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180.001:  Purpose, Scope, and Application
The purpose of 105 CMR 180.000 is to establish the minimum standards required for the operation of all clinical laboratories that: 
(A) Are licensed by the Department; or 
(B) Are within a hospital or clinic licensed by the Department. Such clinical laboratories are subject to the approval of the Department as part of the licensing process for such hospital or clinic.        
180.003:  Citation   

105 CMR 180.000 shall be known as 105 CMR 180.000: The Operation and Licensing of Clinical Laboratories.

180.004:  Definitions
In 105 CMR 180.000 the following words, as used in this regulation, shall have the following meanings, unless the context requires otherwise:

Accredited, as applied to schools, institutions, or programs, means approved by a nationally recognized accreditation organization, as determined by the U.S. Commissioner of Education or by the Department.

Approval means the Department has issued a certificate authorizing the operation of a health promotion screening program.  In addition, approval means that the Department has authorized operation of a clinical laboratory within a hospital or clinic licensed by the Department.
Certificate of Approval means the Department-issued authorization to operate a health promotion screening program or to operate a collection station.  
CLIA means the federal Clinical Laboratory Improvement Amendments of 1988 and the regulatory requirements thereunder.

CLIA-waived means tests categorized as s waived under CLIA..

Clinical Laboratory or Laboratory means a facility or place, however named, the purpose of which is to make biological, microbiological, serological, chemical, immunohematological, cytological, pathological, genetic, or other examinations of materials derived from the human body for the purpose of providing information for the diagnosis, prevention, or treatment of any disease or impairment of, or the assessment of the health of, human beings.  The term includes health promotion screening programs.
CMS means the federal Centers for Medicare and Medicaid Services.

Collection Station means a facility, either fixed or mobile, where materials or specimens are collected from patients or are pre-analytically processed after being collected elsewhere from patients for subsequent delivery to a clinical laboratory for examination.  A collection station is a facility that is maintained at a separate physical location not on the grounds or premises of the licensed laboratory, licensed hospital, or licensed clinic that performs the testing.  Collection stations require a certificate of approval from the Department. “Collection station” does not include facilities where blood is collected for the purpose of transfusion; such facilities are subject to the regulations governing blood banks, 105 CMR 135.000:  Use of Blood, Blood Components, and Derivatives for the Purpose of Transfusion.  

Commissioner means the Commissioner of Public Health or his or her designee.

Company  means a corporation, partnership, limited liability company, limited liability partnership, an association, a trust or an organized group of persons, whether incorporated or not.

Department means the Massachusetts Department of Public Health.
Exempt Test means one of those tests authorized by administrative guidelines of the Department to be performed in a physician office laboratory, provided that the laboratory has an appropriate CLIA certificate. These tests are generally noninstrumental in nature, and the results are determined by observation of a visual signal.  See M.G.L. c. 111D, § 4.
Genetic Test means an analysis of human DNA, RNA, chromosomes, proteins, or metabolites that detects genotypes, mutations, or chromosomal changes, but “genetic test” does not include an analysis of proteins or metabolites that does not detect genotypes, mutations, or chromosomal changes.

Health Promotion Screening Program means a CLIA-certified laboratory testing service that examines material derived from a human body for the purpose of promoting health awareness and education among the general public by early detection of disease and/or associated risk factors. Health promotion screenings are not used for the purpose of providing clinical diagnosis or treatment to patients.  Health promotion screening programs require a certificate of approval from the Department.
Health Promotion Screening Test means those tests authorized by the Department to be conducted as part of a Health Promotion Screening Program.

High-Complexity Testing means tests categorized as high complexity under CLIA.

Histocompatibility Testing means any laboratory test procedure the purpose of which is to determine

compatibility between a potential organ transplant donor and recipient or to test for a disease-associated

antigen. A donor organ does not include blood or blood components.
Laboratory that performs genetic tests means a laboratory or part of a laboratory that either performs analysis or interpretation of a genetic test or performs both such analysis and interpretation, whether or not such laboratory also performs tests that are not genetic tests.
Licensee means any person who: (1) holds a license to operate a clinical laboratory, (2) is approved by the Department to operate a clinical laboratory within a hospital or clinic licensed by the Department, or (3) holds a certificate of approval to operate a health promotion screening program issued by the Department.

Moderate-Complexity Testing means tests categorized as moderate complexity under CLIA.
Owner means any individual, partnership, group, firm, corporation, or other entity holding either partial or complete ownership of or title to a laboratory.  

Ownership interest means an interest including, but not limited to, any membership, proprietary interest, shares of stock in a corporation, units or other interest in a partnership, bonds, debentures, notes or other equity interest or debt instrument or co-ownership in any form.

Person means a corporation, society, association, partnership, limited liability company, limited liability partnership, trust, organized group of persons, whether incorporated or not, an individual or the individual's estate upon death, any other entity including, but not limited to, medical practice, medical office, clinic, counseling center, substance use disorder treatment program or sober house or a political subdivision of the commonwealth. 
Proficiency Testing Program means a program that has been approved by the Department comprising a periodic set of tests for clinical laboratories that measure the accuracy of the laboratory’s test results and adherence to standard operating procedures. A complete list of proficiency testing programs approved by the Department shall be made available to all laboratories on an annual basis.

Satellite Laboratory means a physician office laboratory maintained by a group practice comprising three or more physicians performing laboratory testing exclusively in connection with the diagnosis and treatment of their own patients, which is located off the premises of the primary or parent office of such practice. 

Substantiated complaint means a complaint that has resulted in a finding of noncompliance with 105 CMR 180.000 at the time of investigation, or that noncompliance is proven to have existed at the time of the complaint, but was corrected prior to the investigation.
Transfer of Ownership shall include but not be limited to the following transfers: 

(1) A transfer of a majority interest in the ownership of a laboratory; 

(2) In the case of a for profit corporation, transfer of a majority of any class of the stock thereof; 

(3) In the case of a partnership, transfer of a majority of the partnership interest; 

(4) In the case of a trust, change of the trustee or a majority of trustees; or 

(5) In the case of a non-profit corporation, such changes in the corporate membership and/or trustees as the Department determines to constitute a shift in control of the laboratory. 

A transfer of ownership shall also be deemed to have occurred where foreclosure proceedings have been instituted by a mortgagee in possession.  “Transfer of ownership” also means any change in the ownership interest or structure of the licensee or the licensee’s organization or parent organization(s) that the commissioner determines to effect a change in control of the operation of the laboratory.
Unsubstantiated complaint means a complaint for which sufficient evidence could not be found to determine whether noncompliance with 105 CMR 180.000 existed during the investigation or at the time of the complaint.
Waived test means a CLIA-waived test.

180.005:  Condition - Compliance with Federal, State, and Local Laws and Regulations
(A) Each laboratory subject to 105 CMR 180.000 shall comply with all applicable federal, state, and local laws and regulations, including but not limited to the following:

(1) M.G.L. chapter 111D;
(2) All CLIA regulations found at 42 CFR Part 493 unless 105 CMR 180.000 imposes a more stringent requirement.  CLIA regulations establish minimum standards; and
 (3) All laws, ordinances, and regulations relating to building occupancy, fire, and occupational safety and health.
(B) All laboratories shall hold a current license, approval, or certification as required by applicable laws. 

(C) Every clinical laboratory shall have a written plan and procedures to be followed appropriate to the services provided in case of fire or other emergency, which shall include a section on facility evacuation.
(D) With the exception of specimens obtained through health promotion screening programs, laboratories may examine any specimen derived from a human body only upon the written order of a licensed health care practitioner, in accordance with M.G.L. c. 111D, § 8(7).

