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Docket ID: CMS-2026-3235
Regulatory Title: Clinical Laboratory Improvement Amendments of 1988 (CLIA): Virtual Access, Gynecologic Cytology, and Personnel Qualifications
Agency File Code: CMS-3478-P
Submitted By: [Your Name, Degree, PA(ASCP)CM]
Role/Title: Certified Pathologists' Assistant
Affiliation: [Your Institution/Laboratory Name, City, State - Optional]
Subject: Comment in Support of Formally Recognizing PA(ASCP) Certification and Distinct Profession-Specific Standards for Anatomic Pathology / High-Complexity Testing Personnel under File Code CMS-3478-P
To Whom It May Concern:
I am writing as a certified Pathologists' Assistant, PA(ASCP) to provide formal public comment regarding the proposed rule changing the Clinical Laboratory Improvement Amendments (CLIA) personnel qualification regulations (Docket ID: CMS-2026-3235 / File Code: CMS-3478-P). Specifically, I strongly urge the Centers for Medicare & Medicaid Services (CMS) and the Centers for Disease Control and Prevention (CDC) to explicitly recognize the PA(ASCP) / PA(ASCP)CM credential and establish a distinct, formal category for Pathologists’ Assistants within the text governing high-complexity testing personnel.
1. Elevating Patient Safety through Standardized, Specialized Education
Under current, outdated CLIA text, the minimum baseline requirement to perform macroscopic tissue examination (grossing) on complex human specimens is merely an associate degree with basic science credits. This standard is no longer adequate for modern anatomic pathology.
· To earn the PA(ASCP) credential, an individual must graduate from a NAACLS-accredited program and hold a Baccalaureate or Master’s degree explicitly structured around advanced pathology, human anatomy, and selective tissue sampling.
· Codifying the PA(ASCP) pathway within CLIA creates an appropriate regulatory floor that reflects the actual clinical risk and technical precision required in gross dissection.
· [Optional: Insert 1–2 sentences here detailing your personal caseload or daily responsibilities, e.g., "In my daily practice at a high-volume center, I evaluate over X complex cancer resections annually..." ]
2. Supporting CMS Primary Source Verification (PSV) Mandates
Recent CLIA updates strictly enforce independent, third-party verification of personnel training logs and transcript histories.
· The ASCP Board of Certification (BOC) acts as a rigorous, centralized primary source verification entity.
· By explicitly listing PA(ASCP) certification as a qualifying metric within CLIA subparts, CMS can streamline the inspection process. Laboratory inspectors can instantly verify an individual's academic, clinical, and hands-on compliance simply by confirming their active ASCP registry status.
3. Rectifying the Omission of Profession-Specific Standards
While recent updates have appropriately clarified guidelines for Laboratory Directors and Technical Consultants, Pathologists' Assistants remain broadly categorized under generic "high-complexity testing personnel."
· This lack of distinction creates hiring ambiguity, compromises workflow efficiency, and burdens laboratories with interpreting whether standard science degrees meet the specialized needs of surgical pathology.
· Formally distinguishing Pathologists' Assistants from clinical bench technicians ensures the law accurately reflects distinct laboratory workflows.
Conclusion
Modernizing CLIA requires moving past the 1988 baseline to acknowledge the evolution of laboratory professions. Formally recognizing the PA(ASCP) certification within federal regulations will guarantee that high-complexity anatomic pathology testing is directed by appropriately educated, verified professionals, ultimately safeguarding patient care.
Thank you for your time, consideration, and dedication to maintaining the highest standards of laboratory excellence.
Sincerely,
[Your Signature]
[Your Printed Name]
[Your Contact Information]

