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RE:
Informational Briefing on the Proposed Amendment of 105 CMR 180.000, The Operation, Approval and Licensing of Clinical Laboratories.
____________________________________________________________________________________
I.
Introduction

The Department of Public Health is proposing a revision of 105 CMR 180.000, The Operation, Approval and Licensing of Clinical Laboratories. This revision is proposed as part of the regulatory review process, mandated by Executive Order 562, which requires the Department of Public Health (DPH), and all other state agencies, to undertake a review of each and every regulation currently published in the Code of Massachusetts Regulations under its jurisdiction.
The Bureau of Health Care Safety and Quality (BHCSQ) proposes retaining this regulation because it is mandated by law and essential to the health, safety, environment or welfare of the Commonwealth’s residents, and further proposes completely revising the regulation to ensure that it is up to date with current practices. This proposed revision aligns the state regulations with applicable federal regulations, while maintaining the strength and force of licensure by (1) streamlining and simplifying state licensure categories; (2) eliminating confusion between federal and state standards by deferring to the federal requirements, except where the state statute (M.G. L. c. 111D) provides more stringent standards; (3) updating requirements to conform to advances made in laboratory science, equipment and technology; and (4) creating regulatory provisions governing laboratories performing genetic testing.
II.
Background

105 CMR 180.000, initially promulgated in 1981, implements the requirements of M.G.L. c. 111D, which governs the licensure and operation of clinical laboratories. The regulation sets forth the licensing requirements for those clinical laboratories subject to chapter 111D and establishes minimum operating standards for all clinical laboratories, including laboratories operating within Department-licensed clinics or hospitals. Both the statute and the regulation pre-date federal requirements governing clinical laboratories. 
In 1988, Congress passed the Clinical Laboratory Improvement Act of 1988 (CLIA) , which governs testing conducted by clinical laboratories in the United States and in 1992, the Department of Health and Human Services promulgated final regulations, 42 CFR 493, which implemented CLIA. Since then, clinical laboratories operating within the Commonwealth have been responsible for complying with both federal and state requirements. Although the Department made minor changes to this regulation in 1989 and 1999, the Department has not conducted a substantive revision of this regulation in over 30 years.
From 2010 through June 2014, the Department and its Clinical Laboratory Advisory Committee (CLAC), mandated by M.G.L. c. 111D, §3, conducted a comprehensive review and analysis of the state and national standards in an effort to identify redundancies or gaps in the existing regulatory standards and update terminology and practice standards to reflect the many technological and scientific advances that have occurred in the field of laboratory science. 
The proposed revised regulation is included as Attachment A; the current regulation is included as Attachment B. The following summary outlines significant changes: 
III.
Proposed Regulations

1.
Clarification of License Categories and Terminology 

Current Regulation: 

Under the current regulation, clinical laboratories subject to licensure under M.G.L. c. 111D are required to hold either a “limited” or “full” license. The determination as to which license applies depends on whether the laboratory performs “simple laboratory tests” or “limited laboratory examinations tests approved by the Department.” 

Proposed Revision:

The proposed revision eliminates the two licensure classes referenced above and clarifies state licensure requirements. In addition, the revision updates and clarifies terminology used for test categories by defining tests using the nationally-recognized CLIA classifications--moderate complexity testing, high complexity testing, and waived tests. The revision also includes provisions specifically addressing the criteria for evaluating an applicant’s suitability for licensure.
2.
Personnel Qualifications and Operational Standards
Current Regulation:

The current regulation sets forth the minimum qualifications and responsibilities for a laboratory directorship position, per state statutory requirements set forth in M.G.L. c. 111D, §7, as well as other laboratory personnel (technical and general supervisors, technologists, cytotechnologists and technicians). The regulation also requires that laboratories perform specific quality control (QC) practices, both generally and by specialty areas. Many of the QC regulatory requirements are outdated. 

Proposed Revision:

With the exception of the laboratory directorship qualifications and responsibilities (which are prescribed by M.G.L. c. 111D, §7), the proposed revision requires laboratories to follow CLIA with regard to supervisory and other personnel qualifications. The revision also requires that laboratories follow the CLIA regulations for QC, with additional QC requirements for Immunohematology (105 CMR 180.410) and Genetic Testing (105 CMR 180.500(C)(5)(b)).   

3.
Additional Provisions Governing Clinical Laboratories that Perform Genetic Testing
Current Regulation:

There are no specific state regulations and limited federal regulatory provisions for the performance of genetic testing. Experts from the CLAC have recommended the addition of specific regulatory provisions for genetic testing as it represents an emerging laboratory discipline. Currently, genetic testing is surveyed using regulations that pertain to Chemistry, Hematology, or Microbiology. On the federal level, some genetic laboratories are surveyed by accrediting agencies deemed acceptable by CLIA. Their survey teams include geneticists with the specialized training required to perform genetic testing.

Proposed Revision:

The proposed revision permits the Department to license laboratories (or sections of laboratories) that perform genetic testing through a deemed-by-accreditation process (105 CMR 180.030(B)) and require that the director and technical supervisor have specialized training or experience in clinical laboratory genetics (105 CMR 180.500). In addition, the revision requires laboratories to comply with the specific privacy and consent law governing genetic testing. M.G.L. c. 111, §70G. 

4.
Other updates/clarifications:

In addition to the changes described above, the proposed revision will:

· clarify and update terminology to reflect current industry practices; 
· change the regulatory definitions of “ownership interest” and “person” to conform to the 2014 statutory amendments pertaining to the prohibition against self-referrals; 

· include a provision requiring every laboratory to have a disaster plan;

· update the licensing fee provisions to conform to the current fees ($300.00) as authorized in 2004. At the time, CLP made the necessary changes to its licensing application and processes but did not update the regulation to change the former fee assessed ($100.00)
.
· identify a process for handling complaints regarding a clinical laboratory’s performance.

IV.
Next Steps
The Department intends to conduct a public hearing to solicit comments on the proposed revision. Following the public comment period, the Department will return to the PHC to report on testimony and any recommended changes to this proposal. 
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� To address a fiscal crisis, in 2003, A & F promulgated emergency regulations that doubled the licensing fees for specified programs; the final regulations, effective in or about July, 2004, tripled the fees. Although M.G.L. c. 111D, §2(4) authorizes the Department to establish its own licensing and renewal fees, A & F fee regulations included Clinical Laboratories and set the fees at $300.00. See 801 CMR 4.02. 





