
SENATE No. 72
By Mr. Backman, a petition (accompanied by bill, Senate, No. 72) of

Jack H. Backman and another for legislation relative to the establishment
of a state board of registration of clinical laboratories and personnel.
Commerce and Labor.

In the Year One Thousand Nine Hundred and Seventy-Four.

An Act relative to the establishment of a state board of
REGISTRATION OF CLINICAL LABORATORIES AND PERSONNEL.

Be it enacted by the Senate and House of Representatives in General
Court assembled, and by the authority of thesame, as follows:

1 Section 1. Chapter 13 of the General Laws is hereby
2 amended by adding after section 66 under the Caption “Board
3 of Registration of Clinical Laboratories & Personnel”, the fol-
4 lowing three sections:
5 Section 67. There shall be a Board of Registration of Clini-
-6 cal Laboratories and personnel in this section and in sections
7 sixty-eight and sixty-nine, called the Board, consisting of the
8 Commissioner of Public Health, ex officio, and six members to
9 be appointed by the Governor, of whom one member shall be

10 a physician in the field of pathology, certified by the Amer-
-11 ican Board of Pathology or the American Osteopathic Board
12 of Pathology or possess qualifications equivalent to those re-
-13 quired for such certification; one shall have an earned doc-
-14 torate in the field of microbiology and hold certification
15 by the American Board of Microbiology or possess qualifica-
-16 tions equivalent to those required for such certification; one
17 shall have an earned doctorate in the field of chemistry and
18 hold certification by the American Board of Clinical Chem-
-19 istry or possess qualifications equivalent to those required for
20 such certification; one shall have an earned doctorate in the
21 basic medical sciences and hold certification in his specialty
22 or possess qualifications equivalent to those required for such
23 certification; one shall have an earned baccalaureate or
24 higher degree in the field of medical technology or possess
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25 qualifications equivalent to those required for such degree and
26 one consumer to be appointed by the Governor. Upon the ex-
-27 piration of the term of any appointee member, his successor
28 shall be appointed in like manner for a term of six years.
29 Section 68. The Board shall hold at least four regular meet-
-30 ings in each year and such other meetings as it may determine
31 to be necessary. At its first regular meeting in each year the
32 Board shall choose from its members a Chairman, a Vice-
-33 Chairman, and a Secretary. Four appointive members of the
34 Board shall constitute a quorum. The Commissioner of Public
35 Health, as member ex-officio, shall not be entitled to vote on
36 any action of the Board.
37 Section 69. All fees received by the Secretary of the Board
38 and not returned to an applicant for a license shall be paid
39 monthly to the State Treasurer. Members of the Board shall
40 serve without compensation, but each member shall be reim-
-41 bursed by the Commonwealth for expenses necessarily in-
-42 curred by him in the discharge of his official duties. The
43 Board may, subject to the provisions of Chapter Thirty-One,
44 appoint such technical and clerical assistants as may be neces-
-45 sary and shall, subject to sections forty-five to fifty, inclusive,
46 of Chapter thirty, fix their compensation.

1 Section 2. Chapter 112 of the General Laws is hereby
2 amended by adding after section 97, under the caption REG-
-3 ISTRATION OF CLINICAL LABORATORIES AND PER-
-4 SONNEL, the following ten sections:
5 Section 98: —ln this section, and in sections ninety-nine to
6 one hundred and seven, inclusive, the following words, shall,
7 unless the context clearly requires otherwise, have the follow-
-8 ing meanings:
9 “Board”, the board of registration of clinical laboratories

10 and personnel established under section sixty-seven of chap-
-11 ter thirteen.
12 “Clinical Laboratory”, any place, establishment, or institu-
-13 tion organized and operated for the practical application of one
14 or more of the fundamental sciences to material derived from
15 the human body in order to provide information for the pur-

