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PIcc23 took place on June 27&28 in Arlington, VA
Thank you to all attendees, presenters, our sponsors, and MDIC



PIcc23 Recap

PIcc23 occurred on June 27 and 28. A productive and 
collaborative meeting that brought together members to help 

advance PIcc and different initiatives. 
Thank you to everyone that joined us! 

Click here for a recap of the event
 

https://pathologyinnovationcc.org/meeting-summaries/031hwexwnb56twp82eqktehfl6ba6v




Key elements, next steps, timeline Pros for Patient, Clinical, R&D, and regulatory

Concerns for patients, clinical,
R&D, and regulatory

Implications and efforts

• Define terms and 
characteristics around 

data set types (training, 
testing, tuning)

• Checklist or position 
paper with FDA around 

these terms
• Example of what data 

set should look like 
under each term

• Helpful for the transition of EUA to 510k
• Established best practices – later define statistics 

behind this
• Could using an exiting LDT within the regular, 

routine pathologist’s workflow be a way to 
expedite gathering RWD? Does the vendor have 
the right to use this data? “Triangle”  between 
lab, Vendor, and FDA

• Registries

• Understanding of what RWD vs RWE is
• RWD is clinical data – what is generated 

day to day. This is then harmonized (from 
different locations)/cleaned when you 
have an intended use to become evidence

• Standards-based data formats, minimum 
requirements.

• Standardized language and lab reporting is 
needed and a tangible RS tool

• Least burden to prepare the data

• Understand current definitions within 
PCCP guidance

• Data variability needed will be specific to 
the question being asked

• These are recommendations
• Collecting data is active work, to be done 

by humans
• Early adopting labs using LDTs are the 

generators for much of this RWD

• Is presented data true and accurate?
• Will the RWD gathering process via FDA 

for approval be so long that the 
technology is no longer applicable?

• Post-market surveillance issues? Quality 
assurance/control monitoring

Real World Data Collection





FNIH

• Initial meeting 
• Tue 7/18/2023

• connection
• Opportunities for collaboration

• Dedicated meeting
• Project overview; looking for 

collaborators 





The evolution of digital pathology codes
For all major use cases including
• Routine histology (2023)
• Immunohistochemistry (2023)
• Cytopathology (2024)
• Intraoperative Consultations (2024)
• Smears/bone marrows (2024)
• FISH and IF (2024)

Currently Category III codes
• not used for CMS billing
• established for volume tracking 

with new technologies
• must be used when performing

the procedure

Questions, please e-mail: 
Joe Lennerz or Stephen Black-Schaffer



CLFS 2024 => new PLA codes





FDA





https://www.fda.gov/news-events/press-
announcements/fda-launches-pilot-
program-help-reduce-risks-associated-
using-laboratory-developed-tests-identify

• LDT discussion
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LEGISLATIVE UPDATES



PIcc activities in the Data for Health Space











Follow-up

• Data for Health Workshop 
• September 2023
• Boston, MA
• Four tracks –

• Workshop 1 "Striking the Perfect Balance: Navigating Privacy 
Issues at the State Level”

• Workshop 2 "Bridging the Atlantic Divide: Crafting a 
Transatlantic Consent Form for Data Exchange"

• Workshop 3 "United in Health Data: Exploring a Federated 
Administrative Approach for Transatlantic Exchange”

• Workshop 4 "Data from Within: Advancing Healthcare through 
Brain-Computer Interface Insights"



Note: An adequacy decision is one of the tools provided under GDPR to transfer personal data from the EU to third 
countries. In theory, it should give EU residents the certainty that if their data is exported to the US, it will be processed 
with the same level of protection as within the EU.

GDPR vs. HIPAA

Privacy shield 1.0 => ended
March 2022 = EC => final stages

On July 10th  the European Commission adopted 
its adequacy decision for the EU-US Data Privacy 
Framework. 

On the basis of the adequacy decision, 
personal data can flow freely from the EU to 
companies in the United States that participate 
in the Data Privacy Framework.

Health data (more complicated)



https://mdic.org/

MDIC Updates 

https://mdic.org/


Join us at MXR2023!

Join MDIC, FDA, and top industry leaders in this exciting two-
day regulatory science conference convening leaders in 

augmented and virtual reality! Learn about technological 
advances, current medical applications, drivers of innovation 
and adoption, and recent regulatory advances in the field of 

MXR.

Click here for registeration and poster submissions

Contact MXR@mdic.org for Exhibition/Sponsorship 
opportunities 

Early Bird Registration ends: August 31, 2023
 

https://mdic.tech/3DnEE8T?trk=organization_guest_main-feed-card-text


Join us at APF!

The APF theme is Insight. Innovation. Impact. This once-a-
year event will bring together industry experts, patient 

advocates, regulators, and other community innovators to 
transform the future of medical technology and diagnostics. 
Topics to be discussed include health equity, cybersecurity, 

real-world evidence, and more.

Click here to register
 

https://mdic.tech/3DnEE8T?trk=organization_guest_main-feed-card-text


Advanced Manufacturing Clearing 
House (AMCH)

MDIC’s AMCH has funding for you to apply for! 
To learn more, click here

 

https://mdic.org/program/advancedmanufacturing/


Professional 
Societies







ctDNA







Diversity &
Inclusion







Patient advocacy



https://friendsofcan
cerresearch.org/eve
nt/future-in-focus-
digital-pathology-in-
oncology-drug-
development/





Resources













Upcoming presentations

• FNIH
• Alexos Karagyris / MedPerf
• Please suggest others?



Events

Next steering 
committee
meeting

August 
30th 2023


