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April 5, 2022 

Attention: CLIAC Secretariat 
1600 Clifton Road NE 
Mailstop V24-3 
Atlanta, GA 30333 

Dear CLIAC Members: 

The Association for Pathology Informatics (API) appreciates this opportunity to provide 
comments to CLIAC concerning the regulation of remote digital review and reporting of 
pathology slides under CLIA. As the only national organization dedicated exclusively to 
pathology informatics, the API endeavors to play an active role in contemporary legal, 
ethical, social, and regulatory issues related to pathology informatics. It counts amongst its 
membership many world leaders in informatics and seeks to further its relationships with 
professional societies, industry, and regulatory partners with similar interests and goals. 

In brief, the API requests that CLIAC recommend extending the current enforcement 
discretion beyond the end of the COVID-19 public health emergency (PHE) so that a 
primary clinical laboratory site does not need to obtain separate CLIA certificates or submit 
multiple CMS 116 forms for all of its affiliated remote sites where pathology slides are 
reviewed. The API recommends that enforcement discretion should continue until CLIA 
regulations can be amended to provide a permanent exemption for remote review of 
pathology slides via digital pathology (i.e. telepathology). 

Clinical Laboratory Improvement Amendments of 1988 (CLIA) regulations mandate that all 
laboratory testing is performed on the premises of a CLIA-certified laboratory. Such testing 
includes the review and reporting of glass pathology slides. To comply with CLIA regulations, 
pathologists who wish to review and sign out cases with glass slides remotely (e.g. in their 
home) need a separate CLIA certificate for each additional permanent site. Alternatively, a 
temporary site exception indicated on Form 116 might be used for non-permanent off-site 
testing. Until recently, reviewing cases at remote sites was rare given the physical nature of 
glass slides, but the recent emergence of digital pathology has renewed interest in remote 
pathology slide review and case reporting (i.e. “signout”).  

In November 2019, the mindset of on-site physicality being a necessity of practice started to 
shift. CLIAC recognized that access to a LIS in a secure environment is the same, whether via 
a workstation inside a CLIA-certified facility or via a remotely-connected workstation. CLIAC 
recommended that the CLIA program "consider that, when laboratory professionals provide 
patient care through selection, interpretation, and reporting of patient results by accessing 
data remotely in a secure environment, they get deemed as performing those services at the 
primary site housing the CLIA Certificate." [1] 
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CLiRC· CLINICAL LABORATORY IMPROVEMENT ADVISORY COMMITTEE 
Virtual Meeting by Zoom webinar 

Wednesday, April 13, 2022 
Time (EDT) Topic Speaker/Moderator 

11:00 Call to Order/Welcome Dr. Valerie Ng 
Dr. Reynolds Salerno 

Recognition of New CDC Ex Officio Ms. Sarah Bennett 

11:20 Introductions/Conflict of Interest Dr. Valerie Ng 

11:30 CDC Update 1 Dr. Collette Fitzgerald 

12:00 CMS Update 2 Ms. Sarah Bennett 

12:30 FDA Update  3 Dr. Timothy Stenzel 

1:00 Report: CDC OID Board of Scientific Counselors Meeting 4 Dr. Donna Wolk 

1:30 BREAK (1 hour) 

THE FUTURE OF LABORATORY MEDICINE IN NON-TRADITIONAL TESTING SITES 

2:30 Introduction to Topic 5 Dr. Collette Fitzgerald 

2:40 Current and Future Applications of Point-of-Care Testing – The 
Industry Perspective 

6 Dr. Michael Palm 
Dr. Norman Moore 

3:00 Current and Future Applications of Point-of-Care Testing – The 
Laboratory Perspective 

7 Dr. Sheldon Campbell 

3:20 Digital Pathology: The Past, Present, and Future 8 Dr. Keith Kaplan 

3:40 Culture Independent Diagnostic Testing Impact on Enteric 
Disease Surveillance 

9 
9a 

Dr. Heather Carleton 

4:00 Committee Discussion Dr. Valerie Ng 

4:50 Personnel Challenges in Non-traditional Testing Sites 10 Mr. Matthew Kossman 

5:10 AACC Point-of-Care Testing (POCT) Certification Program 11 Dr. Scott Isbell 

5:30 Committee Discussion Dr. Valerie Ng 

6:00 Adjourn Dr. Valerie Ng 
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Numerous comments / submissions…
See website



CLIAC Meeting: Tim Stenzel



CLIAC Meeting

Keith Kaplan 
presented “Digital 
Pathology: The Past, 
Present, and Future”



Updates continued

• Reminder: CLIA-C waiver project – if interested please e-mail
• Decision summary PAIGE prostate 

• Collaboration with PAIGE regulatory team in progress
• Grand challenges discussion session took place on 4/25 
• AACR New Orleans – brief review



Microsoft 
Teams 

channel

• Teams channel for PIcc established that 
enables direct file exchange with FDA
• Project and workgroup progress GANTT 

chart to be created
• Call for assistance from members with web-

dev skills



3 layers of project organization





What we (can) aim to deliver

• Guidance and Standards
• White papers (peer reviewed publication)
• Research agenda and projects
• Proposed regulation and proposed legislation
• Best practices and tool developments
• Culture change = paradigm shift in digital pathology



Value proposition

• Patient Impact
• Public health impact
• Improved patient services (access)
• Improved patient management (workflows)
• Improved diagnosis (quality) 
• Improved diagnosis (quantity)
• Etc…



Current status of the CC



Request for help

• Web developer with experience in interactive GANTT charts.



Patient Advocacy



Friends of Cancer 
Research
• FOCR Annual Report for 2021



Patient 
advocacy 

collaborations

•APPIA protocol development 
(next meeting pending; interest 
=> email join)
• Sepsis alliance (follow-up 

meeting)



EMA Corner
”Outside the box”



ICH guideline Q14: Intended for analytical 
procedure development 



ICH guideline Q14: Intended for analytical 
procedure development 



ICH guideline Q14: Intended for analytical 
procedure development 







FDA



New guidance for certain products between 
“drug” and “device”



Papers



Nirmal et al., The 
spatial landscape 

of immunoediting 
in primary 

melanoma at 
single cell 
resolution





Vasudevan et al., Digital biomarkers: Convergence 
of digital health technologies and biomarkers 





Nurk et al., Complete sequence of the human genome 
(3/31/2022)



Resources

HAL: Nicolas Rougier, Scientific 
Visualization

Python ML

Report 2022: Clinician of the Future

Bruce Quinn 2022: Cancer Patient 
and Access to Molecular Diagnostics 



Python ML



Report 2022: Clinician of the Future



Bruce Quinn 2022: Cancer 
Patient and Access to 
Molecular Diagnostics 



HAL: Nicolas Rougier, Scientific Visualization



News & Events





Thank you

See you next 
month