180.006:  Waiver of Requirements Imposed on Laboratories
(A) The Commissioner may waive the applicability to a particular laboratory of one or more of the requirements imposed on that laboratory by 105 CMR 180.000 if the Commissioner finds that:

(1) Compliance would cause undue hardship to the laboratory; and

(2) The laboratory is in substantial compliance with the spirit of the requirement; and

(3) The laboratory’s non-compliance does not adversely affect the quality of the laboratory’s test results or patient safety.

(B) The laboratory shall provide to the Commissioner written documentation supporting its request for a waiver.
180.030:  Licensure  
(A) License 

(1) Every person who operates a clinical laboratory in Massachusetts shall obtain a license, with the exception of any person who operates:

(a) A clinical laboratory in a hospital or clinic licensed under M.G.L. c. 111, § 51; 

(b) A clinical laboratory maintained by not more than two licensed physicians exclusively in connection with the diagnosis and treatment of his or her own patients;

(c) A clinical laboratory maintained by three or more licensed physicians exclusively in connection with the diagnosis and treatment of his or her own patients, provided that the physician or his or her assistant under the direct supervision of such physician performs all testing, and the clinical laboratory performs only exempt tests and has   a CLIA certificate that is appropriate to the testing performed;

(d) A clinical laboratory maintained exclusively for research and teaching purposes and which does not provide reports for diagnosis and treatment of patients, or for a public health purpose;

(e) A laboratory with respect to tests or other procedures made by it for any person engaged in the business of insurance if made for purposes of determining whether to write an insurance contract or determining eligibility or continued eligibility thereunder, or for the examination of its employees or officers; or
(f) A laboratory maintained exclusively for a health promotion screening program, which does not provide reports for diagnosis or treatment of patients.  Such laboratory shall obtain a certificate of approval in accordance with 105 CMR 180.033.  

(2) Applications for initial and renewal licensure shall be made in a form and manner determined by the Department. Every application shall be signed under the pains and penalties of perjury by the applicant or a person authorized to act on behalf of the applicant.

(3) In support of an application for an original or renewal license, each applicant shall submit the following information, updated as required by 105 CMR 180.041(C)(3):
(a) Information concerning all ownership interests as defined in 105 CMR 180.004, including the name and ownership interest of the disclosing person or company, as well as the names and all ownership interests of all other parties with an ownership interest in the clinical laboratory. A copy of this information shall be provided by the clinical laboratory to the Office of Attorney General.  See M.G.L. c. 111D, §14. 
(b) If ownership of the laboratory has been transferred, satisfactory documentary evidence (such as a contract or a deed) showing that ownership of the laboratory has been transferred to the applicant; and
(c) Any information required by the Department as part of the application, including such additional information concerning ownership and control as the Department may require.

(4) The Department shall not accept an application for an original or renewal license unless: 

(a) The application includes all information required by the Department; 

(b) The application and all required attachments and statements, submitted by the applicant meet the requirements of 105 CMR 180.000; and
(c) The applicant has paid all required fees. 
(5) In the case of a Transfer of Ownership of a laboratory: 

(a) An application for licensure shall not be accepted until the applicant has been deemed suitable subsequent to the submission of a Notice of Intent, and 

(b) The application of a new owner for a license shall not have the effect of a license unless the new owner has met the requirements for suitability review as outlined in 105 CMR 180.031(A)(1) through (8). 
(6) A license issued by the Department shall be for a term of two years. 

(7) Any laboratory which is accredited, certified or licensed by a program which is deemed equivalent to these regulatory standards by the Department will be considered to meet the requirements of 105 CMR 180.000

(8) Renewal.  A renewal application shall be filed no later than 30 days before the expiration date of the current license.  

(9) Each license shall state the specialty areas in which the laboratory is qualified to deliver services.

(10) Fees
(a) The laboratory license fee shall accompany every application submitted. Payment of the fee shall be by check or money order payable to the Commonwealth of Massachusetts. The fee shall be subject to refund only in the event the application is withdrawn.

(b) For laboratories performing CLIA high complexity testing, the fee shall be $300.00 for each specialty area for which a license is issued.  For laboratories performing only CLIA moderate complexity and/or waived testing, the license fee shall be $300.00. 

(B) Deemed-by-Accreditation Licensure for Laboratories or Portions of Laboratories that Perform Genetic Tests.  The process of licensure of laboratories that perform only genetic tests shall be by the deemed-by-accreditation process.  If a single laboratory performs both genetic tests and tests other than genetic tests, the part performing genetic tests shall qualify for licensure through the deemed-by-accreditation process, and the part performing other than genetic tests shall qualify for licensure through the process described in 105 CMR 180.030(A).  With respect to genetic tests, the Department will deem the conditions of original or renewal licensure in 105 CMR 180.000 to be satisfied for laboratories that meet the requirements of 105 CMR 180.030(B).

(1) Initial Deemed-by-Accreditation (IDA) License
(a) An application for an initial deemed-by-accreditation license shall be made in a form and manner determined by the Department.  

(b) Each applicant shall submit:

1. Evidence that it is has an appropriate CLIA certificate or has applied for such certification;

2. Documentation that an application for accreditation has been submitted to an accreditation organization approved by CMS and the Department; and

3. The information required by 105 CMR 180.030(A)(3), and (A)(5) if applicable.
(c) The Department shall not approve an application for an IDA unless it determines that the requirements of 105 CMR 180.031 relating to responsibility and suitability have been met.

(d) During the initial survey by the Department, the laboratory shall demonstrate compliance with general good laboratory practice requirements, including but not limited to:

1. Evidence that the laboratory workflow is efficient;
2. Evidence that director and staff are qualified, as required by 105 CMR 180.500(A);
3. Evidence that the director has reviewed and signed validations;
4. Evidence that reporting mechanisms ensure reports are accurate; and
5. Evidence of enrollment in approved proficiency testing programs; or, if no approved proficiency testing programs are available, other means of monitoring test accuracy and performance will occur, in accordance with 105 CMR 180.500(D).

(e) Upon successful conclusion of the initial survey, the Department will issue a provisional license in accordance with 105 CMR 180.030(D).  The laboratory shall ensure that the accreditation organization performs a full survey within six months or as soon as practicable after the date of the provisional license. 
(f) The laboratory shall not perform any patient testing until the Department has performed an initial survey and has issued a provisional license.

(g) When the Department receives written notice of accreditation approval, the Department will exchange the provisional license for a two-year license.
(2) On and after the effective date of 105 CMR 180.000:

(a)   Any laboratory currently performing genetic tests, if not already accredited as required by 105 CMR 180.030(B)(1)(b)(2), must apply for such accreditation immediately and must receive accreditation within six months or as otherwise specified by the Department.  

(b) Laboratories that wish to perform genetic tests for the first time must follow the process set forth in 105 CMR 180.030(B)(1)(a) through (f). 
(3) Renewal of Deemed-by-Accreditation License (RDA)
(a) An application for a renewal deemed-by-accreditation license shall be made in a form and manner determined by the Department.  

(b) The Department will collaborate with the accreditation organization to determine the best date for an unannounced survey.

(c) The RDA survey will be performed by the accreditation organization.. The Department surveyor may attend the survey with the accreditation organization’s survey team.

(d)  The Department will issue a renewal license upon receipt of written notification of accreditation approval.
(4) Suspension, Denial, Refusal to Issue or Renew, or Revocation of Deemed-by-Accreditation License
(a) Following the procedures in 105 CMR 180.600, the Department may suspend, deny, refuse to issue or renew, or revoke a deemed-by-accreditation license on any of the grounds specified in 105 CMR 180.600(C).

