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February 19, 2016

Jesse Caplan

General Counsel

Office of the General Counsel

Massachusetts Department of Public Health

250 Washington Street

Boston, MA 02108

RE: Clinical Laboratories 105 CMR 180.000

Dear Mr. Caplan,

I commend the Department of Health – and particularly, Pamela Waksmonski, Sondra Korman, and Priscilla Fox – on the work they did to simplify the Commonwealth’s laboratory regulations and bring them into better alignment with CLIA and accrediting bodies. I am proud of the contributions I have been able to make in this regard, first as a guest of the DPH Clinical Lab Advisory Committee, and now as a member.

I have one overarching comment that I hope that the Department would take to heart across its entire regulatory review/reform process: this a wonderful opportunity to discard any vestiges of legalese and rewrite all DPH regulations in plain English. Seize it! When regulations seem logical and are written in simple, clear, easy-to-understand sentences – I believe more people are likely follow them “to the letter of the law” so to speak. The vast majority of healthcare professional are honorable; they want to be in compliance – please make it easy for them to know what they need to do. My specific comments to 105 CMR 180.000 follow:

180.004:  Definitions

Clinical Laboratory or Laboratory: After “material” put “(specimen)” since it is used elsewhere.

Health Promotion Screening Program: There really isn’t any such thing as a “a CLIA-certified laboratory testing service.” Perhaps it could be written: “a service offered by a clinical lab with a valid CLIA certificate that tests specimens from a human body for the purposes…” 

With regard to the sentence: “Health promotion screenings are not used for the purpose of providing clinical diagnosis or treatment to patients.” I believe this sentence is in there because it is in the statute, but what is its purpose really? What is the actual difference between “early detection of disease” (in definition here) and “diagnosis” or “assessment of health” (in definition of clinical lab)?

Laboratory that performs genetic tests: Plain English rewrite: “means a laboratory or part of a laboratory that either performs analysis or interpretation of a genetic test or performs both analysis and interpretation, regardless of whether the laboratory also performs other, non-genetic clinical lab tests.”

180.030:  Licensure  (A) License
d) plain English: A clinical laboratory maintained exclusively for research and teaching purposes or for a public health purpose, that does not provide reports for diagnosis and treatment of patients.

e) plain English: I’m not sure what the first part of the sentence means. My attempt: “A laboratory that performs testing solely for the purpose of determining eligibility for insurance coverage or contracts, employment, other employment-related matters.”

e):  Remove last part of first sentence to prevent possible misinterpretation/confusion. Should just read: “A laboratory maintained exclusively for a health promotion screening program.”

180.031:  Evaluation of Application: Responsibility and Suitability of Applicant or Licensee

 a) plain English: “Upon receipt of a complete application for licensure, the Department shall evaluate the responsibility and suitability of the applicant or licensee before granting or denying the initial application for licensure, including but not limited to the following factors.”

180.033:  Health Promotion Screening Programs

N. List of sites – How will health promotion screening accomplished via mobile testing units be handled?

180.041:  Standard - Responsibility of Owners

(B) Notification of Changes (2) suggested change: “Any significant planned changes in the physical facilities of the laboratory or a change of the laboratory’s location shall be reported to the Department no later than 15 days before such change. If such changes occur on an unplanned, or emergency basis, the laboratory must report them to the Department within two business days.” 

180.042:  Standard - Collection Stations and Satellite Laboratories

(B) Satellite Laboratories (3) This is an example of “in-the-weeds” regulation that people point to when they say the Commonwealth is unfriendly to business. How is this requirement truly relevant to the quality of results and patient safety? As long as there is appropriate-level personnel doing the test, supervision, etc. at whatever site is performing the test, why dictate this business-level decision for laboratories? Say the “mother lab” is maxed out on lab bench space, but there is ample room in its satellite lab, why shouldn’t it be able to locate the test there? the Commonwealth is, in effect, telling that business to do a send-out test and send that revenue out the door. This regulation may inhibit investment in Massachusetts laboratories or complicate other business transactions as well. It should be eliminated.

180.070:  Standard - Laboratory Director: Duties and Responsibilities

(A) (B) Laboratory Director Given the difficulties in finding qualified personnel and the need to accommodate employees caring for small children, sick, or elderly family members, employers often need to be creative in order to attract and retain the best people. Can the position of lab director be held by more than one person in a job-sharing arrangement? What about contract employees. How would this count toward the three laboratories limit?

80.360:  Standard - Adequacy of Facilities, Equipment, Methods

(D) “such as photometers and radioactivity-counting equipment” seems like an odd, and not particularly helpful list for D. What’s the difference between C and D? It is confusing, particularly given repetition in equipment examples. 

180.500:  Condition:  Laboratories that Perform Genetic Tests

(B) Consent Requirements and Confidentiality should there be a statement about direct-to-consumer advertising testing? How are laboratories supposed to handle direct requests for testing from patients? (This comment applies to laboratories performing non-genetic tests too.)

(C) Test Performance (9)  “Prompt” means very different things to different people; it needs to be defined.

(5) Analytic Requirements (a) Performance (2) suggested rewrite since it should not be left up to individuals to interpret what test is subject to FDA approval: “Each laboratory that modifies an FDA-cleared or approved test system, or introduces a test system that has not been FDA cleared or approved (including methods developed in-house and standardized methods such as text book procedures)...”

180.600:  Enforcement Procedures

This section has the most plain-English problems. I suspect the reason is that it had the fewest changes and much of the language comes directly from the statute. However, people should be able to figure out what the process will be easily on their own, at first read – without their attorney’s clock ticking if they are subject to enforcement actions. I strongly encourage the Department to take a fresh look.

The Department took a huge step forward in better aligning the Commonwealth’s regulations with CLIA and accrediting bodies. Bravo. Now go further. I urge you to be a pathfinder in regulatory reform and write 105 CMR 180.000 in plain, simple English so it is easy to understand. I believe this will help improve compliance, thus helping to assure the accuracy of test results and ultimately the health and safety of Massachusetts residents. Now it’s time to update the Mass General Laws 111D.

Thank you for the opportunity to provide comments. If you or your colleagues have any questions or need assistance, please do not hesitate to ask. 

Sincerely,
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Mirepoix LLC Principal



Caroline Grossman



47 Ellison Park



Waltham, MA 02452



781.771.5579 (m) 



caroline.grossman@gmail.com
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