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Checklist for Audio Recording Informed Consent

To be modified as required for specific sites and specific clinical trials

	Sr. No.


	Indicative Checklist for documenting completion of the informed consent process: 


	
	

	1
	Have you received enough time to read the consent document?


	
	

	2
	Have you read and understood the consent document?


	
	

	3
	Have you read and understood the study procedures?


	
	

	4
	Have you read and understood the study procedures?


	
	

	5
	Did you have the opportunity to ask questions related to the consent document and the trial under consideration?


	
	

	6
	Were your questions answered to your satisfaction?


	
	

	7
	Do you understand that this is research?


	
	

	8
	Do you understand that your participation is voluntary?


	
	

	9
	Do you understand that you may not get the standard treatment for your condition?


	
	

	10
	Do you understand that there are risks involved by participating in this study? 


	
	

	11
	Do you understand that the study involves the use of unproven remedy and that your illness may not improve by participating in this study?


	
	

	12
	Are you giving your consent voluntarily?


	
	

	13
	Did any attempt to force or pressure to participate in this study?


	
	

	14
	Do you understand that you have the right to withdraw your consent at any time, without giving any reason and that if you do so your doctor will continue to treat you like any other normal patient?


	
	

	15
	Do you know whom to contact if you have any questions regarding this clinical trial?


	
	

	16
	Do you understand that if you suffer any serious injury during your participation, you are entitled to free medical treatment for that injury?

Do you know who to contact in case of an emergency while participating in this clinical trial?


	
	

	17
	Do you understand that the law provides for automatic compensation for any injury related to the trial?


	
	

	18
	Do you understand that you will continue to have all legal rights even after you give your consent to participate in this clinical trial?


	
	


