FDG-PET/CT TC Summary

QIBA FDG-PET priorities
- Profile
- Groundwork for FDA approval

Profile

- Material from prior work and UPICT protocol call outs
- Structure of Profile

- Relationship between protocol and profile

Y1 projects status

- PET/CT digital reference object (Kinahan, Clunie, Nelson)

- SARC-11 retrospective analysis linking SUV changes to outcomes (Wahl)
- SUV change analysis meta-analysis from VUMC db (Hoekstra)

Y2 projects
- inter-reader multicenter SUV comparison study (Wahl, Gatsonis, +TC)

- retrospective analysis linking SUV changes and PERCIST to outcomes from VUMC and
DFCI center dbs (Yap, Hoekstra)

- Profile writing workshop and %FTE (Kinahan, TBN)

FDA BQRT meeting June 17 with FNIH (ACRIN, CALGB) (Wahl, Kinahan, Schnall, Knopp,
Weber, etc.)

PET/CT digital reference object

Parametrically defined

Noise and smoothing adjustable
CT object

Will be tested by TC
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) — QIBA Profile for FDG-PET imaging —
[ Claim: ASUV < 13% test-retest with 95% confidence interval * j

Acquisition Protocol (based on UPICT FDG-PET protocol)

Technical profile: Technical profile:
Scanner specific Image analysis

* Not the actual claim, but something like this based on what is already in the literature

FDG-PET Biomarker Qualification Claim

o I

A lot of other stuff

,~—— QIBAProfile for FDG-PET imaging —————

( Claim: ASUV < 13% test-retest 95% CI* )
Protocol
Technical profile: Technical profile:
Image formation Image analysis