(b) In addition, the Department may suspend, deny, refuse to renew, or revoke a deemed-by-

accreditation license under the following circumstances: 

1. The licensee loses its accreditation status; or 

2. The Department finds the licensee is out of compliance with one or more conditions of accreditation or determines that a significant deficiency exists; or

3. The licensee's application for CLIA certification is denied; or 

4. The Department finds the licensee is out of compliance with one or more CMS Conditions of Participation or determines that a significant deficiency exists.
(C) Classification of Specialties
(1) Laboratories may be licensed or approved to perform tests in the following specialty and sub-specialty     areas:

Specialty
Sub-Specialty
Histocompatibility 


Microbiology
Bacteriology


Mycobacteriology


Mycology 


Parasitology 


Virology


Molecular Microbiology

Diagnostic Immunology
Syphilis Serology

General Immunology, including Non-Syphilis and Viral Serology 

Chemistry 
Routine Chemistry


Urinalysis


Endocrinology


Toxicology



Hematology 
Routine Hematology


Coagulation


Molecular Hematology


Molecular Coagulation


Flow Cytometry

Immunohematology
ABO Group and Rh Group


Antibody Detection (Transfusion)


Antibody Detection (Non-Transfusion)


Antibody Identification


Compatibility Testing 


Other Immunohematology

Pathology
Histopathology


Oral Pathology


Cytology


Molecular Pathology

Genetics



Molecular Genetics 




Biochemical Genetics





Cytogenetics

Radioassay




(2) A specialty or sub-specialty area shall be included in the laboratory license provided that the laboratory supplies sufficient evidence to the Department that the laboratory functions actively in that specialty or sub-specialty and performs a reasonable number of tests to maintain its proficiency.

(3) The Department may modify or add specialties and sub-specialties through guidelines as necessary.

(D) Provisional Licenses 
(1) Notwithstanding 105 CMR 180.030(A) through (C) and (E), the Department may issue a provisional license if it determines that the laboratory applicant does not meet every requirement for a license, provided that the laboratory has demonstrated to the Department's satisfaction a good-faith intention to correct deficiencies or to become accredited as a laboratory that performs genetic tests in accordance with 105 CMR 180.030(B), and provided further that the laboratory submits to the Department reliable reports of examinations of specimens and presents satisfactory evidence that the requirements for  licensure can and will be met within a six-month period.

(2) A provisional license shall be for such a term as the Department deems appropriate, but in no event shall the term exceed six months.  

(3) No laboratory shall be issued more than two consecutive provisional licenses.

(4) The fee for a provisional license shall be the same as for a license as set forth in 105 CMR 180.030(A)(10). 

(E) The Department or its agents may make on-site visits, either announced or unannounced, to inspect any laboratory for licensure pursuant to M.G.L. c. 111D, § 2(5). 

180.031:  Evaluation of Application: Responsibility and Suitability of Applicant or Licensee
(A) Upon receipt of a complete application for licensure, the Department shall evaluate the responsibility and suitability of the applicant or licensee, including but not limited to the following factors.  A determination of unsuitability with respect to any one of the below factors constitutes an adequate ground for determining an applicant or licensee unsuitable to establish or maintain a clinical laboratory and upon which the Department may deny an initial application for a license:
(1) Past performance as a provider of clinical laboratory services, based upon documentation of the applicant’s or licensee’s:

(a) History of compliance with M.G.L. chapter 111D and 105 CMR 180.000;

(b) History of providing clinical laboratory services or other health care services, including provision of services in other states;

(c) Ability to provide clinical laboratory services; and
(d) History of response to correction orders issued under 105 CMR 180.600(A);
(2) The applicant's or licensee’s financial capacity to provide clinical laboratory services in compliance with state law and 105 CMR 180.000, as evidenced by sufficiency of present resources and assessment of past financial history, including involvement with clinical laboratories or health care facilities that have filed petitions for bankruptcy; 

(3) Whether the applicant or licensee is in compliance with all laws of the Commonwealth relating to taxes and child support and whether the applicant or licensee has workers compensation and professional and commercial insurance coverage;

(4) The applicant’s or licensee’s history of statutory and regulatory compliance for clinical laboratories or health care facilities in the Commonwealth or other jurisdictions, including proceedings including the applicant or licensee which recommended or resulted in a limitation, suspension, revocation, or refusal to grant or renew, a clinical laboratory or health care facility license, or certification for Medicare or Medicaid;   
(5) The adequacy of the applicant’s or licensee’s legal capacity to operate, as demonstrated by such documents as articles of incorporation and corporate by-laws;

(6) The history of criminal conduct of the applicant or licensee or of the chief executive officer, laboratory director, or chief financial officer of the applicant or licensee, as evidenced by any criminal proceedings against those individuals or against clinical laboratories or health care facilities in which those individuals either owned shares of stock or served as corporate officers, and which resulted in conviction, or guilty plea, or plea of nolo contendere, or admission to sufficient facts in proceedings continued without a finding;

(7) Any attempt to obtain a license by fraud, misrepresentation, or the submission of false information; and
(8) Capacity to meet the requirements for licensure as a clinical laboratory.
(B) If the Department is unable to make a finding of responsibility and suitability due to the existence of any of the factors listed in 105 CMR 180.031(A)(1) through (8), the applicant or licensee shall have the burden of persuasion to prove the applicant’s or licensee’s suitability.

180.032:  Special Projects
The Department will consider proposals for special projects for the innovative delivery of clinical laboratory services. No such plan shall be implemented without the prior written authorization of the Department. Such plans shall be implemented only on an experimental basis and shall be subject to renewal of the authorization by the Department at such periods as the Department shall fix.
180.033:  Health Promotion Screening Programs
(A) Every person or entity operating a health promotion screening program shall apply for a certificate of approval in a form and manner determined by the Department.  The Department shall issue a certificate of approval to health promotion screening programs that meet the requirements of this section. 105 CMR 180.033. 

(B) Health promotion screening programs shall perform only those health promotion screening tests approved by the Department in consultation with the Department’s Advisory Committee on Clinical Laboratories. A list of the approved health promotion screening tests shall be available from the Department.  

(C) A certificate of approval issued by the Department shall be for a term of two years. 
(D) Renewal.  A renewal application shall be filed no later than 30 days before the expiration date of the current certificate of approval.  

(E) Each health promotion screening program shall establish and follow an appropriate written procedure for performing each test.  This procedure must include at a minimum the following information:

(1) Specimen collection and preparation; 

(2) Materials and equipment required; 

(3) Steps to follow to perform the test; 

(4) Limitations of the procedure; 

(5) Test environment or other conditions that may affect the test results;

(6) Safety precautions to protect patients and testing personnel;

(7) Reference range of results;

(8) Results that require follow up with a physician;

(9) Quality control procedures to be followed using appropriate reference materials; 

                  (10) Calibration and maintenance protocols; and 

(11) A plan for remedial or corrective action to be followed in the event that quality control results do not fall within acceptable limits.

(F) All analytical equipment used for the performance of tests (i.e., timers, detectors, or meters) must be calibrated or checked as appropriate for the device.

(G) All test reagents must be properly stored and may not be used beyond their expiration dates.

(H) Each method must be tested with appropriate reference materials to assure accuracy and precision:

(1) Each qualitative method must be tested with a positive and negative control on each day of testing, unless the test system contains an internal control that tests all parameters of the system, including the operator.  If the test system contains such an internal control, then a positive and negative control test must be performed at a minimum before beginning testing with a new shipment or lot of test kits, and in other circumstances according to manufacturers’ instructions.
(2) Each quantitative method must be tested with a normal and abnormal or high and low control on each day of testing.  In the event that only one control level is available, the control material must be tested after every 20 patient tests during the course of the day.  

