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Welcome, Program Overview, and Acknowledgments

Shilpa Mitra
Forum for Collaborative Research



Overview of the TAVI Forum 7) THE FORUM

For Collaborative Research®

Berkeley's Hub for Regulatory Science

K What: a platform for ongoing multi-stakeholder

dialogue to identify barriers, prioritize research Regulatory
Agencies

and identify solutions to accelerate
therapeutic development for TAVI

Professional

= How: provide a neutral, independent, safe Societies

space for discussion and deliberation across
stakeholder groups

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

= Ongoing working group activity throughout
the year anchored by larger project events

= Active & engaged participation
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Forum Operating Principles

For Collaborative Research®

Berkeley’s Hub for Regulatory Science

Independent and neutral venue

Ongoing multi-stakeholder dialogue

Each stakeholder group has an equal voice

Facilitate best science-based decisions, In real time
Break down inefficiencies and redundancy
Increase clarity, collaboration and innovation

Benefit to whole field, especially patients
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Foru m = Safe S pace For Collaborative Research™

Berkeley’s Hub for Regulatory Science

Closed meeting
No marketing
No press

Bring your expertise

Leave your “hat” at the door
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Rules of the Room and Zoom

For Collaborative Research®

Berkeley’s Hub for Regulatory Science

What's said in the room, stays in the room

What's said in the room, is not for attribution

Let the science speak

Active participation

This meeting is being recorded for internal purposes only

Please stay muted unless speaking. Post your questions/comments in
the chat or use the “Raise Hand” feature on Zoom. Please do not
unmute unless called on.
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History of the TAVI Forum

For Collaborative Research®

Berkeley’s Hub for Regulatory Science

CMV Forum (2014)

Development of standardized definitions

Recommendations for clinical trial designs

TAVI Forum (2019)
Adenovirus, BK Virus, HSV, HHV-6, etc.

Immunocompromised populations

Working group outputs include consensus papers and research projects
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“Experience from the Field” Manuscript For Collaborative Research”

Berkeley’s Hub for Regulatory Science

Target: Transplant Infectious Disease (Experience from the Field),
suggested by Mike Ison

Goal:

Capture TAVI’'s impact on definitions, endpoints, and trial design
Highlight value of a neutral, multi-stakeholder model
Scope:

CMV origins (2014) — broader transplant viral infections

Outputs + how the model works
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Aim Of this Paper For Collaborative Research™

Berkeley’s Hub for Regulatory Science

How TAVI works: Network model, working groups, consensus
outputs

Key contributions
CMV definitions & endpoints

BK frameworks + assay harmonization

Current focus: CMV, BK, adenovirus, HHV-6, HSV, emerging topics

Lessons learned: Standardization, regulatory alignment, sustaining
collaboration

TAVI as a model to accelerate progress in transplant ID
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TAVI Forum Steering Committee 1) THE FORUM

For Collaborative Research®

Berkeley’s Hub for Regulatory Science

Michael Boeckh, University of Washington

Roy F. Chemaly, University of Texas MD
Anderson Cancer Center

Thomas Lion, Labdia Labordiagnostik GmbH

Veronica Miller
Forum for Collaborative Research

Per Ljungman, Karolinska Institutet

Camille Kotton, Mass. General Hospital Atul Humar, University of Toronto

Takashi Komatsu, EDA/CDER Ajit Limaye, University of Washington

Genovefa (Zenia) Papanicolaou, Memorial

Aimee Hodowanec, FDA/CDER

Sloane Kettering Cancer Center

Regulatory

Jules O'Rear, FDA/CDER Juergen Beck, Memo Therapeutics

Cynthia Wat, AiCuris

Industry
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TAVI Forum Sponsors (&) THE FORUM

For Collaborative Research*
Berkeley’s Hub for Regulatory Science

@ AiCuris @T/df:?gS kamada

Anti-infective Cures bio EACH LIFE IS UNIQUE

NAERACO S ORTHOGON ¢ SymBio

THERAPEUTICS
THERAPEUTICS AG

Eurofins
Clinical Diagnostics

& Viracor
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The Forum Team

For Collaborative Research™

Veronica Miller — Director & Faculty Lead o Administration

Haely Jardas — Executive Assistant Jordan Cathey — Director of Operations and Business
Project Managers Christopher Berry — Sr Events and Operations Manager

Shilpa Mitra — Senior Research Associate Alicia Jellinek — Program Financial Analyst

Logan Donaldson — Research Associate Student Assistants

Ekene Osakwe — Research Associate Alessi Ayvaz — Graduate Student Researcher

Edyth Dwyer — Research Associate Alma Ngwa Ebot — Graduate Student Assistant

Meghan Rakowski — Research Associate Allison Li — Undergraduate Student Assistant

Kathy An — Assistant Research Associate Program Advisors
Data & Analysis Center (DAC) Jeffrey S. Murray — Program Advisor

Margot Yann — Director, DAC: Principal Data Scientist Mike Robertson — Program Advisor

Zachary Rooney — Technical & Infrastructure Lead John Sninsky — Program Advisor

Alice Kang — Program Manager Mark Hartman — Volunteer Advisor

Debajyoti Debnath — Research Associate Becca Freed — Communications Consultant
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For Collaborative Research®

Berkeley's Hub for Regulatory Science
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I AR @ THE FORUM

| For Collaborative Research™
F Berkeley’s Hub for Regulatory Science

\ 4

Thank You East West AV! %

EAST WEST

AUDIO VISUAL

UC Berkeley Public Health



@ THE FORUM

For Collaborative Research®

Berkeley’s Hub for Regulatory Science

Introductory Remarks

Veronica Miller, Forum for Collaborative Research
Per Ljungman, Karolinska Institutet

Camille Kotton, Massachusetts General Hospital
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