-16 pose of obtaining scientific data which may be used as an
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17 aid to ascertain the presence, progress, or source of disease
18 in human beings.
19 “Accredited Institution”, an institution accredited by a na-
-20 tionally recognized accrediting agency or association as de-
-21 termined by the United States Commissioner of Education.
22 Section 99: The Board may make and publish necessary
23 rules and regulations for the proper conduct of its duties. It
24 shall keep a record of its proceedings and a list of all persons
25 examined or licensed by it, which record and list shall be open
26 to public inspection. The Board or its agents shall inspect and
27 inquire into the methods and equipment and evaluate labora-
-28 tory procedures used by clinical laboratories. The Board may,
29 from time to time, recommend standards of performance and
30 may assist persons and laboratories to comply with the stand-
-31 ards established by the board.
32 Section 100: Except as provided in Section 101, no clinical
33 laboratory shall be maintained or operated unless licensed by
34 the Board and no person shall serve in a clinical laboratory as
35 a director, supervisor, technologist or technician unless licensed
36 by the board. Application for licenses for clinical laboratory
37 director, supervisor, technologist or technician shall be made
38 upon forms supplied by the board and accompanied by an ap-
-39 plication fee of one hundred dollars for a clinical laboratory li-
-40 cense, or twenty-five dollars for a director license, supervisor
41 license, technologist license, or technician license. The appli-
-42 cant shall upon showing that he is qualified for examination
43 as provided in section 103, and upon payment of twenty-five
44 dollars be examined by the board, and if found qualified, shall
45 be issued a license. The term of each license issued by the
46 board shall be one year from the date of issue and the annual
47 renewal fee for such license shall be ten dollars.
48 Section 101: The provisions of section 100 shall not apply
49 to: (1) Physicians or any person licensed to practice the heal-
-50 ing arts who, in his private practice, performs clinical labora-
-51 tory work on his own patients within the scope of his license
52 privileges; provided however, that said physician does not re-
-53 ceive direct or indirect referred laboratory work for profit
54 from any source. (2) Any laboratory established by the Com-
-55 monwealth, or the United States of America, or any depart-
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56 merit, official, or agency thereof. (3) Any bona fide investiga-
57 tional or occasional consultative clinical laboratory proced-
58 ures performed by members of the faculty within institutions
59 of learning recognized by the board or accredited by accredit-
Ed ing agencies recognized by the board.
61 Section 102:—No person shall operate or maintain a clini-
62 cal laboratory under the provisions of section 100 unless such
63 laboratory shall:
64 (1) Have a director who shall administer the technical and
65 scientific operation of the laboratory including the reporting
66 of findings of laboratory tests. If such director served on a
67 part-time basis, he may not individually serve as director of
68 more than two laboratories. Commensurate with the labora-
69 tory workload, the director must spend an adequate amount
70 of time daily in the laboratory to direct and supervise the
71 technical performance of the staff. The director shall be re-
72 sponsible for the proper performance of all tests made in the
73 laboratory. The director shall be responsible for the employ-
74 ment of qualified laboratory personnel and their in-service
75 training. If the director is to be continuously absent for more
76 than one month, arrangements must be made for a qualified
77 substitute director;
78 (2) Have one or more supervisors who, under the general
79 direction of the laboratory director, shall supervise technical
80 personnel and reporting findings, perform tests requiring spe-
81 cial scientific skills and, in the absence of the director, shall be
82 held responsible for the proper performance of all laboratory
83 procedures. Depending upon the size and functions of the
84 laboratory, the laboratory director may also serve as the
85 laboratory supervisor. The supervisor must serve the labora-
86 tory on a regular full-time basis. The supervisor may supervise
87 and perform tests only in those laboratory specialties or sub-
88 specialties in which he is qualified by education, training and
89 experience;
90 (3) Employ a sufficient number of clinical laboratory tech-
91 nologists to perform proficiently under general supervision, the
92 clinical laboratory tests which require the exercise of inde-
-93 dependent judgment. Such technologists may perform tests
94 which require the exercise of independent judgment and re-
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95 sponsibility with minimum supervision by the director or su-
-96 pervisor, in only those specialties or sub-specialties in which
97 they are qualified by education, training and experience. With
98 respect to specialties or sub-specialties in which the technol-
99 ogist is not qualified by education, training or experience, he

