


Advancing Telehealth Beyond COVID–19 Act 
of 2022 

• Removing geographic requirements
• Clear indication and alleviates 

national concerns
• Is expected to pass the house 

and will result in a 2-year 
extension

• Devices + diagnostics is not 
mentioned (remains TBD)



MDUFA/VALID



CAP Update of LDTs and the VALID Act



Senator Burr press release



Letters to Congress on VALID
CAP, ASCO, FOCR, Pew, Roche & many moreAMP, AACC, ASCP, API & many more



PIcc Charter

•We have received questions about how to join
• Free, available, charter can be signed à symbol on the 

landing page and participation
• Non-profits 501(c)(3) can join
• Proposal to start a non-profit organization as a facilitator



FDA Corner



FDA Corner



FDA Corner

• FDA details 
optimized approach 
for regulatory 
oversight tools to 
better protect public 
health



FDA Corner
• FDA’s Ongoing Use of 

Inspectional Tools for 
Ensuring Access to Safe, 
Quality Food and Medical 
Products During the 
COVID-19 Pandemic

• Catalog of regulatory 
science tools



FDA Corner



FDA Corner



FDA Corner

• Proposed rule on 
revising the 
national drug code 
format



Upcoming presentation
August 5, 2022 at 12:00-1:00 PM Eastern Time



Upcoming presentation
Date TBD



News & Updates



Workgroup Update

• Truthing & Validation working group 



Update: Food Safety Administration Act of 2022 

• Baby formula supply shortage
• Proposes to separate “food” 

oversight from the FDA
• New enforcement entity would be 

a separate branch under HHS
• Relevance: drug development 

relies on intra-agency experience 



Dispute about data portrayal 
in Alzheimer’s disease 
articles

• Image-based assessment of 
data similarity / dissimilarity

• Regulatory relevance related 
to disease mechanisms and 
drug development



AI advancements in Sepsis diagnostics 

• AI speeds sepsis detection to 
prevent hundreds of deaths
• Evaluation of a Multivalent 

Transcriptomic Metric for 
Diagnosing Surgical Sepsis 
and Estimating Mortality 
Among Critically Ill Patients 



Resources



Guidance on Qualification and 
Classification of Software in Regulation (EU)

resources



Machine Learning-enable medical devices: Key 
Terms and Definitions

resources



DATAcc Toolkit for Inclusive Deployment
resources



Prodigy: Radically efficient machine teaching. 
An annotation tool powered by active learning

resources



WHO Breast Cancer Initiative
resources



Project Updates



• FDA cleared comments 
from Decision Summary 
session (presentation 
June 2022 are 
available on website



Project proposals:

• HER2-low (NEJM paper + ASCO, now 
change in paradigm of breast cancer 
testing)
• Abemaciclib/Ki-67 in breast cancer 

project



ctDNA Out of the Dark session
• Friends hosted two sessions on the topic
• review of draft guidance is up
• draft is being prepared and will be circulated for comments 



Featured Papers



Ochoa et al. 
Establish human genetics evidence supports two-thirds of the 
2021 FDA-approved drugs

featured papers



Mackey et al. 
Establishing a blockchain-enable indigenous data sovereignty 
framework for genomic data

featured papers



Antonelli et al.
The Medical Segmentation Decathlon

featured papers



Rojansky et al.
Rapid deployment of whole slide imaging for primary diagnosis 
in surgical pathology at Stanford Medicine

featured papers



Kelly et al.
Job Stress, Burnout, Work-Life Balance, Well-Being, and Job 
Satisfaction Among Pathology Residents and Fellows

featured papers



Ricciuti et al.  
Association of high tumor mutation burden in non-small cell lung 
cancers with increased immune infiltration and improved clinical 
outcomes of PD-L1 blockade across PD-L1 expression levels

featured papers



Hutchinson & Grimm
Integrating digital pathology and mathematical modelling to 
predict spatial biomarker dynamics in cancer immunotherapy

featured papers



Shinohara et al. 
Substantial improvement of histopathological diagnosis by 
whole-slide image-based remote consultation

featured papers



Hassell et al. Pathology education powered by virtual 
and digital transformation

featured papers



Hongkui Zeng
What is a cell type and how to define it?

featured papers



Neumann et al.
Genomic architecture of FGFR2 fusions in cholangiocarcinoma 
and its implication for molecular testing

featured papers



Other resources
resources



Thank you
Next month’s steering committee on

August 31, 2022 at 3:00-4:00 PM Eastern Time

Next event on
August 5, 2022 at 12:00-1:00 PM Eastern Time

Evaluating Medical Imaging Devices and Image-
Based Algorithms with the Clinician in the Loop

Brandon Gallas, PhD
FDA/CDFH/OSEL/DIDSR