(3) The accuracy of the screening procedure must be verified by comparing, every six months, at least five samples also tested by a licensed laboratory, or the program shall enroll in an approved proficiency testing program.

(4) All quality control tests must be performed at the location of (and prior to) each public screening.

(5) Remedial or corrective action must be taken in the event that quality control results do not fall within acceptable limits.

(I) Quality control and calibration measures shall be recorded, and documentation shall be maintained for one year.

(J) All persons tested must be provided with a confidential written test result that includes pertinent educational materials including, but not limited to, the following information:

(1) The limitations of the test;   

(2) The interpretation of the test result(s);

(3) The reference range of the test;

(4) Associated risk factors;      

(5) Whether there is a need for physician follow-up; and

                  (6) A telephone number for additional information, if additional information is available.
(K) All infectious or physically dangerous medical waste including blood-saturated materials and sharps must be stored and disposed of in accordance with the requirements in 105 CMR 480.000: Minimum Requirements for the Management of Medical or Biological Waste (State Sanitary Code Chapter VIII).  
(L) The health promotion screening program must maintain records documenting the initial and subsequent training of any individual who performs testing.  Training programs must be established on a schedule that is specified by the Department.  Ongoing continuing education and retraining shall be provided to such individuals as needed.  The training may be accomplished by use of online information or in-person training.  Any training program must be taught by a person with experience in clinical detection, measurement, and analysis appropriate for the screening services offered.  Training programs must reference appropriate national standards, if available.  The program must include at a minimum:

(1) A thorough training on specimen collection, proper test environment, and equipment set-up;     

(2) A thorough training in the content and application of the pertinent test protocols;     

(3) A means for testing employee technique and proficiency in performing the test, including         retesting known samples; and 

(4) A thorough training on test limitations and potential errors, interpretation of results, associated risk factors, and appropriate need for physician referral. 

(M) All puncture wounds resulting from specimen collection must be covered with a sterile gauze adhesive strip (bandage) following sample collection.  

(N) An application for a certificate of approval shall include a list of health promotion screening sites, dates, and period of time (if known). The Department must be notified prior to each health promotion screening event that is to take place in a location other than the location indicated when initial approval is sought.  Such notification must be made at least five days prior to each event and must include the expected date, location, and period of time.

(O) The certificate of approval issued by the Department must be displayed conspicuously at every public screening event. 
180.035: 
Complaints
(A)  Upon receipt of a complaint regarding a clinical laboratory, the Department shall review or otherwise investigate such complaint as it deems necessary. A laboratory shall provide the Department with all information that may be relevant to the Department’s investigation of any complaint, regardless of how it was reported to the Department. 

 (B) A laboratory shall make all reasonable efforts to facilitate the Department’s interviewing of all potential witnesses who may have information relevant to the Department’s investigation of any complaint.

(C) Complaint surveys are unannounced.

(D) Complaints shall be processed as directed by CMS.
180.040:  Condition: General Requirements
All clinical laboratories that are licensed by the Department or that are within a hospital or clinic licensed by the Department shall meet the standards set forth in 105 CMR 180.041 through 180.044.

180.041:  Standard - Responsibility of Owners
(A) The owner shall be responsible for the proper maintenance and ethical operation of the clinical laboratory and for any violations of 105 CMR 180.000.  

(B) Notification of Changes
(1) The Department shall be notified in writing within 30 days after any change of the Laboratory Director. 
(2) Significant 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.  
(3) Any laboratory performing moderate-complexity testing or high-complexity testing that plans to change location shall provide a written move plan to the Department no later than 15 days before the move.   

(C) Ownership and Control

(1) At least 90 calendar days in advance of any transfer of ownership, any applicant who intends to acquire a laboratory shall notify the Department.  Within 90 days of such notification, the Department shall complete its suitability review for licensure. 
(2) Any person applying for a license as a result of any transfer of ownership shall file proof of transfer of ownership within 48 hours after the transfer, unless an extension of the 48 hour period is granted by the Department. A license application filed as a result of a transfer of ownership , if timely filed, shall have the effect of a license from the date of transfer or until such time as the Department takes action on the application. If not timely filed, such an application shall not have such effect. 

(3) Ownership and control information submitted under the requirements of 105 CMR 180.000, or otherwise required by the Department, shall be kept current by each licensee. A copy of any document that amends, supplements, updates, or otherwise alters the ownership or control of a laboratory shall be filed with the Department within 30 days after the execution thereof.   
(4) The commissioner may, in his or her discretion, determine that a proposed transaction does not rise to the level of a transfer of ownership. 
(D) The owner shall ensure that the laboratory is at all times under the direction of a director acceptable to the Department. 
(1) The owner shall notify the Department as soon as possible, but no later than 30 calendar days prior to the planned retirement, absence, or period of time when the laboratory director will be physically absent and out of communication for six weeks or more.

(2 The owner shall notify the Department within two business days after any unplanned event resulting in the absence or inability of the laboratory director to communicate with the laboratory.

(3)  In the event of either planned or unplanned circumstances, the laboratory shall appoint either an interim or permanent new laboratory director acceptable to the Department.

(4)  The laboratory shall submit to the Department, for its review and approval, a complete curriculum vitae and any other supporting documents required by the Department, for the interim director or new permanent director.  If the Department believes there has been a substantive change in the operation of the laboratory, it may, at its discretion, require a full inspection of the laboratory.
(E) 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.

(F) Suspension of Testing and Closure
(1) Whenever a laboratory plans to suspend all testing for 90 days or more, the owner shall notify the Department of such suspension and of any existing plans for resuming testing.  The owner shall notify the Department at least 10 days prior to resuming testing. 

(2) Whenever a laboratory does not perform any testing for 180 days or more, the license will be considered void, and a new application for a license must be filed if the owner wishes to reopen the laboratory.  

(3) Before a laboratory closes permanently, the owner shall notify the Department of where the laboratory’s records will be stored after closure, and the name and contact information of the person(s) who will be responsible for the records.  

(G) The owner and director shall, if different persons, be jointly and severally responsible for operating the laboratory in compliance with the provisions of 105 CMR 180.000 and with other pertinent regulatory and statutory requirements.

180.042:  Standard - Collection Stations and Satellite Laboratories
(A) Collection Stations
(1) A clinical laboratory shall not maintain a collection station on behalf of any other clinical laboratory unless such other laboratory, if in the Commonwealth, is licensed under M.G.L. c. 111D or has been approved as part of a hospital or clinic licensed by the Department; or unless such other laboratory, if not in the Commonwealth, has been accredited or certified in accordance with federal law (CLIA). 

(2) The Department shall issue a written certificate of approval to each collection station maintained by a licensed clinical laboratory, and to each collection station maintained by a clinical laboratory within a hospital or clinic licensed by the Department that is in a separate location from such hospital or clinic laboratory.   The licensee or director of the laboratory shall notify the Department in writing no later than 15 days before termination of operations of an approved collection station.

(3) An approved collection station shall possess a telephone, adequate hand-washing and toilet facilities for employees and patients within the station, and a written procedure manual that shall include but need not be limited to the steps to be followed in the event of an emergency.  

 (4) Responsibility for Collection Station
(a) The director of the laboratory that maintains the collection station shall be responsible for all aspects of the collection station, including but not limited to the physical plant, personnel, and processing and transport of specimens. 
(b) Such director or his or her designee shall be available to collection station personnel at all times during the operation of the station in person or by other means of communication.  
(c) Such director or his or her designee shall make periodic personal inspections of the station to ensure suitable handling of patients and specimens, and to instruct the employees in such matters and in the most recent improvements in collection technique.  
(d) If a collection station collects specimens for more than one laboratory, the collection station shall maintain written records specifying how responsibility for all aspects of the collection station, as required by 105 CMR 180.042(A)(4), is handled.  

