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https://www.fda.gov/regulatory-
information/search-fda-guidance-
documents/clinical-decision-support-software
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Legislation



https://stoplabcuts.org/
https://www.acla.com/acla-launches-stop-lab-cuts-campaign-urging-congress-to-protect-patient-access-to-laboratory-services/

https://stoplabcuts.org/
https://www.acla.com/acla-launches-stop-lab-cuts-campaign-urging-congress-to-protect-patient-access-to-laboratory-services/


Prior 
authorization
• Huge operational burden

• Cost still non-transparent



• VALID ACT = FDA oversight (see next slide)
• SALSA = guardrails around PAMA
• Medicare Multi-Cancer Early Detection Screening Coverage Act of 2021 (when FDA approved) Rep. 

Sewell
• Medicare: Reducing Hereditary Cancer Act
• Medicaid, prenatal genetic screening “Expanded Screening Access Act”
• Precision Medicine Answers for Kids Today Act (Peds ICU genomics)
• Right Drug Dose Now Act (Pharmacogenetics)
• Patent Eligibility Restoration Act of 2022 (diagnostic test patents)
• Find Act: Medicare Bundling in (Imaging) Diagnostics
• State Law: Biomarkers => several states passed biomarker legislation
• 21 Century Cures Act 2.0 => ARPA-H = translational medicine institute

http://www.discoveriesinhealthpolicy.com/2022/09/the-117th-congress-bonanza-of-precision.html

http://www.discoveriesinhealthpolicy.com/2022/09/the-117th-congress-bonanza-of-precision.html


VALID Act



ARPA-H
• ARPA-H will:

• Speed application and implementation of health 
breakthroughs to serve all patients

• Foster breakthroughs across various levels — from the 
molecular to the societal
• Build capabilities and platforms to revolutionize 
prevention, treatment, and cures in a range of diseases

• Support “use-driven” ideas focused on solving 
practical problems that advance equity and rapidly 
transform breakthroughs into tangible solutions for all 
patients.

• Focus on multiple time-limited projects with different 
approaches to achieve a quantifiable goal.
• Use a stage-gate process, with defined metrics, and 
inject accountability through meeting these metrics.

• Overcome market failures through critical solutions or 
incentives

• Use the Defense Advanced Research Projects Agency 
(DARPA) as a model to establish a culture of championing 
innovative ideas in health and medicine.





https://www.youtube.com/watch?v=G5HW3S9-Xro

https://www.youtube.com/watch?v=G5HW3S9-Xro




Payor 
Strategy

Workgroup



Current activities (Payor Strategy Workgroup)

• We need to educate community how to use these recently approved add-on 
codes:
o Proposal and working on PODcast with DPA and CAP
o Recording taking place at Pathology Visions

o PIcc webinar to create awareness and understanding:
§ What is current landscape?
§ What is going on in Digital Health (e.g., HalioDx and Veracyt with crosswalk)?
§ How to develop more codes for DP?

and 
§ How YOU, and webinar attendees can get involved: 

e.g. set up clinical evidence study, work with DPA-Foundation to execute,…
§ A meeting invitation will be sent soon.

• Addressing above also to global DPA taskforce (Japan and Europe) to identify 
mutual pains and how to overcome







https://mdic.org/

MDIC Updates 

https://mdic.org/


Noor Falah, MS

• Project Manager for Cybersecurity at 
MDIC and PIcc
• Bench research- Effect of Neuropeptide 

Y on development of Ewing sarcoma
• Clinical research- Early Identification of 

Maternal CV Risk
• Georgetown University- MS, 2021
• George Mason University-BS, 2020
• Fun fact- avid baker 



MIDIC Publication
MDIC (in collaboration with FDA, NIST, NIH, and more) 
has been working to improve accuracy of next 
generation sequencing- based cancer diagnostics



Cybersecurity Summit: Held on 9/12, recordings available in a few weeks



https://mdic.org/project/2022-threat-modeling-
bootcamps/#toggle-id-2-closed

https://mdic.org/project/2022-threat-modeling-bootcamps/


MDIC Updates 

• MDIC Cybersecurity Maturity Benchmarking report: To be released, 
October 2022 
• Please contact nfalah@mdic.org or jveetil@mdic.org with any 

questions about MDIC initiatives 

mailto:nfalah@mdic.org
mailto:jveetil@mdic.org
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Resources



LUNGEVITY



https://friendsofcancerresearch.org/breakthrough-therapies/

https://friendsofcancerresearch.org/breakthrough-therapies/


Diagnostic 
Error 
Resource



ARHQ resource
• 57 page .pdf

• Safer Dx Framework

• Excellent “quality management” resource



Quality
• https://www.abqaurp.org/ABQMain/Certification/Overview_of_HCQM_Ce

rtification/ABQMain/Certification.aspx?hkey=b6edc3b2-6da9-49d0-a824-
3399badf629e

https://www.abqaurp.org/ABQMain/Certification/Overview_of_HCQM_Certification/ABQMain/Certification.aspx?hkey=b6edc3b2-6da9-49d0-a824-3399badf629e


Short 3 page paper
• Provides 10 high-yield recommendations

• Focus “Brazil” – but applicable beyond

• Oncology Task force





“Data Model”
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https://bioteque.irbbarcelona.org/

https://bioteque.irbbarcelona.org/








Events







• https://www.nationalacademies.org/event/10-12-2022/realizing-the-
potential-of-genomics-across-the-continuum-of-precision-health-
care-a-workshop

https://www.nationalacademies.org/event/10-12-2022/realizing-the-potential-of-genomics-across-the-continuum-of-precision-health-care-a-workshop



