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NEW IN 2023:

• Meeting summaries will be posted ahead of monthly update meeting 
• https://pathologyinnovationcc.org/meeting-summaries

• Feel free to reach out with additional information on a topic of interest ahead 
of meeting 

• Come prepared to meeting to discuss topics 



FDA



General Updates 



Updates II



Presentation to CC SLT

• Brandon Gallas presented on 1/19



LEGISLATIVE 
UPDATES



CONSOLIDATED 
APPROPRIATIONS 

ACT 2023

• Sec. 3308 
Predetermined Change 
Control Plans for 
devices: If a 
predetermined change 
control plan is approved 
or cleared, then a 
supplemental PMA or a 
new 510(k) is not required 
for a change to a device 
that is consistent with 
such approved or cleared 
plan



NEW PROJECTS



PCCP PROJECT

• Highly relevant for developing a proposed regulatory framework 
- including through issuance of draft guidance on a 
predetermined change control plan (for software’s learning over 
time);

• We anticipate guidance to follow quickly
• We will host a session/project on Pre-determined Change 

Control Plan

• Idea is to capture the regulatory implications and review how 
this PCCP integration came about 

• AND

• To be ready and have the relevant context available when the 
guidance draft comes out = for review and possible commenting



The aim is to create a whitepaper and resource 
on factors that can help balance regulation and 
innovation

The concrete aims are
a) To provide a resource online to outline this 

concept
b) To draft a manuscript for peer-reviewed 

publication
c) To outline the concept for addition to 

Wikipedia

We seek participation from all stakeholders 
interested in the topic
We plan to host 3 open discussion sessions 
(scoping, outlining, finalization)



In this project, we are outlining regulatory 
aspects of the diagnostic assays and 
relevant aspects for realization.

HER2 
LOW 
PROJECT



Background

Under section 13402(e)(4) of the HITECH Act, 
breaches of unsecured protected health 
information affecting 500+ individuals mut be 
posted by the U.S. Department of Health and 
Human Services (HHS), Office for Civil Rights

In this project we aim to examine the data 
available through the Secretary of HHS 
Breach of Unsecure Protected Health Information

The outcome of the project could include
a) An infographics
b) A peer-reviewed publication
c) Several meetings to discuss the findings



MDIC UPDATES
https://mdic.org/

https://mdic.org/


MDIC Updates 

• Cybersecurity Threat-modeling Virtual Bootcamps: 3/13-3/17, 2023



MDIC Updates 

• MDIC Publishes White Paper on 
Using Patient Preference 
Information for Coverage 
Decision Making



MDIC Updates 
Early Feasibility Studies Best Practices Workshop- February 1, 2023, Boston 



MDIC Updates
MDIC Publishes 5G Security Enhancement One Pager



MDIC Updates
Call for Volunteers! MDIC Digital Health Software Vertical

The MDIC Digital Health Software Vertical is looking for software 
experts with experience in deploying software in various formats like: 
embedded in medical device/diagnostics, mobile apps, and desktop 
apps, among others. We also seek more regulatory experts who have 
experience with Class III software submissions to participate in these 
activities. Selected volunteers work with abrader group to develop an 
MDIC framework



MDIC Updates 

• MDIC Publishes First Landscape 
Analysis of 5G in Healthcare

• Please contact Noor Falah nfalah@mdic.org
or Jithesh Veetil jveetil@mdic.org with any 
questions about MDIC initiatives

mailto:nfalah@mdic.org
mailto:jveetil@mdic.org


In-person 
meeting

• D.C. Area

• Timeline?

• Re-cap of key stakeholders (e.g., MDIC, DPA and DPA 
Foundation, CAP, ASCP, FOCR, patient advocacy, industry, 
FDA, NIH, CDC, ACR, PCORI – broad membership, 
workgroups)

• Aim: provide an in-person event of activities and derive key 
questions

• Inclusion of FDA personnel 





Mapping the Evidence for the World Health Organization (WHO) Classification of Tumours: 
a Living Evidence Gap Map by Tumour Type (WCT EVI MAP)
• €3.5 million from the European Commission
• 4-year project
• in collaboration with six other international institutions



Resources 1, 2, 3

IBM Trustworthy AI



Papers



Papers  …>50



Events
• February 7 - NHS Pathology Conference North 2023 | 

Manchester, UK 
• February 2-16 (3 Sessions) - Free Webinar Series About 

Histosuite Tools
• February 27 - Public meeting: FDA Rare Disease Day 2023
• March 6-7 - Cambridge Healthtech Institute’s 3rd Annual Digital 

Medicine The Next Frontier in Precision Medicine | San Diego, CA, 
USA
• March 11 - 2023 ADASP Annual Meeting | New Orleans, LA, USA
• March 11-16 - USCAP Annual Meeting: Facing the Unknown | New 

Orleans, LA, USA 
• June 14-17 - 19th European Congress on Digital Pathology (ECDP 

2023) | Catania, Italy



See you next month


