


CLIA Waiver

u Create and review draft to be shared with CLIA state surveyors











Proposal

uAdditional regulatory input needed
uContact CLIA State Survey Agency Contacts

uPropose to review the ”project”
uObtain their input
uConsider a proposal



FDA Transition Plan

u Submit comments to draft guidance(s) by 3/23/22



Context

Marble et al., 2021 (J Mol Diagn.)



FDA Transition Plan

u Submit comments to draft guidance(s) by 3/23/22



Featured papers

u Bauer et al. Making a science out of preanalytics: an 
analytical method to determine optimal tissue fixation in real-
time 

u Morjaria et al. Strategic thinking in test selection for mass 
SARS-CoV-2 testing 

u Lee et al. Disruptive and sustaining innovation in 
telemedicine: a strategic roadmap 

u Bulten et al. Artificial intelligence for diagnosis and Gleason 
grading of prostate cancer; the PANDA challenge



Bauer et al. Making a science out of preanalytics: an analytical 
method to determine optimal tissue fixation in real-time 



Morjaria et al. Strategic thinking in test 
selection for mass SARS-CoV-2 testing 



Lee et al. Disruptive and sustaining innovation in 
telemedicine: a strategic roadmap 



Bulten et al. Artificial intelligence for diagnosis and Gleason grading 
of prostate cancer; the PANDA challenge

“On United States and European external validation sets, the algorithms achieved agreements
of 0.862 (quadratically weighted κ, 95% confidence interval (CI), 0.840–0.884) and 0.868 (95% CI, 
0.835–0.900) with expert uropathologists”.



Patient Advocacy 
Update

u One of our key deliverables in 2022 is 
to engage more patient advocacy 
groups



Sepsis Alliance

u Initial introduction meeting by M. Tarver 
FDA 

u First meeting on  1/19
u Patient advocacy
u Aims to become a collaborative 

community 



APPIA



APPIA



APPIA



ISPOR

u Waiting on notification for submission of abstract 

u We provide an overview of some of the questions around this topic



u TILS Grand Challenges

TIGER Grand Challenge



ONC (Office National Coordinator for Health Information Technology)



HIT (ONC) Technical specifications

u Example of complexity of standardization



FDA



PIcc Updates

• Progress by Truthing & Validation group
• Finalizing survey for TILS RS Project
• Updating website domain:  
Digitalpathologalliance.orgà pathologyinnovationcc.org



MDIC 



Upcoming Events



Upcoming Events



Next month’s Steering Committee

uWednesday 
uFebruary 23, 2022 
uat 3:00-4:00PM ET


