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DAY 1 SESSION DESCRIPTION

16:30-19:30 | Welcome Reception, Dinner, Keynote Presentation

Keynote Presentation (18:30-19:30):
Jeffrey Cummings, MD “AD Trials: Past, Present, and Future”

DAY 2 SESSION DESCRIPTION
06:00-07:00 | Morning Activity (Optional)
07:30-09.00 | Breakfast
; . SESSION 1: AD TRIAL DESIGNS
B Chair: Paul Aisen, MD
; ; ADRD Trials and Objectives
08:30-09:00 Paul Aisen, MD
10 Minute Lightning Presentations
e Nomenclature: Ronald Petersen, MD
09:00-09:30 . . ’
e Non-Pharmacological Trials: Jeffrey Burns, MD
e Behavioral Trials: David Sultzer, MD
09:30-10:15 | Session 1 Panel and Discussion
10:15-10:30 | Course Group Photo
10:30-10:45 | Break
10:45-12:00 WORKSHOP 1: CRITICAL EVALUATION OF LITERATURE
’ ' Moderator: David Knopman, MD
12:00-13:00 | Lunch
; . SESSION 2: PARTICIPANT-RELATED ISSUES
13:00-15:00 | i Joshua Grill, PhD
; ; Trial Design, Recruitment & Retention
13:00-1330 | 55shua Grill, PhD
; ; Community Conversation Café
LERIEHI Neelum T. Aggarwal, MD, Carl V. Hill, PhD
15:00-15:15 | Break
SESSION 3: ADRD TRIAL ETHICS
B Grill, PhD
Research Decisions, Capacity and Other Ethical Issues
15:15-16:30 Holly Fernandez Lynch, JD, Joshua Grill, PhD, Jason Karlawish,
MD
16:30-19:00 | Break
19:00-21:00 | Advocacy Dinner
21:00-22:00 | Evening Activity (Optional)
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DAY 3 SESSION DESCRIPTION ‘
06:00-07:00 | Morning Activity (Optional)
07:30-09.00 | Breakfast
08:30-10:15 SESSION 4: DESIGN AND ANALYSIS: NUTS AND BOLTS

i ' Chair: Michael Donohue, PhD

) ; Design Features in ADRD
08:30-09:00 | \jichael Donohue, PhD

15 Minute Lightning Presentations

; . e Randomization and Blinding: Mark Espeland, PhD

SEHUOA R e Missing Data in Analysis: Daniel Gillen, PhD
e Data and Study Integrity: Rema Raman, PhD

09:45-10:15 | Session 4 Panel and Discussion
10:15-10:30 | Break
10:30-11:30 WORKSHOP 2: PRESENTATION AND COMMUNICATION SKILLS

’ ' Moderator: Bri McWhorter, Activate to Captivate
11:30-12:30 | Lunch

13:00-13:30

PROFESSIONALS TRACK ADJOURNS

FELLOWSHIP TRACK RESET

Rema Raman, PhD and Josh Grill, PhD

13:30-14:30 | SESSION 5: DESIGN CHOICES

13:30-14:30 POINT-COUNTERPOINT: TRADITIONAL VS. ADAPTIVE DESIGNS
’ ’ Paul Aisen, MD and Reisa Sperling, MD

14:30-16:30 | Protocol Development Work Groups — Design Choices

16:30-18:30 | Break
) ) Dinner Meeting

18:30-21:00 Fireside Chat: Careers in Clinical Trials

21:00-22:00 | Evening Activity (Optional)
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DAY 4 SESSION DESCRIPTION ‘
06:00-07:00 | Morning Activity (Optional)
07:30-09.00 Breakfast
SESSION 6: POPULATIONS AND OUTCOMES
O Chair: Mary Sano, PhD
) ; Populations & Outcomes Overview
08:30-08:45 Mary Sano, PhD
15 Minute Lightening Presentations
¢ Dementia Trials: Steve Salloway, MD
e MCI/Prodromal Trials: Ron Petersen, MD
08:45-10:15 e Preclinical Trials: Reisa Sperling, MD
¢ Non-Pharmacological Trials: Laura Baker, PhD
o Next Gen Cognitive Outcomes: Dorene Rentz, PhD
e Next Gen Fluid Biomarker Outcomes: Robert Rissman, PhD
10:15-10:45 | Session 6 Panel and Discussion
10:45-11:00 | Break
SESSION 7: STATISTICAL CONSIDERATIONS
Chair: Mark Espeland, PhD
11:00-12:00
Panel: Hiroko Dodge, PhD, Michael Donohue, PhD,
Daniel Gillen, PhD, Rema Raman, PhD, Gopalan Sethuraman, PhD
12:00-13:00 | Working Lunch
12:00-15:00 Prot-oc.:ol Devel.opme.nt Work Groups - Populations, Outcomes and
Statistical Considerations
15:00-18:30 Break
18:30-21:00 | Group Dinner (Optional)
21:00-22:00 | Evening Activity (Optional)
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DAY 5 SESSION DESCRIPTION
06:00-7:00 Morning Activity (Optional)
07:00-08:30 Breakfast
) ) SESSION 8: SERVING AS A PRINCIPAL INVESTIGATOR
08:30-10:00 Chair: Michael Rafii, MD
; ; Study Leadership
UHEOATERGY Michael Rafii, MD
10 Minute Lightning Presentations
e Clinical Informatics: Gustavo Jimenez-Maggiora, MBA
_ _ e Safety & Clinical Monitoring: Gregory Jicha, MD
SEHOAO0 e |[nstitutional Review Boards: Karen Bell, MD
e Data and Safety Monitoring Boards: Rema Raman, PhD
e Budget Planning and Execution: Jeremy Pizzola
10:00-10:30 Break
10:30-12:00 Protocol Development Work Groups — Safety and Data Monitoring
Plans
12:00-13:00 Lunch
WORKSHOP 3: SECURING TRIAL FUNDING
I: Funding Agency Presentations
e NIA: Kristina McLinden, PhD, Laurie Ryan, PhD
13-:00-15:00 e Alzheimer’s Association: Maria Carrillo, PhD, Heather Snyder,

PhD
e ADDF: Howard Fillit, MD

Il. Reflections from a Study Section Panel

FELLOWSHIP TRACK ADJOURNS

Welcome Reception/Dinner Events
Morning & Evening Activities (optional)
Course Sessions

Course Workshops & Work Groups
Breakfast/Lunch/Break