 (5) All persons involved with the collection, handling, or testing of specimens shall conform to guidelines of the Department regarding these activities.    
 (B) Satellite Laboratories
(1) A satellite laboratory must meet all the requirements imposed on laboratories by 105 CMR 180.000.

(2)  A laboratory director of a satellite laboratory is subject to the requirements imposed by 105 CMR 180.070.
(3) A satellite laboratory may not perform any test that the parent laboratory does not perform at the parent location.    
180.043:  Standard – Advertising
 No clinical laboratory or collection station may use advertising, signage, brochures, personal solicitation statements, or test listings that are false or misleading to the public, including but not limited to information about the services it provides or its practitioners. 

180.044:  Standard – Timely Testing and Duty to Report 
(A) Timely Testing.  The laboratory shall have defined turnaround times (i.e., the interval between specimen receipt by laboratory personnel and results reporting) for each of its tests, and it shall have a policy for notifying the requester when testing is delayed.
(B) Clinical laboratories shall be responsible for compliance with the reporting requirements related to laboratory findings and/or results as set forth in the following regulations:   

(1) 105 CMR 300.000:  Reportable Diseases, Surveillance, and Isolation and Quarantine Requirements; and

(2) 105 CMR 460.000:  Lead Poisoning Prevention and Control, including but not limited to section 460.070.  
(C) All personally identifying information that is reported to the Department or a local board of health pursuant to 105 CMR 300.000  must be kept confidential as provided in 105 CMR 300.120.

180.050:  Condition - Laboratory Director
Every licensee shall appoint an individual who shall bear the title and perform the functions of a Laboratory Director, also known as a Clinical Laboratory Director.  This individual must be qualified pursuant to 105 CMR 180.060.


180.060:  Standard - Laboratory Director:  Qualifications   

(A) Laboratory director qualifications are established to ensure that the director is competent to oversee the types of testing that the laboratory performs, ensure that the laboratory adheres to good laboratory practices, and to provide quality control and quality assurance. Therefore, a clinical laboratory director shall meet the minimum qualifications in 105 CMR 180.060(B), (C), or (D), except in the following circumstances:

(1) For laboratories that perform only genetic tests, see laboratory director requirements under 105 CMR 180.500(A).
(2) Dermatology laboratories must have as a director an individual who meets the minimum qualifications in 105 CMR 180.060(B), (C), or (D), or who is certified by the American Board of Dermatology.
(3) When a clinical laboratory is maintained by three or more physicians exclusively in connection with the diagnosis and treatment of their own patients, and the director is one of the physicians who maintains the laboratory, and the laboratory performs only procedures within the scope of practice of the physicians, the director may meet the qualifications in 105 CMR 180.060(E). 

(B) A laboratory director may be a doctor of medicine or a doctor of osteopathy who is licensed to practice in Massachusetts and:

(1) Is certified and continues to be certified in anatomical or clinical pathology by the American Board of Pathology or the American Osteopathic Board of Pathology; or 

(2) Is certified and continues to be certified in at least one laboratory specialty by the American Board of Bioanalysis (ABB), the American Board of Clinical Chemistry (ABCC), the American Board of Forensic Toxicology (ABFT), the American Board of Histocompatibility and Immunogenetics (ABHI), the American Board of Medical Genetics and Genomics (ABMGG), the American Board of Medical Laboratory Immunology (ABMLI), the American Board of Medical Microbiology (ABMM), the National Registry for Clinical Chemists (NRCC), or other national accrediting board acceptable to the Department, or 
(3) Who possesses qualifications that the Department considers equivalent to any such certification. 

(C) A laboratory director may be an individual who holds an earned doctoral degree from an accredited educational institution with a chemical, physical, or biological science as the major subject, and: 
(1) Who is certified and continues to be certified in at least one laboratory specialty by the American Board of Bioanalysis (ABB), the American Board of Clinical Chemistry (ABCC), the American Board of Forensic Toxicology (ABFT), the American Board of Histocompatibility and Immunogenetics (ABHI), the American Board of Medical Genetics (ABMG), the American Board of Medical Laboratory Immunology (ABMLI), the American Board of Medical Microbiology (ABMM), the National Registry for Clinical Chemists (NRCC), or other national accrediting board acceptable to the Department, or 
(2) Who possesses qualifications which the Department considers equivalent to any such certification. 
(D) A laboratory director may be an individual who has been responsible for direction of the technical and scientific operation of a clinical laboratory for at least 12 consecutive months at any time during the calendar years of 1971 through 1975, and who meets one of the following requirements:

(1) Holds an earned master's degree from an accredited educational institution with a chemical, physical, or biological science as the major subject, and has had at least four years experience in a clinical laboratory since graduation; or 

(2) Holds an earned bachelor's degree from an accredited educational institution, with a chemical, physical, or biological science as the major subject, and has had at least six years experience in a clinical laboratory since graduation; or

(3) Has passed an examination conducted by or under the sponsorship of the United States Public Health Service or the Department of Defense, and approved by the Department, as evidence of competence to direct the technical and scientific operation of a clinical laboratory.

(E) When a clinical laboratory is maintained by three or more doctors of medicine or doctors of osteopathy exclusively in connection with the diagnosis and treatment of patients, and the clinical laboratory director is one of the physicians who maintains the laboratory, and the laboratory performs all tests in compliance with CLIA, the director must, subsequent to graduation from undergraduate school, have at least one year of related experience in a clinical laboratory. 

180.070:  Standard - Laboratory Director: Duties and Responsibilities 

The laboratory director shall administer the technical and scientific operation of the laboratory, including the reporting of findings of laboratory tests. Such administration shall include, at a minimum, the following:

(A) In no event shall any individual accept employment as a laboratory director at more than three clinical laboratories, including satellite laboratories, whether or not located in Massachusetts and whether or not licensed by the Department, during the same period. 
(B) The director may be employed on a full-time or regular part-time basis.

(C) The director shall:

(1) Commensurate with the laboratory workload, spend an adequate amount of time in the laboratory to direct and supervise the technical performance of the staff, and shall be physically present in the laboratory at regular, identified intervals, which shall be no less than quarterly; 

(2) Be readily available in person or by other means of communication.  

(3) Ensure that the physical plant and environmental conditions of the laboratory are appropriate for the testing performed;
(4) Provide a safe environment in which employees are protected from physical, chemical, and biological hazards;
(5) Ensure that quality control and quality assessment programs are in place to assure the quality of laboratory services;
(6) Ensure that the test methodologies used or developed provide accurate and reliable test results;
(7) Ensure that the laboratory is enrolled in a proficiency testing program approved by CMS for all the testing performed, or that there is an alternative mechanism for blind sample testing a minimum of twice annually if no approved proficiency testing organization provides samples for a particular analyte;
(8) Ensure that proficiency testing samples and blind samples are tested in the same manner as patient samples, to the extent feasible, and that results are returned within the timeframes established by the proficiency testing program;
(9) Ensure that proficiency testing or blind sample testing are reviewed to identify failures, and perform the appropriate remedial actions to avoid reoccurrences;
(10) Employ a sufficient number of laboratory personnel with the appropriate education, experience, and training to assure accurate performance of tests and reporting of test results;
(11) Ensure personnel competency evaluations to assure accurate performance of tests and reporting of test results and to identify needs for remedial training to improve skills;
(12) Specify the duties and responsibilities of all personnel involved in the pre-analytic, analytic, and post-analytic phases of testing;
(13) Ensure that approved and updated procedures are in a procedure manual available to all personnel;
(14) Ensure all procedures are reviewed at least every 24 months.  The director may designate to appropriate staff review of all existing procedures without significant changes.  The director must personally review all new and substantially changed procedures before use;     
(15) Following a change of director, the new director must ensure the procedure manual is current.  The new director need not review all procedures personally; however, there must be a documented process to show the director has taken appropriate steps to evaluate that the procedures are current and complete.  This process must be completed within three months after the time the new director began work; and
(16) Ensure the laboratory’s specimen storage and retention policy is consistent with the laboratory quality assessment activities and with all applicable laws and regulations and Department administrative guidelines. 

