p7Y U.S. FOOD & DRUG

Coordinated Registry Network (CRN) for

Devices Used for Acute Ischemic Stroke

Intervention (DAISI)

Meeting Agenda

March 14, 2019

FDA Headquarters, Silver Spring, MD
Building 31, Great room

DAISI Co-Chairs: Sameer Ansari, NM; Adnan Siddiqui, UBNS and David Liebeskind, UCLA

Objectives:
e Final Common Data Elements (CDE)
e Data Use Agreement (DUA) Draft
e Sustainability Plan
e Protocol Discussion for Pilot Study on Basilar Occlusion
e Industry Consensus/Agreement on Data Usage Requirements
e Specific FDA Goals from DAISI

Time Topic Presenter
8:00-8:10 Opening Remarks—FDA
FDA Perspective on Today’s Proceedings Going Forward Carlos Pefia, FDA

forthe DAISICRN
8:10 - 10:55 Session | — Partner Updates

8:10 - 8:40 Physicians Societies — SNIS, AANS, SVIN, AHA
8:40-9:20 Industry Partners — US & OUS
9:20 — 9:50 Physicians

9:50-10:10 Coffee Break
10:10 - 10:40 FDA Updates
o FDA’s Perspective of DAISI
e Proposed Goals
e Best Practices
10:40 — 10:55 Open Discussion
10:55 - 11:45 Lunch (At Attendees Expense
11:45-1:45 Session Il — Finalize the Common Data Elements

11:45-12:15 Common Data Elements
12:15-12:45 Pilot Projects

12:45 - 1:45 Imaging Data Elements

e Mechanisms for Key Collection Measures
1:45-2:00 Coffee Break
2:00-3:15 Operationalizing DAISI

o DAISI Oversight

o  MDAEpiNet Capabilities

o DA Perspectives

¢ CRN Community of Practice
3:15-4:00 Summary - Co-Chairs

o Define Next steps / Identify new meeting dates
4:00 Adjournment




