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Pandemic as an enabler
• National, state, and federal requirements are different after the pandemic

• Pandemic as enabler

• Professional societies (e.g., College of American Pathologists)

• Requirement: Establish and maintain a “valid and active CLIA certificate” (for offer letter; 
so-called “home certificate” CMS-116 => multiple sites under MGH main license)



Refer to “CLIA Waiver* Project”

https://pathologyinnovationcc.org/proje
cts/clia-waiver-project

https://pathologyinnovationcc.org/projects/clia-waiver-project
https://pathologyinnovationcc.org/projects/clia-waiver-project


Memorandum



Pandemic comes to an end.  Federal Notice from March 13, 2023



Focus on Remote + Digital Pathology
• CMS guidance from February 2023



1) Intricate wording
2) Remote work is very complicated
3) does not specify “digitized slides / 
whole-slide images”

Relative
Regulatory
Complexity

• Glass slides
• Digitized
• Remote s/o
• Primary Dx

Electronic remote
sign-out
“home key out”

Electronic remote
Review and sign-out
“home key out”

Electronic remote
Review images/lab-data
“home key out”



Federal Notice Table 2



What’s next



Approach 1 – specific rules



Approach 2 – guidance



Approach 3 – regulatory science approach

• PIcc (in conjunction with MDIC) will organize a meeting
• PIcc23 
• In-person meeting with all key stakeholders
• Details: see 3/29/2023 meeting summary

• Established regulatory science approaches
• Provide resources

• Discussion 
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