180.100:  Condition - Laboratory Supervision
In addition to the director, the laboratory shall be supervised by qualified personnel as specified in 42 CFR Part 493. The laboratory shall have a written plan regarding supervision for times when the usual supervisors are not available.  

180.275:  Standard - Disposal of Medical Waste
Laboratories disposing of infectious or physically dangerous medical or biological waste shall comply with105 CMR 480.000:  Minimum Requirements for the Management of Medical or Biological Waste (State Sanitary Code Chapter VIII).  
180.290:  Standard - Laboratory Report and Record
The results of laboratory tests shall be sent only to persons authorized to receive them.  
180.295:  Standard - Personnel Policies
Each laboratory shall maintain written personnel policies, practices, and procedures that adequately support sound laboratory practice.  The policies, practices, and procedures shall include, at a minimum, the following:

(A) Current employee records, including a statement of each employee's past and ongoing training and experience, duties, and date or dates of employment;
(B) Evidence of adequate health supervision of employees, as applicable to their responsibilities in the laboratory; and
(C) Records of all work-related illnesses and accidents.
180.350:  Condition - Quality Control
Quality controls imposed and practiced by a laboratory shall provide for and assure maximum reliability of test results.  Laboratories shall follow CLIA requirements for quality control except as provided in 105 CMR 180.410 and 105 CMR 180.500(C)(5)(b). 

180.355:  Standard - Evaluation of Equipment, Methods, Reagents
Each laboratory shall maintain records to assure the following practices are performed:

(A) Preventive maintenance, periodic inspection, and testing for proper operation of equipment and instruments as appropriate;   

(B) Validation of all methods as required by CLIA; 

(C) Evaluation of reagents and volumetric equipment; and  

(D) Surveillance of results and remedial action to be taken in response to detected defects.

180.360:  Standard - Adequacy of Facilities, Equipment, Methods 
Adequacy of facilities, equipment, instruments, and methods for performance of the procedures or categories of procedures shall include the following:

(A) Proper lighting for accuracy and precision;

(B) Convenient location of essential utilities;

(C) Monitoring of temperature-controlled spaces and equipment with respect to all critical operating characteristics, including but not limited to water baths, incubators, sterilizers, and radioactivity-counting equipment; and
(D) Evaluation of analytical measuring devices with respect to all critical operating characteristics, such as photometers and radioactivity-counting equipment.

180.410:  Standard - Immunohematology: Quality Control
Quality control for immunohematology shall be performed as required by 105 CMR 135.000:  Use of Blood, Blood Components, and Derivatives for the Purpose of Transfusion.  

180.450:  Condition - Proficiency Evaluation
(A) All clinical laboratories shall successfully complete a CMS-approved proficiency testing program, when available, covering all clinical laboratory and anatomical pathology specialties and subspecialties in which the laboratory is licensed or authorized to perform tests. 
(B) The Department shall maintain a list of CMS-approved proficiency testing programs, shall update it as appropriate, and shall make it available to clinical laboratories.  
(C) For tests for which proficiency testing is not available, the laboratory must use an alternative performance assessment system for determining the reliability of analytic testing.  Appropriate alternative assessments may include:  split sample analysis with reference laboratories or other laboratories, split samples with an established in-house method, assayed material, regional pools, clinical validation by chart review, or other suitable and documented means.  It is the responsibility of the laboratory director to define such alternative performance assessment procedures, as applicable, in accordance with good clinical and scientific laboratory practice.  Alternative proficiency testing must be performed at least every six months.
(D) The laboratory must integrate all proficiency testing samples into the routine laboratory workload, using the same primary method systems as for patient samples.  The analysis of proficiency materials must be rotated to include all testing personnel.

180.500:  Condition:  Laboratories that Perform Genetic Tests 

(A)  Personnel Qualifications and Responsibilities
(1) Laboratory Director. A laboratory that performs genetic tests shall employ a laboratory director who meets the requirements of 105 CMR 180.060 and who has specialized training or experience in clinical laboratory genetics as evidenced by one of the following qualifications:
(a) Is a board-certified medical geneticist; or

(b) Has qualifications acceptable to the Department.

(2) Technical Supervisor.  The person in charge of bench testing (the technical supervisor) for genetic tests 

shall have the following qualifications:

(a) In a molecular genetics laboratory, the technical supervisor shall:

1. Qualify as a director of a laboratory that performs genetic tests; or

2. Hold a certification acceptable to the Department as a Technologist in Molecular Biology or as a Clinical Laboratory Scientist/Medical Technologist (CLS/MT), and have at least four years of laboratory experience, at least one of which is in molecular genetics methods, under a qualified director.

(b) In a cytogenetics laboratory, the technical supervisor shall:
1. Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed to practice medicine, osteopathy, or podiatry in Massachusetts, and have four years of training or laboratory experience, or both, in genetics, two of which have been in clinical cytogenetics; or

2. Hold an earned doctoral degree in a biological science, including biochemistry, or clinical laboratory science from an accredited institution, and have four years of training or laboratory experience, or both, in genetics, two of which have been in clinical cytogenetics.    
(c) In a biochemical genetics laboratory, the technical supervisor shall have education equivalent to an associate's degree or beyond, and at least four years laboratory experience, one of which must be in clinical biochemical genetics under a qualified director.                                                                                                                                                                                                                                                                            

 (3) In the case of each type of genetics laboratory referenced in 105 CMR 180.500(A)(2)(a), (b), and (c), the director and technical supervisor may be the same person if the director possesses the relevant qualifications in 105 CMR 180.500(A)(2)(a), (b), or (c).
(4) General Supervisor.  All laboratories that perform genetic tests shall employ a general supervisor who shall meet the requirements of 42 CFR  §§ 493.1461 and 493.1462, and who shall have specific training or experience in each specific genetic test performed by the laboratory.  The general supervisor has the responsibilities set forth in 42 CFR § 493.1463. If the laboratory performs any non-CLIA-waived tests, the general supervisor must satisfy the CLIA qualification requirements for high-complexity testing.

(5) Clinical Consultant.  All laboratories that perform genetic tests shall ensure a qualified clinical consultant is available to assist laboratory clients with ordering tests appropriate for meeting clinical expectations, in accordance with 42 CFR § 493.1457(b).  The laboratory director or technical supervisor may serve in this capacity if he or she is a pathologist, a board-certified physician in a specialty other than pathology, or a doctoral scientist in a chemical, physical, or biologic science, with documented specialized training or experience in clinical genetics.  In the alternative, the clinical consultant may be a Genetic Counselor licensed in Massachusetts in accordance with 270 CMR 3.00:  Licensure Requirements and Procedures.  

(6) Technologist.  Technologists in laboratories that perform genetic tests have responsibilities as set forth in 42 CFR §493.1495.  All laboratories that perform genetic tests shall ensure all technologists have specific training or experience in the genetic testing they perform in the laboratory.   

