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Welcome, Housekeeping, and
Overview

Logan Donaldson, Forum for Collaborative Research



Housekeeping




Please Note

For Collaborative Research*

Berkeley’s Hub for Regulatory Science

Breakfast, lunch, and drinks will be down the stairs, below
this room

Bathroom just outside the room to the left

Help desk, directly across from meeting room, where the
registration desk is

Daily shuttles provided to and from venue and 54 on Bath
hotel

Check today with help desk on airport return shuttle — luggage on May 12

Use name tag to access open bar at 54 on Bath for
networking reception
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P I ease N Ote For Collaborative Research™

Berkeley’s Hub for Regulatory Science

Let us know if you have issues with the Wi-Fi, you should have
received a Wi-Fi info at registration

There are Zoom participants: please speak into a microphone, so
they can hear you

Act as if all microphones are always on
Private conversations should be held in the lobby or hallway
Meeting rooms available by request

This meeting is being recorded for notetaking purposes, and the
recording will only be disbursed to registered participants

Photos in the room
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Forum Overview



Who we are THE FORUM

For Collaborative Research™

Berkeley’s Hub for Regulatory Science

The Forum for Collaborative Research is
a public/private partnership hosted by the THE FORUM
University of California, Berkeley

We provide a platform for ongoing multi-
stakeholder dialogue to address cutting-
edge regulatory and policy issues

The Forum is a neutral, independent,
safe space where everyone has an equal
voice

= Focus on developing consensus, increasing
synergy and collaboration, and reducing
duplication and uncertainty

= Active & engaged participation
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THE FORUM

For Collaborative Research™

H IV F o ru m S po n s o rs Berkeley’s Hub for Regulatory Science

This meeting is supported by:

Gates Foundation

Additional HIV Forum sponsors (unrestricted grants — not linked to this event)

() GILEAD €0 MSD V iV

Creating Possible Healthcare
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Forum Team

For Collaborative Research*

Berkeley’s Hub for Regulatory Science

Veronica Miller — Director « Deb Dabnath — Research Associate
Haely Jardas — Executive Assistant « Seema Desai, Research Associate

Jordan Cathey — Director of Operations, Business & + Alice Kang — Senior Project Manager

Development - Margot Yann — Director of Data Analysis Center and

Christopher Berry — Senior Events and Principal Data Scientist

Operations Manager - Zachary Rooney — IT Systems Analyst

Alicia Jellinek — Program Financial Analyst . Becca Freed — Communications Manager

Meghan Rakowski — Research Associate

Shilpa Mitra — Senior Research Associate . Michael Robertson — Program Advisor

Donal -R hA i
Logan Donaldson esearch Associate « Jeffrey S. Murray — Program Advisor

Ekene Osakwe — Research Associate . John Sninsky — Program Advisor

Edyth Dyer — Research Associate . Alma Ebot — Graduate Student Intern

Kathy An —Assistant Research Associate « Alessi Ayvaz, Graduate Student Researcher
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Wits RHI Team 71) THE FORUM

For Collaborative Research™

Berkeley’s Hub for Regulatory Science

« Shamim Ganie

Deshni Naidoo
 Susie Cornell

Ita Malaika Collins
And Many More!

University of the Witwatersrand

WITS RHI
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Summit Overview



Overarching objective & focus ' '!"!EDFPIEUN!

Berkeley’s Hub for Regulatory Scie

Objective: Build consensus on ethical, acceptable,
inclusive, feasible, and efficient HIV PEP data
strategies for new products

- Explore national regulatory authority - Build consensus on the best way to

perspectives on HIV PEP ethically and efficiently collect HIV PEP
* Recognize the importance of the data that may lead to regulatory
African region in previous and future approval and/or updated guidelines
HIV research o Alternative Trial Designs
» Discuss single agent PEP regimens in o Totality of Evidence

the context of drug resistance and
regulatory approval

Benefit all stakeholders involved and the field in general
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Summit overview

SAST

9:00AM
9:35AM

10:05AM

11:30AM

1:15PM

2:15PM

4:15PM

Day 1
Session I: Welcome & summit overview

Session Il: Sponsors and Funders Updates

Session Ill: Preclinical Models, PK/PD, and
Existing Knowledge

Session IV: Levels of Evidence; Guidelines
and Regulations

Lunch

Session V: Clinical Trial Designs and Statistical
Considerations

Session VI: Continuation of Day 1 Discussion

SAST

9:00AM
9:20AM

10:45AM

11:30PM

12:00PM

2:00PM

71) THE FORUM

For Collaborative Research™

Berkeley’s Hub for Regulatory Science

Day 2
Welcome & housekeeping

Session VII: Implementation

Session VIII: Regulatory Perspectives
Lunch
Session IX: Brainstorming, Consensus Building,

and Proposal Writing

End of Summit
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For Collaborative Research*

Berkeley’s Hub for Regulatory Science

HIV PEP AIDS 2026
Summit Satellite

Working
Group

»
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Thank you!

Wits RHI
Working Group Members
Sponsors
Organizing Teams
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