















































































































































































































































































































































[SITES TO INCLUDE/AMEND THE FOLLOWING, IF APPLICABLE]: There may be
other studies going on here or in the community that you may be eligible for. If you wish,
we will tell you about other studies that we know about. There also may be other places
where you can go for HIV counseling and testing and birth control. We will tell you about
those places if you wish.

If you choose not to take part in this study, it will have no effect on the regular medical
care that is available to you at this clinic or elsewhere.

COSTS TO YOU

[SITE TO COMPLETE ACCORDING TO SITE CAPACITY]: There is no cost to you for
study related visits, the VR, physical/pelvic examinations, laboratory tests or other
procedures. Treatments available to you from the study site for HIV/STIs may be given to
you free of charge or you will be referred for available treatment for the duration of the
study.

REIMBURSEMENT

[SITE TO INSERT INFORMATION ABOUT LOCAL REIMBURSEMENT]: You will
receive [SITE TO INSERT AMOUNT $XX] for your time, effort, and travel to and from the
clinic at each scheduled visit. If chosen to take part in the in-depth interview, you will
receive [SITE TO INSERT AMOUNT $XX]. You may receive [SITE TO INSERT
AMOUNT $XX] for any visits which occur in between your normally scheduled visits.

CONFIDENTIALITY

Any information about you obtained from this research will be kept as private as possible.
All records related to your involvement in this research study will be kept in a [SITES TO
INSERT]. Your identity on these records will be indicated by a number rather than by
your name, and the information linking these numbers with your name will be kept
separate from the research records.

Efforts will be made to keep your information confidential. However, it is not possible to
guarantee confidentiality. Your personal information may be disclosed if required by law.
The study staff may use your personal information to verify that you are not in any other
research studies. This includes studies conducted by other researchers that study staff
may know about. Any publication of this study will not use your name or identify you
personally.

Your records may be reviewed by:
e Representatives of the US Federal Government, including the US FDA, US OHRP,
NIH, contractors of NIH, and other local and US regulatory authorities.
e Representatives of IPM, including study monitors. -

data quality).
e Sijte IRBs or Ethics Committees.
e Study staff.
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[SITE TO INCLUDE/AMEND THE FOLLOWING]:

[LOCAL/STATE/NATIONAL] regulations require study staff to report the names of
people who test positive for HIV and other STls to the [LOCAL HEALTH AUTHORITY].
Outreach workers from the [LOCAL HEALTH AUTHORITY] may then contact you about
informing your partners, since they also should be tested. If you do not want to inform
your partners yourself, the outreach workers will contact them, according to the
confidentiality guidelines of the [HEALTH AUTHORITY].

The researchers will do everything they can to protect your privacy. In addition to the
efforts of the study staff to help keep your personal information private, we have obtained
a Certificate of Confidentiality from the US Federal Government. This Certificate protects
study staff from being forced to tell people who are not connected with this study, such
as the court system, about your participation or information you give for study purposes.
However, if the study staff learns of possible child or elder abuse and/or neglect, or a risk
of harm to you or others, they will be required to tell the proper authorities. This Certificate
does not prevent you from releasing information about yourself and your participation in
the study.

RESEARCH-RELATED INJURY

[SITE TO SPECIFY INSTITUTIONAL POLICY]: It is unlikely that you will be injured as a
result of study participation. If you are injured, the [INSTITUTION] will give you immediate
necessary treatment for your injuries. You [WILL/WILL NOT] have to pay for this
treatment. You will be told where you can receive additional treatment for your injuries.
The U.S. NIH does not have a mechanism to pay money or give other forms of
compensation for research related injuries. You do not give up any legal rights by signing
this consent form.

CLINICALTRIALS.GOV

A description of this clinical trial will be available on http://www.ClinicalTrials.gov. This
website will not include information that can identify you. At most, the website will include
a summary of the results. You can search this website at any time.

YOUR RIGHTS AS A RESEARCH PARTICIPANT/VOLUNTEER

[SITE TO SPECIFY INSTITUTIONAL POLICY]: Taking part in this study is completely
voluntary. You may choose not to take part in this study or leave this study at any time. If
you choose not to participate or to leave the study, you will not lose the benefit of services
to which you would otherwise be entitled at this clinic. If you want the results of the study
after the study is over, let the study staff members know.

PROBLEMS OR QUESTIONS

If you ever have any questions about the study, or if you have a research-related injury,
you should contact [INSERT NAME OF THE INVESTIGATOR OR OTHER STUDY
STAFF] at [INSERT TELEPHONE NUMBER AND/OR PHYSICAL ADDRESS].
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If you have questions about your rights as a research participant, you should contact
[INSERT NAME OR TITLE OF PERSON ON THE IRB/EC OR OTHER ORGANIZATION
APPROPRIATE FOR THE SITE] at [INSERT PHYSICAL ADDRESS AND TELEPHONE

NUMBER].
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CONSENT FOR LONG-TERM STORAGE AND FUTURE TESTING OF
SPECIMENS

There might be a small amount of urine, blood, cervical tissue, or vaginal and
cervical fluid left over after we have done all of the study related testing. We would
like to ask your permission to store these leftover samples and related health
information for use in future studies, such as future research to fight HIV and other
related diseases. This health information may include personal facts about you
such as your race, ethnicity, sex, medical conditions and your age range. If you
agree, your samples and related health data will be stored safely and securely at
facilities that are designed so that only approved researchers will have access to
the samples. Some employees of the facilities will need to have access to your
samples to store them and keep track of where they are, but these people will not
have information that directly identifies you.

You can still enroll in this study if you decide not to have leftover samples stored for
future studies. If you do not want the leftover samples stored, we will destroy them.

The type of testing planned for your leftover specimens is not yet known, and there
is no time limit on how long these samples will be stored. However, no genetic
testing on either a limited set or the full set of genes is planned for leftover
specimens that are stored for the purposes of future research. Samples may be
used by the MTN Laboratory Center to complete additional quality assurance
testing, ensuring that laboratory tests work correctly and supply accurate data. It is
important that you know that any future testing or studies beyond that must be
approved by an Institutional Review Board before they can be done.

You can withdraw your consent for the storage and future testing of specimens at
any time by providing your request in writing to the person in charge of this study.
However, researchers will not be able to destroy samples or information from
research that is already underway.

Initials and Date | DO agree to allow my biological specimens and health
data to be stored and used in future research studies.

Initials and Date I DO NOT agree to allow my biological specimens and
health data to be stored and used in future research
studies.
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SIGNATURES- VOLUNTARY CONSENT

[INSERT SIGNATURE BLOCKS AS REQUIRED BY THE LOCAL IRB/EC]: If you
have read this consent form, or had it read and explained to you, and you understand
the information, and you voluntarily agree to the study, please sign your name or make
your mark below.

Participant Name Participant Signature/Mark Date
(print)
Study Staff Conducting  Study Staff Signature Date

Consent Discussion (print)

Witness Name (print) Witness Signature Date
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