











It may be possible to get HIV
while using the rectal gel or
tablets. If you use the rectal
gel or tablets after getting
HIV, these products may not
work for you as treatment
for HIV/AIDS. For this reason,
you will have HIV tests
several times during the
study, and must stop using
the rectal gel or tablets if
you get HIV.

You must never share or

sell your rectal gel or tablets.
If other people who have
HIV use the rectal gel or
tablets, these products

may not work for them as

a treatment for HIV/AIDS.

13



BENEFITS

There are no direct benefits
from participating in this
study, but others may benefit
from the information learned
from the study. You will have
tests and examinations o
learn about your health.

You will get condoms and
counseling on how to prevent
STls including HIV.

You will receive treatment
or referrals for medical
care, counseling, and other
services available locally if
you are found to be infected
with STIs, other than HIV,
and other illnesses.

Your partner(s) can be
given counseling and
referral for testing and
treatment for STls.
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VOLUNTARY AND CONFIDENTIAL

It is your choice whether to care. You may join other

join this study. You may ask studies in the future if you are
questions to help decide eligible. If you join this study,
whether to join this study. the study staff must keep
Please continue to ask all information about you
questions at any fime, even confidential. They will keep
after you join the study. If you your information locked away
decide not to join this study, where no one outside of the
it will not affect your health study can see it.

N
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VOLUNTARY AND CONFIDENTIAL
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This is important for your safety. For researchers to be able to
understand if the rectal gel and tablets are safe, we ask that you:

Please tell the study staff if
you are in another research
study or are thinking of joining
another research study

Remember you cannot take
part in any other study until
you finish this study

Come for all your study visits

Use the products as
instructed by study staff

Please think carefully about
whether this will be possible
for you. If you are not able to
do this, you should not join this
research study. Participants
who join this research study
may quit the study at any time.
If you decide to join, we hope
you stay in the study until it

is finished, so we can learn if
these products are safe and
will be used by others.
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As you think about joining this
study, remember that you will:

¢ Be asked to use a tablet or
rectal gel every day, or the
rectal gel every time you
have sex, as instructed,
during your participation

in this study
We encourage you to discuss your ¢ Have clinic visits regularly
decision with your partner(s) and for 67 months
;);f;ec:)rupeople who are important ¢ Have blood tests, physical

and rectal exams, and
answer personal questions
during your participation in
this study

e Stay in the study for
approximately 27 weeks

You are asked to speak freely and
honestly, with study staff, so they
can know how to help you. You may
share this booklet with others.
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FOR ADDITIONAL INFORMATION OR QUESTIONS

This research study is being conducted by:

If you have questions about this research study, please contact:

If you have questions about the rights of participants who join this
research study, please contact:

The United States National Institutes of Health is paying for this research study.



