A regula ry sc.ence approach
for morgho ogy-based
biomagKer: in tissue sections

|ENCE / SPL / mediadrumworld.com



Project Leads

* Kim Blenman
* Roberto Salgado



TILs in Cancer

i |
L &

o
00 IFNy
&/ N1 cell o

Th=helperCD4*T

M = macrophage

N = neutrophil

DC = dendritic cell

MDSC = myeloid suppressor

Tumor Suppression Tumor Progression

Salgado, et. al. 2015 Annals of Oncology. doi:10.1093/annonc/mdu450




Background

* There is insufficient
understanding regarding
regulatory approaches for
morphology-based
biomarkers (e.g., TlLs in H&E
or IHC/IF sections)

* |t is unclear as to what would
be the “best practices for
consideration”




Approach & Objectives

 Collaboratively contribute to the creation of
regulatory science approaches

* Objective 1: Write a whitepaper that proposes
a regulatory science approach for morphology-
based biomarkers

* Objective 2: Explore options for existing
regulatory programs (e.g., MDDT) and
pathways (e.g. CoDx) or insufficiencies or
propose a new pathway




Deliverables

Produce the whitepaper (e.g., as a
peer-reviewed manuscript)

. Share it with the TILs WG and Plcc

communities

. Submit it to the FDA for

commenting (e.g., QSub program)
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