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stigma and discrimination and work to mitigate social harm and enhance social benefits, while ensuring that benefits
are not so great as to constitute undue inducement to participate.

16. Gender

Gender issues should also be taken into account in designing research processes. Different factors may influence
men and women as they consider whether to participate in AIDS vaccine research. For example, in some places, it
has been challenging to recruit sufficient numbers of women in trials. This may be due to limitations on women’s
autonomy in decision-making, concerns about future fertility, concerns about contraceptive requirements given
social pressures to bear children, or logistical barriers due to child care, household responsibilities, and income
earning. In other places, it has been more challenging to recruit men.

Gender can also affect how a volunteer experiences participation. Men and women may experience different social
impacts of participation based on gender-related social norms. For example, women who participate in some studies
may experience more stigma from families or communities based on assumptions about the type of people who
enrol in HIV-related studies or trials, or may fear that participation will result in relationship problems that could
threaten their social and economic well-being. Sexual or gender orientation may also determine social impact.
Recruitment, retention, and other trial processes should address these gender issues to promote a positive experience
and mitigate any potential negative social impact.

TAVT has developed gender training manuals for India and Africa that can be used to orient research staff, CABs, and
others to key gender issues in the context of AIDS vaccine research. IAVI recommends that all trial staff be trained in
gender-related issues in the context of clinical research.

17. Post-Trial Access

TAVI is committed to developing a safe, effective, accessible vaccine to prevent HIV transmission. If an AIDS vaccine
tested by TAVI is found to be safe and effective, IAVI will work with its partners, national regulatory authorities, and
other national and international stakeholders to make the vaccine accessible to the volunteers who participated in
that vaccine’s clinical trial(s), as well as to the communities and countries that supported the trial. However, because
access to vaccines is often controlled by national regulations, IAVI cannot guarantee post-trial access in all cases.
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