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FDA Releases Two Discussion Papers to Spur Conversation about 
Artificial Intelligence and Machine Learning in Drug Development and 
Manufacturing



Center for Drug Evaluation and Research | CDER



Medical Devices

• May 12, 2023, Update: The FDA has updated multiple FAQs to reflect 
the end of the COVID-19 public health emergency (PHE) and added 
three new FAQs
• List of Cleared or Approved Companion Diagnostic Devices (In Vitro 

and Imaging Tools)
• Group labeling table



Scope

Subspecialties

“Sections”

CMS 
Memorandum

Pathology and 
Laboratory Medicine

Anatomic
Pathology

Cytopathology
Subspecialties
e.g., “breast”

Molecular
Diagnostics

Clinical 
Pathology

remote 
result 

release

signing out cases 
remotely

• "key out results 
obtained at CLIA lab”

<VPN example>

reviewing cases 
remotely

• "taking slides home, 
reviewing using a 
microscope in home 
office”

<home screening>

using digital 
pathology

• "using WSI in a CLIA 
laboratory”

<primary review>

using digital 
pathology 
remotely

• "having a WSI 
process in CLIA 
laboratory. Primary 
review at an off-site 
location”

<primary remote 
review>

Function
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DEPARTMENT OF HEALTH & HUMAN SERVICES 
Centers for Medicare & Medicaid Services 
7500 Security Boulevard, Mail Stop C2-21-16 
Baltimore, Maryland   21244-1850 
 
Center for Clinical Standards and Quality/Quality, Safety & Oversight Group 

 
Ref: QSO-23-15-CLIA 

DATE: May 11, 2023 
 

TO: State Survey Agency Directors 
 

FROM: Director, Quality, Safety & Oversight Group (QSOG) 
 

SUBJECT: Clinical Laboratory Improvement Amendments of 1988 (CLIA) Post-Public 
Health Emergency (PHE) Guidance  
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
Background 
 
CMS has been committed to taking critical steps to ensure America’s clinical laboratories could 
respond to the threat of COVID-19 to ensure patient health and safety. The intent of the CLIA 
program is to ensure that laboratory test results provided to individuals and their health care 
providers are accurate and reliable. During the Public Health Emergency (PHE) posed by 
COVID-19, there was an urgent need to expand laboratory capacity. In response, CMS exercised 
enforcement discretion and used other flexibilities to address this critical need. 
 
During the PHE, CMS did not enforce certain CLIA regulations, provided that laboratories 
followed the specific parameters outlined in CLIA PHE guidance. CMS also relaxed or changed 
policies and procedures to provide more flexibility within the CLIA regulations and  
highlighted flexibilities that already existed. 
 
The exercise of some of these enforcement discretions and broad flexibilities will be terminated 
by the end of the PHE, as they were intended to address the acute and extraordinary 
circumstances of a rapidly evolving pandemic and not replace existing requirements. 
 
 
 

Memorandum Summary 
 
 

• CMS only has authority to require reporting of SARS-CoV-2 test results until the 
end of the Federal PHE declaration. As a result, the CLIA requirement for 
laboratories to report SARS-CoV-2 test results will expire with the termination of 
the PHE. 

• CMS is clarifying the post-PHE status of the temporary exercise of enforcement 
discretion and other flexibilities CMS utilized during the COVID-19 PHE. 
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PIcc23 => annual meeting focus



LEGISLATIVE UPDATES





EU

• April 26: Commission proposes 
pharmaceuticals reform for more 
accessible, affordable and innovative 
medicines
• May 11: AI Act: a step closer to the first rules on 

Artificial Intelligence
• World’s first (legislative) rules on AI



Regulating AI
• 5/16 – CEO of ChatGPT proposed the formation of an agency, 

whether U.S. or global, to license the most powerful AI systems
• Provides the power to take the license away

THE ASSOCIATED PRESS





SALSA Support Letter



MPHLW Coalition Workforce Letter



SMPPA Support Letter



https://mdic.org/

MDIC Updates 

https://mdic.org/


Join us at PIcc23!

