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ctDNA – Out of the Dark
Guidance Review Session

Comments due July 2

PIcc project aims to provide:

• A brief summary of the document
• relevant references
• And consider providing comment on the draft 

guidance
Join on Thursday, July 21 at 11AM ET

More info on PIcc
project page

ctMoniTR Project

• FOCR Virtual Meeting - Expediting Drug Development: 
Use of ctDNA as an Early Endpoint

Wednesday, July 20 at 11:30AM ET



Cybersecurity in medical devices

Bill: Healthcare 
Cybersecurity Act 

of 2022

March 23, 2022

Comment period open through July 7, 2022

FDA Document 
Details Cyber 

Expectations for 
Device Makers

April 7, 2022

Bill: Strengthening 
Cybersecurity for 
Medical Devices 

Act

May 26, 2022



Cybersecurity Guidance Details
• The FDA's 49-page draft guidance covers a wide range of cybersecurity considerations and actions that medical device makers 

are recommended to address and document for premarket submissions, including:

• Threat modeling: This means identifying the security objectives, risks and vulnerabilities of a device system and then defining 
countermeasures to prevent, or mitigate the effects of, threats to the system throughout its life cycle.

• Third-party software components: This includes providing to the FDA - and to customers as part of product "labeling" - a 
software bill of materials, or SBOMs, containing information about device maker-developed components, as well as third-party 
purchased, licensed and open-source software.

• Security risk management: This includes providing a report summarizing the manufacturer's risk evaluation methods and 
processes and including details of the security risk assessment and risk mitigation activities undertaken, controls and the 
testing to ensure a device is reasonably secure.

• Implementation of security controls: This includes authentication; authorization; cryptography; code, data and execution 
integrity; confidentiality; event detection and logging; resiliency and recovery; updatability and patching.

• Cybersecurity testing: This includes security requirements, threat mitigation, vulnerability testing and penetration testing.

• Cybersecurity transparency: This includes transparency in labeling relevant security information for users, such as device 
instructions and product specifications related to cybersecurity controls, a list of network ports and other interfaces that are
expected to receive and/or send data, and SBOMs that are available on a continuous basis and are machine-format readable.

• Vulnerability management plans: This means submitting plans for vulnerability communication so that the FDA can assess 
whether the manufacturer has sufficiently addressed how to maintain the safety and effectiveness of the device after 
marketing authorization is achieved.

https://www.healthcareinfosecurity.com/threat-modeling-c-487
https://www.healthcareinfosecurity.com/vendor-risk-management-c-434
https://www.healthcareinfosecurity.com/interviews/sboms-in-healthcare-supply-chain-are-critical-i-5011
http://www.healthcareinfosecurity.com/risk-assessment-c-44
https://www.healthcareinfosecurity.com/multifactor-risk-authentication-c-448


Quantitative imaging in radiological devices

• FDA Issues Final Guidance For Radiological Devices Using Quantitative 
Imaging
• This document is an update to FDA 2019 guidance



European Artificial Intelligence Act (AIA)

• April 2021
• First law on AI by major 

regulator



HHS withdrawing the SUNSET final rule

“Had this withdrawal of the SUNSET rule not gone 
through, the FDA, according to HHS, would have faced 
the massive task of reviewing over 7,000 sections of 
the CFR that were promulgated by the agency and 
which are more than 10 years old or would become 
more than 10 years old during the first five years the 
rule would be in effect, representing over 95% of the 
FDA’s current regulations.” –Endpoints News



AMA CPT Announces New Digital 
Pathology Codes



• Accepted addition of add-on codes X018T X030T to report additional 
clinical staff work and service requirements associated with digitizing 
glass microscope slides for primary diagnosis; and addition of a new 
heading in the Category III section and guidelines to define digital 
pathology digitization procedures

CPT codes per January 2022



• Allow labs to record activity and begin tracking the value of DP
• Categorization, cross walk, PC and/or TC
• Work with organizations like the AMA and CAP to determine the best 

approach to value DP solutions (including AI) and more
• DPA-F is seeking funding to focus on outcome studies

What is DPA working on



CURE ID

• collaboration between FDA and the National Center for Advancing 
Translational Sciences (NCATS), part of the National Institutes of Health 
(NIH)



Books of interest

Uta Schmidt-Strasßburger
Improving Oncology Worldwide

Ronald Christensen
Analysis of Variance, Design, and 

Regression: Applied Statistical 
Methods

Kroese et al.
Data Science and Machine Learning

Mathematical and Statistical Methods



Continuing Medical Education Program 
"Master Online Advanced Oncology" (part-time) 



History of AI
featured work



QUAREP-LiMi featured work



Margaretta Colangelo 
featured work



PathML
featured work

June 6th presentation
Available on website



MedTech Color Collaborative 
Community Annual Report

featured work



American Board of Pathology 
Annual Report

featured work



The Commonwealth Fund 
Meeting America’s Public Health Challenge

featured work



Other project updates pushed to July



Diamantopoulou et al. ETH Zurich
The metastatic spread of breast cancer accelerates 
during sleep

featured papers



Drews et al.  (UK, Spain, Berlin, …)
A pan-cancer compendium of chromosomal instability

featured papers



Jan Trøst Jørgenson (Denmark)
Missing companion diagnostic for US FDA Approved

featured papers



Lips et al. *Amsterdam UK etc…
Genomic analysis defines clonal relationships of ducal 
carcinoma in situ and recurrent invasive breast cancer

featured papers



Maier-Hein et al.  (German/Swiss/Czech)
BIAS: Transparent reporting of biomedical image analysis 
challenges

featured papers



Mund et al.
Unbiased spatial proteomics with single-cell resolution in tissues

featured papers



Nacev et al. (MSKCC)
Clinical sequencing of soft tissue and bone sarcomas delineates 
diverse genomic landscapes and potential therapeutic targets

featured papers



Park et al. (Seoul, Korea; Lunit)
Artificial Intelligence-Powered spatial analysis of TILs as 
complementary biomarker for immune checkpoint inhibition in 
NSCL

featured papers



Reinke et al. (DKFZ, and many others)
Common limitations of image processing metrics: a picture story

featured papers



Sherman et al.
Genome-wide mapping of somatic mutation rates uncovers 
drivers of cancer

featured papers



Thank you
Next month’s steering committee on

July 27, 2022 at 3:00-4:00 PM Eastern Time

Things to expect by then
1) Update MDUFA/VALID act

2) Updates from projects and workgroups
3) Please send links/papers/other


