Section Appendix 5-4
Sample MTN-016 Informed Consent Comprehension Survey: Woman and Infant

 

1. Women may enroll in MTN-016 if they became pregnant while enrolled on an HIV prevention trial. (TRUE)
2. The main purpose of this study is to see if using a medication being studied for the prevention of HIV affects the health of pregnant women and their babies. (TRUE)
3. You will have blood drawn at every study visit. (FALSE)
4. As part of this study, photographs of your baby may be taken without your permission. (FALSE)
5. You will come back for study visits each month until you give birth. (FALSE)
6. Infants enrolled in this study will return for visits for up to one year. (TRUE)
7. There is no cost to you for study visits, exams, or ultrasounds performed as a part of the study. (TRUE) 
8. Once you enroll, you may not withdraw from this study at any time. (FALSE)
9. There is no direct benefit to you for participating in this study. (TRUE)
10. Your visits will be conducted to protect your privacy. (TRUE)
· Study participant passed the assessment by answering all questions correctly → proceed to signing informed consent document

· Study participant missed at least one question → complete the following:

· Review the question(s) that were answered incorrectly with the participant.
· Review the necessary sections of the informed consent with the participant to ensure understanding.
· If the participant can demonstrate understanding of the questions she had previously answered incorrectly on the 2nd attempt, document and proceed with signing the informed consent document.
· If after the second attempt, the participant is still unable to answer the questions correctly, participant is ineligible.  End informed consent process and document fully. 

Notes___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Staff signature _____________________________
Date______________
Section Appendix 5-5
Sample MTN-016 Informed Consent Comprehension Survey: Infant

 

1. Some of the infants enrolled in this study were born to women who became pregnant while enrolled on an HIV prevention trial. (TRUE)
2. The main purpose of this study is to see if using a medication being studied for the prevention HIV affects the health of pregnant women and their babies. (TRUE)
3. Infants will have blood drawn at every study visit. (FALSE)
4. As part of this study, photographs of your baby may be taken without your permission. (FALSE)
5. Participants in this study may experience no direct benefit. (TRUE)
6. Infants enrolled in this study will return for visits for one year. (TRUE)
7. This study will not provide or pay for others to provide routine infant care. (TRUE)
8. You will be told any new information learned during this study that might affect your willingness to let your baby stay in the study. (TRUE)
9. You may contact research staff at any time during the study if you have concerns or questions about the health of your baby. (TRUE)
· Study participant passed the assessment by answering all questions correctly → proceed to signing informed consent document

· Study participant missed at least one question → complete the following:

· Review the question(s) that were answered incorrectly with the participant.
· Review the necessary sections of the informed consent with the participant to ensure understanding.
· If the participant can demonstrate understanding of the questions she had previously answered incorrectly on the 2nd attempt, document and proceed with signing the informed consent document.
· If after the second attempt, the participant is still unable to answer the questions correctly, participant is ineligible.  End informed consent process and document fully. 

Notes___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Staff signature _____________________________
Date______________
Section Appendix 5-6
Sample MTN-016 Informed Consent Comprehension Survey: Woman 

1. Women may enroll in MTN-016 if they became pregnant while enrolled on an HIV prevention trial. (TRUE)

2. The main purpose of this study is to see if using a medication being studied for the prevention HIV affects the health of pregnant women and their babies. (TRUE)
3. You will have blood drawn at every study visit. (FALSE)
4. There is no cost to you for study visits, exams, or ultrasounds performed as a part of the study.  (TRUE)
5. You will come back for study visits each month until you give birth. (FALSE)
6. You may have an ultrasound as part of this study. (TRUE)
7. Once you enroll, you may not withdraw from this study at any time. (FALSE)
8. You may contact research staff at any time during the study if you have concerns or questions about the health of your baby. (TRUE)
9. There is no direct benefit to you for participating in this study. (TRUE)
· Study participant passed the assessment by answering all questions correctly → proceed to signing informed consent document

· Study participant missed at least one question → complete the following:

· Review the question(s) that were answered incorrectly with the participant.
· Review the necessary sections of the informed consent with the participant to ensure understanding.
· If the participant can demonstrate understanding of the questions she had previously answered incorrectly on the 2nd attempt, document and proceed with signing the informed consent document.
· If after the second attempt, the participant is still unable to answer the questions correctly, participant is ineligible.  End informed consent process and document fully. 

Notes___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Staff signature _____________________________
Date______________
Section Appendix 5-7
Sample MTN-016 Informed Consent Comprehension Survey: Infant Testing

1. A baby of an HIV-infected woman is at risk of getting the HIV infection through the womb, at the time of labor and delivery, or through breast milk.  (TRUE)  

2. In MTN-016, infants will have a needle stick for blood to test for HIV [sites may insert other alternative].  (TRUE)
3. It may be necessary to test the baby more than once, depending on the results of the first tests and on whether the baby is being breastfed. (TRUE)
4. If your baby is HIV infected, another test will be done to see whether the HIV virus in your baby has any resistance to the medications used to treat HIV.  (TRUE)
5. HIV Care and Treatment is not provided through MTN-016. (TRUE)
6. Babies will be tested for many diseases in addition to HIV. (FALSE)
7. Knowledge gained from this study may help in the development of medications for the prevention of HIV infection.  (TRUE)
8. You may contact research staff at any time during the study if you have concerns or questions about the health of your baby. (TRUE)
· Study participant passed the assessment by answering all questions correctly → proceed to signing informed consent document

· Study participant missed at least one question → complete the following:

· Review the question(s) that were answered incorrectly with the participant.
· Review the necessary sections of the informed consent with the participant to ensure understanding.
· If the participant can demonstrate understanding of the questions she had previously answered incorrectly on the 2nd attempt, document and proceed with signing the informed consent document.
· If after the second attempt, the participant is still unable to answer the questions correctly, participant is ineligible.  End informed consent process and document fully. 

Notes___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Staff signature _____________________________
Date______________

