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the regulation and licensing of certain clinical laboratories. Social
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3
QTfje Commontuealtf) of jftlafisacljusetts

In the Year One Thousand Nine Hundred and Seventy-Foui

An Act for the regulation of clinical laboratories, in-
ClUDING The LICENSING OI CLINICAL LABORATORIES, II NOT
MAINTAINED BY A LICENSED HOSPITAL OR CLINIc.

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

1 SECTION i. The General Laws are hereby amended by
2 inserting the following chapter:

3
4

5 Section I. Definitions
6 ( a ) For the purpose of this chapter the following definitions
7 shall apply unless (he context or subject matter requires a
8 different interpretation:

(l) “Clinical Laboratory” means a facility or place, however
4 0 named, the purpose of which is to make biological, serological,

1 1 chemical, immunohematological, cytological, pathological, or
12 other examinations of materials derived from a human body.
13 (2) “Commissioner” means the commissioner of public
14 health.
15 (3) “Company” means a corporation, a partnership, a busi-
-16 ness trust, an association, or an organized group of persons.

CHAPTER 1 I II).

( FINICAL LABORATORIES
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17 whether incorporated or not; or any receiver, trustee, or other
liquidating agent of any of the foregoing while acting in such18

19 capacity

20 (4) “Department” means the department of public health in
21 the executive office of human services
22 (5) “Person” means an individual, a company, or a political

23 subdivision of the commonwealth.
24 (b ) The department may define in regulations any term used
25 in this chapter; provided, that such definition is not contrary to a
26 provision of the General Laws
27 Section 2. General Powers of the Department.
28 In addition to any other powers granted to the department
29 under this chapter or elsewhere in the General Laws, the
30 department shall have authority
31 (1) to establish, with the advice of the advisory committee on
32 clinical laboratories, and to enforce, requirements in addition to
33 any prescribed in this chapter for the construction, maintenance,
34 and utilization of clinical laboratories, including standards of
35 performance in the examination of specimens;
36 (2) to require evidence of successful participation by clinical
37 laboratories in proficiency testing programs, and by laboratory
38 personnel in training programs, covering all or specific laboratory
39 specialties and approved by the department after consultation
40 with the advisory committee on clinical laboratories;
41 (3) to establish fees for the issuance and renewal of licenses;
42 (4) to make such reasonable classification of clinical labora-
43 torics, by category of laboratory procedures performed or nature
44 and scope of services provided, as the department may find
45 necessary or appropriate in the public interest;
46 (5) to inspect at any time any clinical laboratory and any
47 records maintained in connection with such laboratory; provided,
48 that a license has been issued or an application for a license has
49 been filed under section five or such laboratory is located in a

50 hospital or clinic subject to inspection by the department
5! (6) to conduct investigations and adjudicatory proceedings as
52 may be necessary or appropriate for the administration or
53 enforcement of this chapter, and for such purposes, to subpoena
54 witnesses and documents, to administer oaths and affirmations
55 and to examine witnesses under oath;
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56 (7) to conduct research and studies, to sponsor or hold
educational programs, to make informational materials available
to the public, and to engage in such other activities as may be
necessary or appropriate for the administration or enforcement
of this chapter; and

57
58
59
60
61 (8) to make such rules, regulations, and orders, and to

delegate such authority to its subdivisions, employees, or agents,
as may be necessary or appropriate for the administration or
enforcement of this chapter.

6

63
64
65 Section 3. Advisory Committee on Clinical Laboratories
66 There shall be within the department an advisory committee

on clinical laboratories, to advise the department, as provided in
section two. on the administration of this chapter. Such
committee shall consist of twelve members, to be appointed by
the commissioner, as follows: four persons, two physicians and
two not physicians, who meet the requirements for confirmation
as a clinical laboratory director; one other physician; one medical
laboratory technologist; one chief executive officer of a hospital
licensed by the department; and five non-providers, one of whom
shall be a member of the Massachusetts bar. Each member of the
committee shall serve without compensation for a term of three
years, or until his successor is appointed, whichever is longer;
provided, that no member shall serve more than two consecutive
terms. A chairman of the committee shall be elected annually
from the membership.
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81 Section 4. License Required: Exceptions,
82 No person shall maintain a clinical laboratory in the common-

wealth, unless he holds, and there is in effect, ( I ) a license issued
under section five, or, (2) a hospital or clinic license, issued under
section fifty-one of chapter one hundred eleven, which contains
express authority for maintenance of such laboratory, except
that no license under section five shall be required in the case of
a clinical laboratory maintained by not more than two licensed
physicians exclusively in connection with the diagnosis and
treatment of their own patients or in the case of a clinical
laboratory maintained exclusively for research and teaching
purposes and not providing reports for the diagnosis and
treatment of patients or for a public health purpose.
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93
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)4 Section 5. Clinical Laboratory Licenses
95 (a) Any person seeking a license to maintain a clinical
96 laboratory shall file with the department a license application

containing such information as the department may reasonably
)8 require, including but not limited to (1) the identity of the
)9 applicant and any parent or associated company, (2) the identity

00 and qualifications of the proposed laboratory director, and (3)
01 the procedures or categories of procedures for which the license

is sought
)3 ( b) Upon receipt and review of a license application made

04 under subsection (a), the department shall issue a license if it
05 finds that the applicant is responsible and suitable to maintain a
06 clinical laboratory and meets such requirements as the depart-
57 ment has established by regulation for a license. In the case of a

08 renewal application, the department may, subject to such
09 regulations as it shall make, issue a provisional license to an

