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expect-during-inspection
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• https://www.fda.gov/about-fda/oce-
annual-reports/2022-oce-annual-
report

• Diversity Plan guidance
• Project Equity
• Project Pragmatica
• Tissue Agnostic Dev. Program
• Draft guidance

• …
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Project Pragmatica
leads include 
Drs. Donna Rivera, 
Harpreet Singh, 
Paul Kluetz

in addition to a multidisciplinary team of 
FDA scientists interested in efforts to make 
trials more efficient and patient-centric

• https://www.fda.gov/about-fda/oncology-center-excellence/project-
pragmatica
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nce-research/fda-stem-
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LEGISLATIVE UPDATES



https://www.whitehouse.gov/briefing-room/statements-releases/2023/02/02/fact-sheet-on-one-year-
anniversary-of-reignited-cancer-moonshot-biden-harris-administration-announces-new-actions-to-end-
cancer-as-we-know-it/
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Biomarker Testing
Health Insurers Will Be Required To Cover Cancer Testing In RI

Insurers will have to 
cover biomarker 
testing, beginning in 
2024



Biomarker testing initiatives

Legislative attempt/incentive

…i.e., to create testing and 
insurance
Coverage

Open questions:
- Focus: prior authorization
- Which tests ?



What 
will 
this act 
enable? 



When 
and 
how
will 
this 
act
go
into 
effect?
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alth-law-and-business/fda-action-
on-clinical-diagnostics-poised-to-
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“CMS will continue to exercise enforcement discretion that allows 
pathologists to examine digital images and laboratory data at 
remote locations”





Discussion



Discussion: Topic 1

• PIcc meeting
• Annual meeting: requirements
• Consensus for in-person: “yes”
• Time/Location: Where and when
• Format: modeled 2019 Arlington
• Focus: review by main constituents to select on one relevant unifying project
• Multi-stakeholder come together
• Schedule planning meeting => FDA/MDIC/DAP/CAP/API/ASCP/Friends/open to all



November 2019
• https://pathologyinnovationcc.org/pres

entations/nov-2019
MDIC
FDA
DPA
CAP
ASCP
API
FOCR
…

proposal

https://pathologyinnovationcc.org/presentations/nov-2019
https://pathologyinnovationcc.org/presentations/nov-2019


Proposal
Location:  near D.C. => FDA participation
e.g., Friday or Monday; 10:00-16:00

When? Coordinate with MDIC/FDA?

10:00-12:00 8 groups present

12:00-13:00 Lunch break 

13:00-16:00 Select relevant unifying project?
Co-develop project map
Deliverables 



Discussion: Topic 2

• Library section for website
• Research studies cannot be adequately featured
• Resource section on the website where we group resources thematically
• Solicit suggestions for themes
• Proposed themes

• Quality Management
• Statistics
• Genotyping
• Writing
• Diversity/Equity resources
• Leadership
• CLIA/LDT



https://mdic.org/

MDIC Updates 
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MDIC Updates 

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



MDIC Updates

• MDIC Releases Landscape 
Report on Medical Device 
Computational Modeling and 
Simulation



MDIC Updates

• Join MDIC on March 30 for an 
informational webinar on the 
Medical Device 
Computational Modeling and 
Simulation Landscape Report



MDIC Updates 

• Join MDIC at the 2023 
Molecular and Precision 
Med TRI-CON Conference. 
Dr. Maryellen de Mars will 
moderate a lively panel on 
Artificial Intelligence and 
Machine Learning for In 
Vitro Diagnostics at TRI-
CON



MDIC Updates 

• Cybersecurity Benchmarking Webinar available On Demand

• Watch now and acquire key takeaways from the world’s first-ever Cybersecurity 
Maturity Benchmarking Report and receive focused best practices on implementing 
the tool and report findings into your cybersecurity posture

Panelists:
• Jithesh Veetil, PhD, Senior Director of Digital Health and Technology (MDIC),
• Chris Reed, Director of Digital Health and Product Security Policy at Medtronic, 
• Rob Suarez, Chief Information Security Officer at BD,
• Greg Garcia, Executive Director, Cybersecurity Health Sector Coordinating Council



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


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


Professional 
Societies
Organizations





• https://www.pathologistsleadershipsummit.org/?utm_source=CAP%20Homepage&utm_medium=Web&ut
m_campaign=Pathologist%20Leadership%20Summit&utm_content=February
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• https://learn.cap.org/lms/activity?@curriculum.id=-
1&@activity.id=2864420&@activity.bundleActivityId=-1
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Resources
&Publications



Valuable resources

Selected one… WHO





Events





Upcoming PIcc Meetings

• Monday, 2/27 1:00-2:00PM EST Data Breach Project Meeting 2
• Tuesday, 3/7 5:30PM EST Washington D.C. “Meet up”; Lincoln Restaurant
• Friday, 3/10 1:00-2:00PM EST Goldilocks Project Meeting 2
• Sunday, 3/12 6:00PM EDT USCAP “Meet up”; Hilton New Orleans Riverside
• Wednesday, 3/29 3:00-4:00PM EDT March Steering Committee Meeting
• Friday, 4/7 1:00-2:00PM EDT HER2-Low Project Meeting 1



Thank you!