100 may function only under direct supervision and may perform
101 only tests which require limited skill and responsibility;
102 (4) Employ a sufficient number of clinical laboratory tech-
-103 nicians to meet the workload demands of the laboratory. Such
104 technicians shall function only under direct supervision of
105 a technologist, supervisor, or director. A technician may per-
-106 form only those laboratory procedures which require limited
107 skill and responsibility and a minimum exercise of independ-
-108 ent judgment. No one with lesser qualifications than a techni-
-109 cian may perform laboratory procedures for the purpose of re-
-110 porting the results of such procedure, although manual and
111 clerical supplemental services may be rendered by others.
112 Section 103:—No person shall apply for a clinical labora-
-113 tory, director, supervisor, technologist, or technician license
114 unless:
115 (1) For clinical laboratory director license the applicant
116 shall show to the board’s satisfaction;
117 (a) That he is a physician certified in clinical pathology by
118 the American Board of Pathology or the American Osteopathic
119 Board of Pathology, or possess qualifications equivalent to
120 those required for such certification;
121 (b) Or that he is a physician who (1) is certified by the
122 American Board of Pathology or the American Osteopathic
123 Board of Pathology in at least one of the laboratory special-
-124 ties, or (2) he is certified by the American Board of Micro-
-125 biology, the American Board of Clinical Chemistry, or other
126 national accrediting board acceptable to the board in one of
127 the laboratory specialties, or (3) subsequent to graduation
128 has had at least four years of general laboratory training and
129 experience, of which at least two years were spent acquiring
130 proficiency in one of the laboratory specialties in a clinical
131 laboratory with a director at the doctoral level.
132 (c) Or that he holds an earned degree of Doctor of Science
133 or Doctor of Philosophy from an accredited institution with
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134 a chemical, basic medical, or biological science as his major
135 subject, and (1) is certified by the American Board of Micro-
-136 biology, the American Board of Clinical Chemistry, or other
137 national accrediting board acceptable to the Board in one of
138 the laboratory specialties, or (2) subsequent to graduation,
139 has had at least four years of general clinical laboratory train-
-140 ing and experience, of which at least two years were spent
141 acquiring proficiency in one of the laboratory specialties in a
142 clinical laboratory with a director at the doctoral level.
143 (2) For clinical laboratory supervisor license the applicant
144 shall show to the board’s satisfaction:
145 (a) That he is a physician or has earned a doctoral degree
146 from an accredited institution with a chemical, basic medical,
147 or biological science as his major subject, and subsequent to
148 graduation, has had at least two years experience in one of the
149 laboratory specialties in a clinical laboratory with a director
150 at the doctoral level;
151 (b) Or that he holds a degree of Master of Arts or Master of
152 Science, from an accredited institution with a major in one
153 of the chemical, basic medical, or biological sciences and, sub-
-154 sequent to graduation, has had at least four years of pertinent
155 laboratory experience of which not less than two years has
156 been spent working in the designated laboratory specialty in
157 a clinical laboratory with a director at the doctoral level;
158 (c) Or that he holds a degree of Bachelor of Arts or
159 Bachelor of Science from an accredited institution with a
160 major in one of the chemical, basic medical, or biological
161 sciences and, subsequent to graduation has had at least six
162 years of pertinent laboratory experience of which not less
163 than two years has been spent working in the designated lab-
-164 oratory specialty in a clinical laboratory with a director at
165 the doctoral level, and has successfully completed pertinent
166 courses in an accredited college or university which, when
167 combined with the foregoing experience, will provide technical
168 and professional knowledge comparable to that of (b) above;
169 Section 104: Licenses issued to clinical laboratories may
170 cover work in any limited area, or may cover proficiency in
171 the entire field of clinical laboratory work. Application for
172 such license shall be made by the owner of the laboratory and



1974.] SENATE —No. 72. 7

173 the director prior to its opening. A license to conduct a clinical
174 laboratory where the owner is not the director, shall be issued
175 jointly to the owner and the director, and for the premises
176 stated therein, and they shall be jointly and severally re-
-177 sponsible for the maintenance and conduct thereof. A separate
178 license must be obtained for each location. A license shall be
179 automatically revoked if there is a change of address, director,
180 or ownership of the laboratory. However, a new license may
181 be secured for the new location, director or owner prior to the
182 actual change. Any person maintaining, conducting, or opera-
-183 ting a clinical laboratory shall display in a prominent place in
184 the laboratory, the license of each person supervising and di-
-185 reeling the laboratory, the clinical laboratory license, and the
186 license of each person performing the technical procedures
187 called for in the laboratory.
188 Section 105:—No person shall, without being licensed, un-
-189 der section 100, operate or maintain a clinical laboratory or act
190 as a clinical laboratory director supervisor, technologist, or
191 technician, or knowingly violate any of the provisions of sec-
-192 tion 98 through 104 inclusive and anyone so doing shall be
193 punished by a fine of not more than $lOOO or imprisonment
194 for not more than six months, or both.
195 Section 106: —No person conducting or operating a clinical
196 laboratory shall accept assignments for tests or make reports
197 of such tests to anyone except persons authorized under the
198 provisions of law relating to the healing arts, and anyone
199 knowingly so doing shall be punished by a fine of not more
200 than $lOOO or imprisonment for not more than six months, or
201 both. This section does not prohibit the referral of specimens
202 or such assignments from one clinical laboratory to another
203 clinical laboratory, providing that the report clearly indicates
j204 the laboratory performing the test.
205 Section 107: Licenses issued under section 100 may be
206 suspended or revoked upon hearing, by the board for any of
207 the following reasons:
208 (1) Conduct involving moral turpitude or dishonest re-
-209 porting of tests.
210 (2) Violation of any of the provisions of section 99 through
211 106 inclusive.
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212 (3) Violation of any of the rules or regulations adopted by
213 the board.
214 (4) The knowing employment, processing or inducing of
215 any person to violate any of the provisions of sections 99
216 through 106 inclusive.
217 (5) Proof of fraud or deceit in the securing of a license
218 under section 100.
219 (6) The advertising of clinical laboratory procedures to
220 the lay public in magazines, newspapers, directories, circulars,
221 signs, etc.
222 (7) Conviction of a felony or of any crime involving moral
223 turpitude under the laws of any state or of the United States,
224 arising out of or in connection with the practice of clinical
225 laboratory technology or the healing arts. The record of
226 conviction or a certified copy thereof shah be conclusive evi-
-227 dence of such conviction.

