MTN-026 Informed Consent Comprehension Assessment 

Instructions:  Please check the box with the correct answer (true/false) for each question. 

Name or PTID: ___________________________		Date: ____________________
	[bookmark: _GoBack]No.
	Question
	True
	False

	1
	If I decide to join this research study, I will be in the study for about 40 days (6 weeks)
	|X|
	|_|

	2
	It is possible that the rectal gel will protect me from getting HIV
	|_|
	|X|

	3
	If the study staff determines that I have any medical problems, they will treat me or refer me to available sources of medical care for those problems
	|X|
	|_|

	4
	The purpose of this study is to assess if a gel containing an experimental drug called dapivirine is safe
	|X|
	|_|

	5
	If I do not agree to future specimen storage, I cannot be in this research study
	|_|
	|X|

	6
	I may contact the study staff at any time if I have any questions or problems
	|X|
	|_|

	7
	During clinic visits, I will insert a gel in the rectum 8 times over the course of the study
	|X|
	|_|

	8
	If I decide not to join this research study, I can still come to the clinic for medical care
	|X|
	|_|

	9
	If I take part in the research study, I will have physical and rectal exams and testing for HIV and other health problems along with answering questions about my experience using the rectal gel. 
	|X|
	|_|

	10
	The rectal gel could cause some bad effects like causing me to have an upset stomach, rectal discharge, irritation and discomfort.
	|X|
	|_|

	11
	If I miss a study visit, the study staff will only try to contact me by phone. 
	|_|
	|X|

	12
	I will be randomly assigned (like flipping a coin) to which product I will use
	|X|
	|_|

	13
	I will be asked to avoid receptive sexual activity 72 hours prior to and after each of my scheduled visits and on the days I use the gel 
	|X|
	|_|

	14
	I can get lubricant and HIV and STI counseling from the study staff at any time
	|X|
	|_|

	15
	My personal information will be available to everyone at the clinic
	|_|
	|X|

	16
	I will be asked to come back to the clinic for about 17 study visits, including today’s visit
	|X|
	|_|

	17
	If I decide to join this research study, I must stay in the study for as long as I am told to by the study staff
	|_|
	|X|

	18
	I cannot join this study if I am currently or have recently taken part in another study of drugs, medical devices, genital or rectal products or vaccines
	|X|
	|_|
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