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Series Description

The Committee for the Advancement of Clinical and Scientific Education lecture series (CACSE) gives
the FDA scientific community and health professionals the chance to stay current

with advances in therapeutics and applied scientific data in various clinical fields, as well as to hear the
perspectives of scientists and clinicians on the application of regulatory scientific knowledge.

The Committee for the Advancement of Clinical and Scientific Education (CACSE) creates a venue to
discuss the cutting-edge technologies and therapeutic advances in various scientific and clinical areas.

Session Description

Additional choices for HIV pre-exposure prophylaxis, beyond oral daily PrEP, remain an acute need for
persons at risk of HIV infection. On approach entails providing a topical rather than systemic, on demand
rather than long-term daily or long-acting, and congruent with existing peri-coital behaviors rather than
require new behaviors. The session will chronicle one approach to tackle each of these product
development challenges in developing a rectal microbicide for HIV pre-exposure prophylaxis.
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Series Objectives:
e Explain the therapeutic research conducted at the FDA
e Discuss the cutting-edge technologies and advancements in the science underlying the many
professions contributing to the FDA regulatory science.

Learning Objectives After completion of this activity, the participant will be able to:

1. Describe the clinical methods required to enable the development of a rectally-administered topical
product designed for local action

2. Give examples of early phase clinical studies guided by human-centered design built around peri-
coital behaviors in order to prevent rectal acquisition of HIV.
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