Industry, FDA, and other thought leaders will be convening for 
this exciting 2-day meeting to discuss the impact of regulatory 
and legislative developments on digital pathology and Al tools 

in diagnostics!

Use Code EARLYPICC at Check Out for $100 in Savings 💰

 



Join us at PIcc23!

If you are interested in learning more about sponsorship opportunities, please reach out to picc@mdic.org



Join us at PIcc23!

If you are interested in learning more about sponsorship opportunities, please reach out to picc@mdic.org



Time Session Title Speakers 
8:00 am Check-in/Breakfast
8:30 am Welcome (MDIC and PIcc) Andy Fish &

Joe Lennerz
Session 1: Updates from Organizations and Initiatives related to DP/AI
9:00 am Digital Pathology Association (DPA) and DPA Foundation: Current scope of the work of the DPA and Foundation Esther Abels 

9:10 am College of American Pathology (CAP): Pathology Innovation and Data Science Doc deBaca 

9:20 am Association for Pathology Informatics (API) : Pathology Informatics – A Field or a New Practice? Ji-Yeon Kim 

9:30 am American Clinical Laboratory Association (ACLA) Updates Susan Van Meter & Adam Borden 
9:40 am Association of Directors of Anatomic and Surgical Pathology (ADASP) Updates Alex Kalof 
9:50 am Panel Discussion for Session 1 Moderated by TBD
10:20 am Coffee Break + Networking
10:30 am FDA Talk 1: DHCoE Overview and Updates Troy Tazbaz (Invited)
Session 2: From Regulatory Science to Patients
11:30 am Friends of Cancer research (FOCR): Advancing Regulatory Science Mark Stewart 
11:40 am Alva10 Hannah Mamuszka
11:50 pm CorePlus: Pathologist Perspective: Journey to Digital Pathology Practice and Benefits of AI Mariano de Socarraz

12:00 pm NIH Mickey Williams
12:10 pm APPIA Joshua Greenlee
12:20 pm Panel Discussion Moderated by Brittany Mckelvey
12:50 pm Lunch All attendees
1:45pm Key Note: Thomas Fuchs Moderated by Joe Lennerz

Session 3: Research in the FDA: an overview Moderated by Ed Margerrison  (Invited)
2:30 pm FDA Talk 2: Regulatory science projects in OSEL’s digital pathology program Brandon Gallas
3:00 pm FDA Talk 3: DIDSR AI/ML research program and gaps Alexej Gossmann 
3:30 pm Coffee Break + Networking
Session 4: Breakout session topics
3:35 pm Remote work Mike Isaacs

Matthew Leavitt
Doc de Baca
Joe Sirintrapun

3:40 pm PCCP Emre Gulturk 
Kevin Schap

3:45 pm Statistics Kim Blenman
Gina Giannini
Brandon Gallas

3:50 pm Open topic Moderated by Joe Lennerz & Jeni Caldera
4:00 pm Discussion and Open Topic Selection Moderated by Joe Lennerz
5:00 pm Adjourn
5:30 pm Networking Dinner



Time Session Title Speakers
8:00 am Check-in/Breakfast Joe Lennerz
8:30 am Breakout session 1: Remote work, PCCP, Statistics, Open Topic Remote Work: Mike Isaacs

Matthew Leavitt
Doc de Baca
Joe Sirintrapun
PCCP: Emre Gulturk 
Kevin Schap
Statistics: Kim Blenman
Gina Giannini
Brandon Gallas
Open Topic:  Joe Lennerz 
Jeni Caldera

Confirmed (all)
9:15 am Create Summary Slides All Attendees
10:00 am Break, networking, rotate All Attendees
10:30 am 5 minute presentations (for all 4 topics) Session leads

