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MILESTONE: Two recent cleared WSI devices creating/using DICOM images

Leica’s new WSI scanner GT-450 DX Sectra’s DICOM WSI viewer“Implementing the 
DICOM Standard

for Digital Pathology”

Nov 2018

First WSI
System
(Philips)

April 2017
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•Takyiah Stevenson, PharmD
Center for Drug Evaluation and Research
Food and Drug Administration
10903 New Hampshire Avenue
WO31-2417
Silver Spring, MD 20993-0002

Phone: 301-796-7973
Email: ODAC@fda.hhs.gov
•FDA Advisory Committee Information Line
1-800-741-8138
(301-443-0572 in the Washington DC area)
Please call the Information Line for up-to-date information on this 
hearing.
•For press inquiries, please contact the Office of Media Affairs at 
Email: fdaoma@fda.hhs.gov or 301–796–4540
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AGILE REGULATION 
MORE ON THE CONCEPT
• Agile Regulation Framework: A flexible 

approach for regulators to adapt quickly 
to change, integrating agile processes 
and flexible regulations.

• Improvement Categories: Focus areas 
include enhancing internal processes, 
refining regulatory design, and 
promoting continuous learning within 
regulatory agencies.

• Implementation Strategies: Addressing 
challenges like resource constraints, 
strategies include fostering innovation 
through leadership, leveraging small 
teams, and integrating AI. Ideas like 
rethinking regulator-regulated entity 
relationships and promoting continuous 
feedback were discussed for enhanced 
agility.



Update 
CDS vs. 
Device

Your Clinical Decision Support Software: Is It a Device? 
The FDA issued a guidance, Clinical Decision Support Software, to describe the FDA's regulatory approach to Clinical Decision Support (CDS] software functions. This graphic gives a general 
and summary overview of the guidance and is for illustrative purposes only. Consult the guidance for the complete discussion and examples. Other software functions that are not listed 
may also be device software functions. * 

Your software function must meet all four criteria to be Non-Device CDS. 
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1. Your software 
function does NOT 

• acquire, process, or 
analyze medical 
images, signals, 

or patterns. 

2. Your software 
function displays, 

analyzes, or prints medical 
information normally 

communicated between 
health care professionals 

(HCPs). 

Non-Device examples display, analyze, or print the following examples of 
medical information, which must also not be images, signals, or patterns: 

Device examples acquire, 
process, or analyze: 

• Signal acquisition systems 

• In vitro diag nasties 

• Magnetic resonance imaging [MRI] 

• Next Generation Sequencing [NGS] 

• Continuous Glucose Monitoring 
[CGM] 

• Computer aided detection/diagnosis 
I CADe/CADxl 

OR 

• Information whose relevance to a 
clinical decision is well understood 

• A single discrete test result that 
is clinically meaningful 

• Report from imaging study 

Device examples display, 
analyze or print: 

• Continuous signals/patterns 

• Medical images 

• Waveforms [ECG] 

• More continuous sampling 
[aka - a signal or pattern] 

AND 

OR 

3. Your software 
function provides 
recommendations 

(information/options) to a 
HCP rather than provide 

a specific output 
or directive. 

• Lists of preventive, diagnostic, or 
treatment options 

• Clinical guidelines matched to 
patient-specific medical info 

• Relevant reference information about 
a disease or condition 

• Risk scores for disease or condition 

• Probability of disease or condition 

• Time-critical outputs 

AND 

OR 

4. Your software 
function provides the 

basis of the 
recommendations so that 

the HCP does not rely 
primarily on any 

recommendations to 
make a decision. 

• Plain language descriptions of the 
software purpose, medical input, 
underlying algorithm 

• Relevant patient-specific information 
and other knowns/unknowns for 
consideration 

• Basis of recommendations is not 
provided 

Your software 
function may be 
non-device CDS. 

Your software 
function is 
a device. 

*Disclaimer: This graphic gives a general overview of Section IV of the guidance C'lnterpretation of Criteria in Section 520(o)(1 )(E) of the FD&C Act"). Consult the guidance for the complete 
discussion. The device examples identified in this graphic are illustrative only and are not an exhaustive list. Other software functions that are not listed may also be device software functions. 
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Executive Roundtable: Navigating the FDA's 
Laboratory Developed Tests Regulation







April 1st 2024 Meeting





CLIA Meeting 

April 10th, 2024









PIcc 
Project
Updates



This survey aims to capture broad insights from stakeholders across academia, 
industry, healthcare providers, patients, and advocacy groups to identify and 
prioritize key regulatory hurdles in these emerging fields. 

When providing input, please consider that we are looking for statements and 
questions that can be addressed using regulatory science. 

For example, we are not looking for generic statements about the field (“AI should be 
implemented faster”). The survey aims to collect elements that can be addressed using 
regulatory science methods (“There is a lack of standardized protocols and guidelines for 
integrating AI decision support tools in digital pathology”). Collecting your input will help 
shape collaborative efforts to address these challenges through regulatory science methods, 
ultimately advancing the safety, effectiveness, and timely delivery of innovative pathology 
solutions to patients.

Participation is voluntary, and the results of this survey will be published on the 
PIcc website.

Please feel free to share the survey with your colleagues.

PIcc Regulatory Landscape Survey





PIcc FNIH Project



The PIcc FNIH team (so far) => want to join please email us.

Alex Karagyris Roberto Salgado Brandon D. Gallas Joe Lennerz Althea Lang Carl Barrett

Kim Blenman

Matt Leavitt Laura Lasiter Amy Ly Micah J. Sheller Alexandra Kalof Dana E. Connors

Emma Gardecki

Brittany Mc Kelvey Peter Mattson Monica de 
Baca

Mark Stewart Hillary 
Andrews

Briana M. Mills

Marina S. MilanEmmett SchmidtGary J. Kelloff Noor Falah



PIcc FNIH Proposal – initial draft submitted (



PIcc FNIH Proposal – initial draft Feedback(

April 22nd 2024

Feedback from FNIH
CSC Co-Chair Feedback 

April  12th 2024

SUBMISSION

PIcc-FNIH Summary
Proposal

May 22nd 2024 – 11AM (EST)

Discussion and Revision of the 
Summary Proposal


