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Objective

OBJECTIVE
To address the differences in clinical evidence required for
» Regulatory oversight
» Coverage
» Reimbursement
» Guideline inclusion
» Clinical use

Goal
Clarify a pathway for successfully bringing a test to clinical use
for the benefit patients




To Consider in Your Presentation

e What are your views of the described barriers to successful

genomic test development?
e What are potential solutions?
e What are the obstacles to achieving those solutions?

e How can we overcome those obstacles?




Meeting Format

® Session I: Advancing Diagnostics Development
° Speakers
Discussion

® Speakers

Discussion

® Speakers

Discussion

® Session II: Paths Forward

® Speakers

Discussion

® Session III: Facilitating Convergence

® Session IV: Concluding Remarks




Charge to Speakers

“Life 1s full of opportunities and pitfalls.

The key to success Is to seize the opportunities,
avold the pitfalls,

and be home 1n time for cocktails at 6 PM”

Woody Allen




