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FDA



Video: Research Happens Here: The Office of Science 
and Engineering Laboratories within CDRH 



Report on Risks and Benefits to 
Health of Non-Device Software 
Functions 

Augmented Reality and Virtual 
Reality in Medical Devices

&







• FDA grants approval to atezolizumab for alveolar soft part sarcoma
• FDA grants accelerated approval to adagrasib for KRAS G12C-mutated 

NSCLC

• Digital Health Policy Navigator: A tool to help in determining whether 
your product's software functions are potentially the focus of the 
FDA's oversight



LEGISLATIVE UPDATES



VALID Act 
removed from 
major health 
policy deal

what’s next?







https://mdic.org/

MDIC Updates 

https://mdic.org/


MDIC Updates 

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



MDIC Updates 
• Medical Device Cybersecurity Maturity: MDIC Industry Benchmarking Webinar and Press Event, 

January 23, 2023 – 1pm EST 



MDIC Updates 
• MDIC Publishes White Paper on Using Patient Preference Information for Coverage Decision 

Making



MDIC Updates 
• Early Feasibility Studies Best Practices Workshop- February 1, 2023, Boston 



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


MDICx: AI/ML Framework Public Comment Q&A

• Slides and recording available



Regulatory Science in Europe 
• IVD
• IVDR
•Health Data Space
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- Information from the Commission 
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This document has been endorsed by the Medical Device Coordination Group (MDCG) established by Article 103 of Regulation (EU) 
2017/746. The MDCG is composed of representatives of all Member States and it is chaired by a representative of the European 
Commission. 

The document is not a European Commission document and it cannot be regarded as reflecting the official position of the European 
Commission. Any views expressed in this document are not legally binding and only the Court of Justice of the European Union can 
give binding interpretations of Union law.  
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ctDNA



Agilent Resolution ctDx FIRST Receives 
FDA Approval as a Liquid Biopsy 
Companion Diagnostic Test for Advanced 
Non-small Cell Lung Cancer
• the first liquid biopsy NGS assay approved by the FDA as a 

CDx
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BACKGROUND
Immune checkpoint inhibitors and targeted therapies have dramatically improved 
outcomes in patients with advanced melanoma, but approximately half these patients 
will not have a durable benefit. Phase 1–2 trials of adoptive cell therapy with tumor-
infiltrating lymphocytes (TILs) have shown promising responses, but data from phase 
3 trials are lacking to determine the role of TILs in treating advanced melanoma.

METHODS
In this phase 3, multicenter, open-label trial, we randomly assigned patients with 
unresectable stage IIIC or IV melanoma in a 1:1 ratio to receive TIL or anti–cyto-
toxic T-lymphocyte antigen 4 therapy (ipilimumab at 3 mg per kilogram of body 
weight). Infusion of at least 5×109 TILs was preceded by nonmyeloablative, lympho-
depleting chemotherapy (cyclophosphamide plus fludarabine) and followed by 
high-dose interleukin-2. The primary end point was progression-free survival.

RESULTS
A total of 168 patients (86% with disease refractory to anti–programmed death 1 
treatment) were assigned to receive TILs (84 patients) or ipilimumab (84 patients). 
In the intention-to-treat population, median progression-free survival was 7.2 months 
(95% confidence interval [CI], 4.2 to 13.1) in the TIL group and 3.1 months (95% 
CI, 3.0 to 4.3) in the ipilimumab group (hazard ratio for progression or death, 
0.50; 95% CI, 0.35 to 0.72; P<0.001); 49% (95% CI, 38 to 60) and 21% (95% CI, 13 
to 32) of the patients, respectively, had an objective response. Median overall sur-
vival was 25.8 months (95% CI, 18.2 to not reached) in the TIL group and 18.9 
months (95% CI, 13.8 to 32.6) in the ipilimumab group. Treatment-related adverse 
events of grade 3 or higher occurred in all patients who received TILs and in 57% 
of those who received ipilimumab; in the TIL group, these events were mainly 
chemotherapy-related myelosuppression.

CONCLUSIONS
In patients with advanced melanoma, progression-free survival was significantly lon-
ger among those who received TIL therapy than among those who received ipilimu-
mab. (Funded by the Dutch Cancer Society and others; ClinicalTrials.gov number, 
NCT02278887.)

a bs tr ac t

Tumor-Infiltrating Lymphocyte Therapy or Ipilimumab  
in Advanced Melanoma
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Events

Next 
steering 
committee
meeting

1/25/2023





2023 PIcc meeting in person (D.C. Area)

February

February ?

March

USCAP – March 11-
16th

May

API/PathInf. – May 
22-25th

Summer

Summer ?

October

Visions/DPA – Oct 29-
31st



Pathology
Innovation
Collaborative 
Community
2023… meet at USCAP





2023: April(Berlin), June(Catania), Sept (Dublin)





Pathologyinnovationcc.org Traffic



PIcc Subscribers
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661

PIcc established
FDA recognition

Alliance for Digital
Pathology idea

First full year of
monthly meetings



PIcc Inventory 2022

FDA 63 PIcc: 127 MDIC 23 WHO14

Patient Advocacy 
33

Ethics, Diversity and 

Inclusion 18 Projects+WG 36
Papers/Resources/Books 

217

PIcc presentations

5



PIcc Inventory 2022



See you in 2023


