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The Texas Society of Pathologists’ Assistants (TSPA) appreciates the opportunity to comment on the Request for Information regarding updates to the Clinical Laboratory Improvement Amendments of 1988 (CLIA). As representatives of certified Pathologists’ Assistants (PAs) across Texas, we strongly support modernizing CLIA to reflect current laboratory practice and address long‑standing gaps affecting PA roles, safety, and workforce stability.
1. Recognition of Pathologists’ Assistants CLIA does not acknowledge PAs as qualified laboratory personnel, despite their essential role in gross examination, frozen section support, and research specimen procurement. Formal recognition would improve consistency, quality, and workforce clarity across laboratories.
2. Standardized Qualifications and Competency Requirements CLIA’s personnel standards are outdated and do not reflect the complexity of modern pathology workflows. Establishing minimum qualifications and competency expectations for PAs would strengthen patient safety and support workforce stability.
3. Clear Scope‑of‑Practice for Grossing and Frozen Sections Ambiguity in CLIA regarding who may perform gross examination and frozen section support leads to inconsistent practices and increased risk of specimen errors. Explicit inclusion of PAs as qualified personnel under pathologist supervision would improve diagnostic reliability.
4. Updated Biosafety and Biosecurity Standards PAs routinely handle high‑risk specimens. CLIA should incorporate modern biosafety and biosecurity requirements, including current PPE standards, engineering controls, and guidance for emerging pathogens.
5. Standards for Research Specimen Procurement PAs frequently manage fresh surgical specimens for research, yet CLIA provides no guidance on consent verification, chain‑of‑custody, or molecular integrity. Baseline standards would support ethical and high‑quality research practices.
6. Cybersecurity Requirements for Digital Pathology Modern pathology relies on digital imaging and remote workflows. CLIA should include minimum cybersecurity safeguards to protect patient data and ensure diagnostic integrity.
TSPA strongly supports CLIA modernization that recognizes PA expertise, strengthens safety, and aligns regulations with contemporary laboratory practice. We welcome continued engagement as updates progress.