(B) Consent Requirements and Confidentiality
(1) A laboratory receiving a request to conduct a genetic test as defined in M.G.L. chapter 111, § 70G, from a facility as defined in M.G.L. chapter 111, § 70E, or from a physician or health care provider, may conduct the requested test only when the request is accompanied by a signed statement of the medical practitioner ordering the test warranting that the appropriate prior written consent has been obtained from the patient when required by M.G.L. chapter 111, § 70G.  The signed request authorizes the laboratory to perform the test and disclose the results to the medical practitioner. 

(2) Laboratory reports and records pertaining to genetic information as defined in M.G.L. c. 111, §70G shall not be public records and may only be disclosed pursuant to M.G.L. c. 111, § 70G (b) and (c).

(C) Test Performance
(1) Clinical Validity.  Laboratories must ensure the tests being performed are clinically relevant and can be interpreted for specific clinical situations.  
(2) Test Selection.  Laboratories that perform genetic tests are required to provide to the health care provider ordering the test the following information to facilitate appropriate test selection:  

(a) Intended use of the test; 

(b) Performance specifications for the test;

(c) Test limitations and conditions that could affect test results and result interpretation, such as sources of assay interference, genetic variants, blood transfusion, and the like; and

(d) Test method and testing procedures used. 
(3) Test Requests.  Laboratories performing genetic testing must ensure the test request solicits patient information in accordance with 42 CFR § 493.1241, and the recommendations of the Clinical Laboratory Improvement Advisory Committee (CLIAC) as reported in the Centers for Disease Control and Prevention, Good Laboratory Practices for Molecular Genetic Testing for Heritable Diseases and Conditions, MMWR 2009; 58 (No. RR06):[1-29]. 

Test requests must additionally include:  

(a) Indication for testing and relevant clinical or laboratory information; 

(b) Patient racial/ethnic information, if applicable; 

(c) Information on patient family history, pedigree, or both if pertinent to the disease or condition being evaluated or the testing to be performed, if applicable; 

(d) Indication that the appropriate level of informed consent has been obtained in compliance with federal, state, and local requirements; and

(e) A statement indicating as to whether test results are likely to have implications for the family members of the patient.

 (4) Specimen Submission, Handling, and Referral
(a) The laboratory must ensure positive identification and optimum integrity of specimens from the time of collection or receipt through the completion of testing and reporting of test results.  

(b) Specimen submission, handling, and referral must be in accordance with 42 CFR §493.1242.  

(c) The laboratory must establish and follow written policies and procedures for each of the following, if applicable:
1. Appropriate type and amount of specimens to be collected; 

2. Collection container or device to be used (e.g., tubes with specific anticoagulants, specific cups or tubes containing sterile tissue culture media, or buccal swabs); 

3. Special timing of specimen collection or any necessary patient preparation, if applicable; 

4. Specimen preparation and handling before submission to the laboratory (e.g., dissection of chorionic villus sampling and safe disposal of materials used in specimen collection);

5. Specimen stability information, including the timeframe beyond which the stability and integrity of a specimen or the analytes to be detected in a specimen might be compromised;

6. Specimen transport conditions (e.g., ambient temperature, refrigeration, and immediate delivery); 

7. Reasons for rejection of specimens;

8. If test results might indicate genotype information, implications of test results for relatives or family members; and

9. Prompt notice to the submitting physician or requester when a specimen is inadequate. 

(5) Analytic Requirements
(a) Performance
1. Each laboratory that introduces an unmodified FDA-cleared or approved test system must demonstrate it can obtain performance specifications comparable to those established by the manufacturer for the following performance characteristics (PARR):

i. Precision;
ii. Accuracy;
iii. Reportable range of test results for the test system; and
iv. Reference range: verify that the manufacturer’s reference range is appropriate for the laboratory’s patient population.

2. Each laboratory that modifies an FDA-cleared or approved test system, or introduces a test system not subject to FDA clearance or approval (including methods developed in-house and standardized methods such as text book procedures), or uses a test system in which performance specifications are not provided by the manufacturer, must establish for each test system the performance specifications for the following performance characteristics, as applicable (PARR-ASAS):
i. Precision;

ii. Accuracy;
iii. Reportable range of test results for the test system;
iv. Reference range;
v. Analytical sensitivity – limit of detection/quantitation;
vi. Analytical specificity – to include interfering substances; and
vii. Any other performance characteristic required for evaluation of test performance, including the ability of the assay to detect genotypes representing a variety of possible reportable results, and perform across all specimen types that will be accepted for testing.  

(b) Quality Control  Laboratories that perform non-CLIA-waived genetic tests must meet the general CLIA requirements for non-waived testing in accordance with 42 CFR §493.1256, and adhere to the following quality control requirements: 

1. When possible, include quality control samples similar to patient specimens to monitor the quality of all analytic steps of the testing process; 

2. Include an extraction control for any test that has a nucleic acid extraction step to monitor and determine the quality and integrity of the specimens, evaluate whether the yield of nucleic acid extraction is appropriate for the test, and detect the presence of inhibitors;

3. Validate and monitor sampling instruments to ensure that no carryover (i.e., contamination) occurs between sample testing on automated instruments. For example, if DNA extraction is performed by an automated system, the positioning and regular testing of appropriate controls must be included in the quality control procedures; 

4. Ensure the type and variety of the control materials included in tests are as comprehensive as possible, representing the genotypes expected for the patient population according to the prevalence of the disease and frequency of the mutations or variants; and

5. For a sequencing assay performed for a known mutation, the laboratory must include a positive control. 

(D) Proficiency testing
(1) Laboratories that perform genetic tests must participate in approved proficiency testing for each genetic test the laboratory performs, and in accordance with CFR §493.1236.
(2) The Department shall maintain a list of approved proficiency testing programs, shall update it as appropriate, and shall make it available to laboratories that perform genetic tests.
(3) For tests for which proficiency testing is not available, the laboratory must use an alternative performance assessment system for determining the reliability of analytic testing.  Appropriate alternative assessments may include:  split sample analysis with reference laboratories or other laboratories, split samples with an established in-house method, assayed material, regional pools, clinical validation by chart review, or other suitable and documented means.  It is the responsibility of the laboratory director to define such alternative performance assessment procedures, as applicable, in accordance with good clinical and scientific laboratory practice.  Alternative proficiency testing must be performed at least every six months.  
(4) The laboratory must integrate all proficiency testing samples into the routine laboratory workload, using the same primary method systems as for patient samples.  The analysis of proficiency materials must be rotated to include all testing personnel.
(E) Post-Analytic Requirements:  Reports
(1) Test reports for genetic testing must comply with the CLIA general test report requirements as specified in 42 CFR §493.1291, and must include the following additional information to ensure accurate understanding and interpretation of test results:

(a) Indication for testing; 

(b) Date and (if applicable) time of specimen collection and arrival in laboratory; 

(c) Name of referring physician or authorized person who ordered the test; 

(d) Test method, including the nucleic acid targets of the test, and the analytic method (e.g., targeted mutation detection or DNA sequence analysis); 

(e) Test performance specifications and limitations;
(f) In genetic testing for complex heritable disease genes with multiple possible mutations, an estimate of mutation detection rate and the residual risk of being a carrier for one of the mutations not tested for, where appropriate;
(g) At a level appropriate for the particular test, a discussion of the limitations of the findings and the clinical implications of the detected mutation (or negative result) for complex disorders with regard to recessive or dominant inheritance, recurrence risk, penetrance, severity, and other aspects of genotype-phenotype correlation;
(h) Test results in current recommended standard nomenclature; 
(i) Interpretation of test results;
(j) References to literature;
(k) If patient testing is performed using Class I analyte-specific reagents (ASRs) obtained or purchased from an outside vendor, the patient report must include the  disclaimer as required by applicable federal regulations. The disclaimer is not required for tests using reagents that are sold in kit form with other materials or an instrument, nor reagents sold with instructions for use, nor reagents labeled “for in vitro diagnostic use” (IVD) by the manufacturer;
(l) Recommendation for genetics consultation, when appropriate;
(m) Implications of test results for relatives or family members who might benefit from the information; and  

(n) Statement indicating that the test results and interpretation are based on current knowledge and technology. 

