	
	
	
	
	
	

	Name of participant	
	
	Date	
	
	
	Signature

	
	
	
	
	
	

	Name of person taking consent	
	
	Date
	
	
	Signature


When completed: original copy to be retained in the Investigator Site File, 1 x copy to be provided to the participant 1 x copy to be filed in the medical records 
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