
MTN-008 Informed Consent Discussion Aid

Suggested Talking Points for Sexual Activity in MTN-008 Consent Process

I don’t plan to be sexually active during the seven days on study product.  Should I not enroll?
· Past research suggests that the gel provides some protection against sexually transmitted infections (HIV and HSV for women not previously infected).  If you do not have sex during the study period, then the gel will not provide any possible health benefit.  However, it can be hard to predict whether you will be sexually active over a given period.  If you unexpectedly decided to have sex, the gel would provide some protection against STDs.  So if there is a chance that you might be sexually active during the study period, then there is a chance that you would get some benefit from the gel. 
· Rationale: given the language in the consent form, it would be problematic to advise subjects to enroll if they will not become sexually active.  However, if there is a chance an individual will be sexually active, she could potentially benefit from the product.  Therefore, for individuals who wish to participate but do not currently plan to be sexually active, it may be most acceptable to emphasize the possibility of sexual activity which is not currently planned.  
I’m certain that I won’t decide to have sex during the seven days on study product.  Should I not enroll?

· If you do not have sex during the study period, the gel will not provide any health benefit.  However, you are still allowed to participate in the study.  The information gathered in this study will be used to help women in the future who are pregnant and may be at risk of getting HIV.
· Rationale: the most reasonable way to reconcile the enrollment criteria with the language relating to benefit and sexual activity is this: women who will not be sexually active cannot be recommended by investigators to join the study, but they are allowed to join the study nonetheless.  Therefore, if a woman is interested in enrolling in the study, she may do so, regardless of whether she will be sexually active.
Why does the consent form tell me not to enroll if I won’t be sexually active?  
· One regulatory agency which reviewed this study found that women should participate only if they might get a benefit from the gel product, which would only happen if they were sexually active.  So we cannot recommend that you participate if you will not be sexually active.  However, the approved study plan allows women to participate even if they will not be sexually active.  As long as you understand the possible risks to you and your baby and the other information in the consent form, you can participate.  The study staff can discuss this information with you in greater detail.  
· Rationale: it would be confusing to explain too many details of the regulatory process—however, this explanation is accurate and may be helpful to subjects.
DAIDS Research Ethics Team
23 May 2011
Page 1 of 1


