Submitted testimony of
Doug Beigel, CEO of COLA, Inc. 

Proposed regulatory amendments to 105 CMR 180.000

Thank you for the opportunity to submit comments to the Commonwealth of Massachusetts’ proposed regulatory amendments to 105 CMR 180.000, related to the Operation, Approval and Licensing of Clinical Laboratories. We salute the Commonwealth’s longstanding dedication to the cause of laboratory quality and patient care, and its willingness to modernize its laboratory regulations in order to better serve these goals. 

By way of background, COLA was created by the American Medical Association, American Academy of Family Physicians, the American Society of Internal Medicine (now the American College of Physicians) and the College of American Pathologists (CAP) after enactment of the Clinical Laboratory Improvement Amendments of 1988 (CLIA).  During its 27 year history, COLA has advanced the cause of achieving high quality standards in clinical laboratories and improving patient care through an innovative and ambitious program of education, consultation, and accreditation. Presently, we serve almost 8,000 clinical laboratories nationally, more than any other CMS-approved accrediting organization.

A COLA technical team, including our resident experts in genetic testing, carefully reviewed each section of the proposed regulation. We respectfully submit the following suggestions for your consideration:
Section 180.004 Definitions
The term “molecular test” is not included among the terms defined in this Section.  By contrast, “genetic test” is defined. Further, Section 180.030(C)(1), which establishes testing specialties and sub-specialties for laboratories which must be licensed or approved by Massachusetts, treats “molecular genetics” as a subset of genetic testing while other “molecular tests” appear in the specialties of Microbiology, Hematology, and Pathology.
To address any confusion, we recommend that a definition for “molecular test” be added to Section 180.004. 
180.004 Definitions--Proficiency Testing
The definition of “proficiency testing” (PT) indicates that PT programs have to be approved by the Massachusetts Department of Health. However, in Sections 180.070(C)(7) and 180.450(A), the regulation specifically references PT programs “approved” by CMS.  Specifying departmental approved implies the list could be different than the CMS list.  Therefore, we would recommend that the definition be modified to indicate PT programs are approved by CMS. This would eliminate confusion on the part of laboratories seeking to comply with the law, as well as unnecessary redundancies which may result were the Department required to come up with separate criteria and processes to evaluate PT programs and maintain a separate list.   
180.041 Responsibility of Owners

Section 180.041(E) states: “Whenever a laboratory is accredited by a professional organization, including but not limited to the College of American Pathologists (CAP) or The Joint Commission, and any change occurs to its accreditation status, the laboratory shall notify the Department in writing within one business day.”
By contrast, Section 180.030(B)(1)(b)(2) states: 

Each applicant shall submit:

2. Documentation that an application for accreditation has been submitted to an accreditation organization approved by CMS and the Department; 
The divergent use of language invites the following questions: 

1) Is there a difference between a “professional organization” and an “accreditation organization?
2) If there is a difference, how would a “professional organization” accredit a clinical laboratory, compared to an approved “accreditation organization”?

We recommend that the Department provide additional clarification in this area. In our view, the Department can accomplish this objective by amending Section 180.041(E) to state: “Whenever a laboratory is accredited by a professional organization, including but not limited to the College of American Pathologists (CAP) or The Joint Commission a CMS-approved accrediting organization and any change occurs to its accreditation status, the laboratory shall notify the Department in writing within one business day.”
We wish to thank the Department for this opportunity to comment on the proposed regulations.  As an organization that has had positive interactions with the Department during the 30-year history of Massachusetts’ clinical laboratory statute, COLA stands ready to work with you to improve laboratory medicine and patient care well into the future.
Please contact me if we can answer any of your questions.
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