1 Section 3. In making his initial appointments to the board
2 of registration of clinical laboratories and personnel established
3 under section 67 of chapter 13 of the General Laws, as ap-
-4 pearing in section 1 of this act, the Governor shah appoint
5 the members to terms of 1, 2, 3, 4, and 5 years, respectively,
6 as he may designate. Upon the expiration of the term of any
7 such member, his successor shah be appointed for the term
8 set forth in said section 67.
1 Section 4. For a period ending January 1, 1975, persons
2 making application to the board for licenses as clinical labora-
-3 tory directors supervisors, technologists, or technicians shall
4 be exempt from the provisions of this act, relating to exami-
-5 nations of applications under section 100 of chapter 112, and
6 qualifications for making applications, section 103 of chapter
7 112 providing that the applicant has, for a period of twelve
8 months within the five years immediately preceding January 1,
9 1975, served in a clinical laboratory in an equivalent capacity

10 to that for which he is seeking licenses.

1 Section 5. Section 1 of this act shah take effect on Janu-
-2 ary 1, 1975. Section 2 of this act shah take effect on July 1,
3 1975.
1 Section 6. For a period ending January 1, 1980, the board
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2 shall have the power to grant a license for laboratory as-
-3 sistant trainees under the provisions of Section 1 and Sec-
-4 tion 2. Such license shall be granted by the board upon sub-
-5 mission of an application on a form prescribed by the board
6 and upon showing to the board’s satisfaction that the ap-
-7 plicant is a person of good character and that he possesses a
8 high school diploma or its equivalent. There shall be an
9 annual fee of five dollars for such license, but no individual

10 may apply for licensure under this section for more than
11 three such yearly periods. Any person working in any labora-
-12 tory licensed under the provisions of this act as a laboratory
13 assistant trainee under the provisions of this section, shall
14 only perform those laboratory functions which are manual and
15 require a limited exercise of judgment. Any tests or other
16 functions performed by a person licensed under this section
17 shall be supervised by a person holding a license as a labora-
-18 tory supervisor or higher, and said supervisor shall sign his
19 name to such tests as if it were his own work.

1 Section 7. Chapter 112 of the General Laws is hereby
2 amended by inserting between section 100 and section 101 the
3 following section:
4 Section 100A: —No person shall accept clinical laboratory
5 assistant trainees for training in a clinical laboratory without
6 prior approval of the board. No person shall operate a school
7 or conduct any course for the purpose of training or pre-
-8 paring persons for a license under section 100 as a clinical
9 laboratory technologist or technician without the prior ap-

10 proval of the board. The board may approve schools providing
11 instruction in clinical laboratory techniques which in the
12 judgment of the board will provide instruction adequate to
13 prepare individuals to meet the requirements for licensure
14 as a clinical laboratory technologist or technician under sec-
-15 tion 100. The board may approve clinical laboratories de-
-16 siring to employ clinical laboratory technical trainees upon a
17 showing that said laboratories are sufficiently staffed and
18 equipped to provide training in clinical laboratory techniques
19 adequate to prepare individuals to meet the requirements for
20 licensure as a clinical laboratory technologist or technician
21 under section 100.
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