10:50 am Vote All Attendees
11:00 am Breakout session 2: Remote work, PCCP, Statistics, Open Topic Remote Work: Mike Isaacs

Matthew Leavitt
Doc de Baca
Joe Sirintrapun
PCCP: Emre Gulturk 
Kevin Schap
Statistics: Kim Blenman
Gina Giannini
Brandon Gallas
Open Topic:  Joe Lennerz 
Jeni Caldera

Confirmed (all)
11:45 am Create Summary Slides All Attendees
12:00 pm Break, networking, rotate All Attendees
12:30 pm 5 minute presentations (for all 4 topics) Session leads

12:50 pm Vote All Attendees
1:00 pm Lunch All Attendees
2:00 pm Breakout session 3: Chosen topics 1 and 2 All Attendees

2:45 pm Create Summary Slides All Attendees
3:00 pm Break, networking, rotate All Attendees
3:15 pm 5 minute presentations (for topics 1 and 2) Session leads

3:25 pm Vote All Attendees
3:30 pm Discussion and next steps All Attendees
4:00 pm Adjourn and Thank you Jithesh Veetil & Joe Lennerz



MDIC 
Updates
• Science of Patient Input 

(SPI) Survey on Digital 
Health Technologies and 
Patient Input

• https://mdic.tech/3nM9Yu
1

https://mdic.tech/3nM9Yu1?trk=organization_guest_main-feed-card-text
https://mdic.tech/3nM9Yu1?trk=organization_guest_main-feed-card-text


MDIC 
Updates

• Case for Quality: Make 
CAPA Cool White Paper

• https://mdic.org/resource/
make-capa-cool-white-
paper/

https://mdic.org/event/webinarcmslandscape/
https://mdic.org/event/webinarcmslandscape/
https://mdic.org/event/webinarcmslandscape/


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
• For more information, please contact: Jithesh 

Veetil jveetil@mdic.org or Taylor Matheny TMetheny@mdic.org

mailto:jveetil@mdic.org
mailto:TMetheny@mdic.org


MDIC Updates

Seeking Subject Matter Expert volunteers to support Science of 
Patient Input Post-Market Patient Engagement Working Groups

• MDIC’s Science of Patient Input (SPI) initiative invites experts to contribute to the 
scoping and initial landscaping in three focus areas within post-market patient 
engagement. 
• Focus areas include: Real World Evidence in Post-Market, Product Safety 

Communications, and/ or Patient Benefit/ Risk Assessments 



MDIC Updates

Leadership Engagement Culture Initiative

• The Leadership Engagement program implores leaders to focus on company performance with 
quality and safety as pillars. Presented as an essential toolbox with personalized messaging and 
training to organizational leaders, the program is looking for leaders to transform their 
organizational culture by applying this novel, practical approach.

• Interested? Contact cfqcc@mdic.org to get involved with Case for Quality initiatives.

mailto:cfqcc@mdic.org


Diversity &
Inclusion



“Watson’s narrative 
contains an absurd 

presumption. It 
implies that Franklin, 
the skilled chemist, 

could not understand 
her own data.” 



Patient advocacy



Real-World Evidence Portfolio



Resources



Articles

Why Advances in Imaging Will Revolutionize 
the Way We Detect and Treat Disease
-MedCityNews

Fake scientific papers are alarmingly 
common
-Science

Powering public health with genetics
-Express Healthcare



Listen: Intention to Treat from NEJM



Find more…



Publications

• Fernandez-Martinez et al. 
• Prognostic and Predictive 

Value of Immune-Related 
Gene Expression Signatures 
vs Tumor-Infiltrating 
Lymphocytes in Early-Stage 
ERBB2/HER2-Positive Breast 
Cancer A Correlative 
Analysis of the CALGB 
40601 and PAMELA Trials 



Jorgensen 2023



Bychkov et al., 



Harada et al., 



Find more…



Next meeting is in-person





Your personal Karen that fights for you
😅😉


