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PROTOCOL TITLE: ____________________________________________________________________________

Complete this form prior to the IC process review by checking that the ICF against the following items
INFORMED CONSENT FORM REVIEW
	
	ITEM: Ensure the ICF in numbers 1 -20 states:
	Y/N

	1
	That the trial involves research.
	

	2
	The purpose of the trial
	

	3
	The trial treatment(s) and the probability for random assignment to each treatment
	

	4
	The trial procedures to be followed, including all invasive procedures
	

	5
	The subject's responsibilities.
	

	6
	Those aspects of the trial that are experimental.
	

	7
	The reasonably foreseeable risks or inconveniences to the subject and, when applicable, to an embryo, fetus, or nursing infant
	

	8
	The reasonably expected benefits. When there is no intended clinical benefit to the subject, the subject should be made aware of this
	

	9
	The alternative procedure(s) or course(s) of treatment that may be available to the subject, and their important potential benefits and risks
	

	10
	The compensation and/or treatment available to the subject in the event of trial related injury.
	

	11
	The anticipated prorated payment, if any, to the subject for participating in the trial.
	

	12
	The anticipated expenses, if any, to the subject for participating in the trial.
	

	13
	That the subject's participation in the trial is voluntary and that the subject may refuse to participate or withdraw from the trial, at any time, without penalty or loss of benefits to which the subject is otherwise entitled.
	

	14
	That only authorized persons will have direct access to the subject's medical records 
	

	15
	That records identifying the subject will be kept confidential 
	

	16
	That the subject or the subject's legally acceptable representative will be informed

in a timely manner if information becomes available that may be relevant to the

subject's willingness to continue participation in the trial.
	

	17
	The person(s) to contact for further information regarding the trial and the rights of trial subjects, and whom to contact in the event of trial-related injury.
	

	18
	The foreseeable circumstances and/or reasons under which the subject's participation in the trial may be terminated.
	

	19
	The expected duration of the subject's participation in the trial.
	

	20
	The approximate number of subjects involved in the trial.
	

	21
	Does the consent form waiver the legal rights of the participant?


	

	22
	Is the language used in the consent form technical?
	

	23
	Is the IC SOP present and adhered to?
	

	25
	Was training done on the IC SOP? (check training log)
	


Complete this form after the IC process
INFORMED CONSENT PROCESS MONITORING:

	
	
	Y/N

	1
	Was the consent form used, and translated versions, approved by the IRB?


	

	2
	Was the ICF the most current and approved version?


	

	3
	If the consent is available in more than one language, was the participant given a chance to choose the language he/she prefers?
	

	4
	Did the participant receive full explanation of the contents of the ICF?
	

	5
	Did the participant have ample time to ask any questions and were they addressed adequately?
	

	6
	Was the ICF signed before any study procedures? (N/A if the trial has received an exemption from IRB to consent after some study procedures)
	

	7
	If the subject is unable to read, was an independent witness present throughout the consent process?
	

	8
	Was the participant coerced?
	

	9
	Did the participant apparently understand the contents of the ICF?
	

	10
	Was IC form signed appropriately?
	

	11
	Was the environment suitable for the IC process?
	


COMMENTS:
_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Monitor’s name & signature: __________________________________________Date:_____________
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