(2) The final report must be reviewed and signed by the director or a qualified designee if there is a subjective or an interpretive component to the test. 
(3) Reports must be released and transmitted in a manner adequate to maintain patient confidentiality. 
(F) Quality Assurance
(1) Laboratories that perform genetic tests are required to establish and follow written policies and procedures that ensure positive identification and optimum integrity of patient specimens from the time of collection or receipt in the laboratory through completion of testing and reporting of test results in accordance with 42 CFR § 493.1232.
(2) The policies must address the appropriateness of testing; prevention of nucleic acid contamination; documentation of all reagents; quality and quantity of nucleic acids required for a given test; investigation and CAPA (corrective action/preventative action) for controls; investigation of discrepant results between different methods; and reuse of specimens for quality control purposes.
(G) Retention of Reports, Records, and Tested Specimens.  Laboratories that perform genetic tests must retain records of patient testing, including test requests and authorizations, test procedures, analytic systems records, records of test system performance specifications, proficiency testing records, and quality system assessment records, for a minimum of two years, in accordance with 42 CFR §493.1105.  Electronic versions are acceptable.  In addition: 

(1) Reports of cytogenetic tests and molecular genetic tests for heritable diseases and conditions must be retained for at least 25 years after the date the results are reported. 

(2) Biochemical genetic test reports that indicate genotypic information for the disease or condition must be retained for at least 25 years after the date the results are reported.  
(3) Reports of cytogenetic tests and molecular genetic tests for neoplastic conditions must be retained for 10 years after the date the results are reported.
180.600:  Enforcement Procedures
(A) Correction Orders and Administrative Reconsideration 

(1) Whenever the Department finds upon inspection or through information in its possession that a clinical laboratory subject to 105 CMR 180.000 is not in compliance with an applicable provision of M.G.L. c. 111D or of 105 CMR 180.000, it may order the licensee to correct the deficiency. The correction order shall include a statement of the deficiencies found, the provisions of law relied upon, and the period prescribed for correction, which shall be reasonable and, except in an emergency declared by the Commissioner, not less than 30 days after receipt of the order.

(a) The Department shall notify the licensee of its right to administrative reconsideration of the correction order. The licensee may file a written request with the Department for administrative reconsideration within 10 days of receipt of the order. The request shall clearly identify the licensee, state the date and nature of the order, state the reason why the order should be rescinded or modified, and shall be signed by either the licensee or the director employed by the licensee. 

 (b) The Department shall act upon the reconsideration request within 10 days after receipt of the request. Failure of the Department to grant, deny, or otherwise act upon a reconsideration request within 10 days shall be deemed a denial.

(2) Upon expiration of the time specified for correction, the Department may reinspect the laboratory in order to determine whether it is in compliance with the correction order.  If the Department makes a determination of substantial non-compliance, the Department may issue a Notice of Sanctions.  The Notice of Sanctions shall be subject to the procedures set forth in 105 CMR 180.600(C).

(B) License or Approval Modification Orders
(1) The Department may order modification of a license or approval issued to a clinical laboratory if upon inspection or through other information in its possession, it determines that the laboratory is not able to provide or is not providing reliable reports of examinations pursuant to the terms of the license or approval. The modification order shall be for the purpose of enabling the laboratory to provide reliable reports and shall include a statement of the reasons for modification, the provisions of law relied upon, and the date fixed for compliance, which shall be reasonable and, except in an emergency declared by the Commissioner, shall be not less than 30 days after receipt of the order.

(2) The Department shall notify the licensee of its right to an adjudicatory hearing under the provisions of M.G.L. c. 30A. The licensee must file a written request for a hearing within 30 days of receipt of the notice or the right to a hearing shall be deemed to have been waived.

(3) The filing of a request for a hearing shall not operate as a stay of the compliance date of a modification order, but the Department shall stay the compliance date upon written request, except to the extent that a stay would jeopardize the public health or safety.
(4) If after hearing the licensee establishes that the order, or any portion thereof, is not warranted, the Department shall rescind or qualify the order as appropriate.

(C) Administrative Sanctions
(1) The Department may refuse to issue or renew a license or approval, revoke a license or approval, impose other appropriate administrative sanctions upon a license or approval, or impose more than one such sanction, for: 

(a) Failure to observe any term of the license or approval; 

(b) Failure to meet any requirement established under M.G.L. c. 111D, § 5; 

(c) Failure to meet the requirements for responsibility and suitability in 105 CMR 180.031(A);
(d) Failure to observe any order made under authority of M.G.L. c. 111D or under other statutory authority vested in the Department; 

(e) Engaging in, aiding, abetting, causing, or permitting any action prohibited under M.G.L. c. 111D, §8 or §8A; 
(f) Engaging in or aiding any falsification of laboratory test results including the reporting of false results;   

(g) Conviction in a court of competent jurisdiction of any crime that directly or indirectly relates to the ownership or operation of a clinical laboratory licensed or approved under M.G.L. c. 111D; 

(h) Failure to file a complete and accurate application for an initial license or approval or for the renewal of an existing license or approval; or

(i) Violation of any provision of 105 CMR 180.000.              

(2) Prior to imposing a sanction, the Department shall give the licensee written notice of the proposed action, notice of the charges against it, the provisions of law relied upon, and the proposed sanction, and shall afford it the opportunity for a hearing under the provisions of M.G.L. c. 30A.  The licensee must file a written request for a hearing within 30 days of receipt of the notice or the right to a hearing shall be deemed to have been waived.

(3) If, after hearing, the Department finds that cause exists for imposition of a sanction, it may impose a lesser sanction than the proposed sanction if the lesser sanction is appropriate in the circumstances. Lesser sanctions may include, but shall not be limited to, either singularly or in combination:  license or approval suspension or modification.  

(4) In the event revocation is imposed, the licensee shall be permitted a reasonable period to cease operation. 
(5) In the event no timely appeal of the proposed sanction is filed by the licensee, the proposed sanction shall be imposed as the final decision of the Department. 

(D) Immediate Suspension of License or Approval 
(1) The Commissioner may at any time upon written notice to the licensee (whether or not a hearing has been commenced), immediately and without a prior hearing, suspend its license or approval or issue such other preliminary order, including but not limited to an order to cease and desist conducting specific testing, as the Commissioner considers appropriate for the protection of the health or safety of the public if he or she should find that either is in jeopardy. 

(2) A hearing pursuant to M.G.L. c. 30A shall be commenced promptly, unless the licensee requests a postponement.  The notice from the Commissioner shall include the charges against the licensee, the provisions of law relied upon, the finding of the Commissioner, and the date upon which the hearing shall commence.

(E) Hearing Procedure.  If a request for a hearing is made, the hearing shall be conducted by the Division of Administrative Law Appeals in accordance with the Adjudicatory Rules of Practice and Procedure, 801 CMR 1.01.

(F) The final decision by the Department after a hearing is a final agency action subject to judicial review in Superior Court pursuant to M.G.L. c. 30A.

180.700:  Severability
The provisions of 105 CMR 180.000 are severable.  If any provision shall be declared invalid by any court, such provision shall be null and void and such determination shall not affect or impair any of the remaining provisions.

REGULATORY AUTHORITY

105 CMR 180.000: M.G.L. c. 111, §§ 3, 51 through 53, and 70G; c. 111D.

(105 CMR 181.00 THROUGH 199.00 RESERVED)
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