0 applicant who does not meet every requirement for a license;
i I provided, that the applicant has demonstrated to the depart-
i O mpnt’c C'jfK'l'jptinn

o faitli intpnfmn / •r\rroo f Ht'fu'iPtKMPcment’s satisfaction a good faith intention to correct deficiencies,
3 and provided further, that the department finds that the licensee

14 provides reliable reports of examinations of specimens and
15 presents satisfactory evidence that the requirements for full
16 licensure can and will be met within a period of time not to
17 exceed six months. The department, however, shall in no case
18 issue a person more than two consecutive provisional licenses for

the same clinical laboratory

20 ( c) The department shall set forth in every license issued
the name and address of the person to whom

period for which such license is issued
3 the classification, it any, tor which such license is issued; (lie

4 conditions as to transfer and assignment prescribed by law; and
other terms of issuance as the department may prescribe as

6 necessary or appropriate in the public interest. The department
;7 shall fix the period of a full license for not less than twenty-one
8 months and not more than twenty-four months, and the period

129 of a provisional license for not more than six months
130 (d) No licensee shall transfer or assign in ;

131 voluntarily or involuntarily, directly or indirectly, or by transfer
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132 or control of any company, the license issued him, or any rights
thereunder, without first obtaining the department’s written
permission upon application to the department. Every applica-
tion therefor shall contain such information as the department
may require, and shall be approved or denied within sixty days of
filing with the department. The department shall grant written
permission only if the department finds that the transferee or
assignee is responsible and suitable to maintain a clinical
laboratory and meets such requirements as the department has
established by regulation for a license. Every denial order shall
include a statement of the reasons for denial and the provisions
of law relied upon, and shall be subject to judicial review through
a petition for a writ of certiorari brought within thirty days
thereof under the provisions of section four of chapter two
hundred forty-nine. Any transfer or assignment in violation of
this subsection shall be void.

133
134
135
136
137
138
139
140
141
142
143
144
145
146
147
148 Section 6. Reporting of Infectious Diseases.
149 The department may require the reporting of any infectious

disease found in the examination of specimens at clinical
laboratories if, in its opinion, reporting of such disease is
necessary to protect or promote the public health. Every person
who maintains a clinical laboratory, whether pursuant to a
license or pursuant to an exception under section four, shall
report evidence of any infectious disease so found, if so required
by the department, in such form, manner, and detail and within
such time as the department shall prescribe. Reports made under
this section shall not be considered as constituting a diagnosis nor
shall any person making a report pursuant to this section be held
liable in a civil proceeding for having violated a trust or
confidential relationship. Notwithstanding section ten of chapter
sixty-six, every such report shall be kept confidential by the
department and its employees and agents and shall not be subject
to the inspection, examination, or copying by any other agency
of government or by any other person.

150
151
152
153
154
155
156
157
158
159
160
161
162
163
164
165
166 Section 7. Directors of Clinical Laboratories,
167 (a) Every person authorized to maintain a clinical laboratory,

whether pursuant to a license issued under section five or
pursuant to a hospital or clinic license issued under section

168
169
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fifty-one of chapter one hundred eleven, shall employ at all times
an individual, who shall bear the title “clinical laboratory
director”, and who shall be charged with direction of the
technical and scientific operation of such laboratory, including
the examination of specimens and the making of reports thereon;
provided that the appointment of every director of a clinical
laboratory shall be subject to confirmation by the department
and no appointee shall serve for more than three months unless
confirmed in writing within such time.

170
171
172
173
174
175
176
177
178

( h ) The department shall confirm an individual as a director
of a clinical laboratory if he is of good moral character,
responsible, and qualified by training and experience, as follows:

179
180
181

(1) he is a physician who is certified in anatomical or clinical
pathology by the American Board of Pathology or in at least one
laboratory specialty by the American Board of Medical Microbi-
ology, the American Board of Clinical Chemistry, or other
national accrediting board acceptable to the department, or who
possesses qualifications which the department considers equiva-
lent to any such certification; or

182
183
184
185
186
187
188

(2) he holds an earned doctoral degree, with a chemical,
physical, or biological science as his major subject, from an
accredited educational institution, and he is certified in at least
one laboratory specialty by the American Board of Medical
Microbiology, the American Board of Clinical Chemistry, or
other national accrediting board acceptable to the department, or
he possesses qualifications which the department considers
equivalent to any such certification; or

189
190
191
192
193
194
195
196

(3) he has been responsible for direction of the technical and
scientific operation of a clinical laboratory for at least twelve
consecutive months at any time during the calendar years
nineteen hundred and sixty-nine through nineteen hundred and
seventy-three, and he meets one of the following requirements:
(0 he holds an earned master’s degree, with a chemical, physical,
or biological science as his major subject, from an accredited
educational institution and has had at least four years experience
since graduation in a clinical laboratory, or («) he holds an
earned bachelor’s degree, with a chemical, physical, or biological
science as his major subject, from an accredited educational

197
198
199

200
201
202
203
204
205
206
207
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208 institution and has had at least six years experience since
graduation in a clinical laboratory, or (Hi) he has passed an
examination conducted by or under the sponsorship of the
United States Public Health Service, and approved by the
department as evidence of competence to direct the technical
and scientific operation of a clinical laboratory.

209
210
211
212
213
214 (c) The department may, in regulations, set conditions as to

the employment of individuals as directors of clinical labora-
tories, including a minimum number of hours per week required
in such position; provided, that in no event shall any individual
accept employment as a director of a clinical laboratory at more
than three clinical laboratories during the same period. The
department may revoke its confirmation of an appointment for
cause shown but not otherwise.

,*
215

»216
217
218
219
220
221

Section 8. Prohibited Acts.222
It shall be a prohibited act;223
(1) to misrepresent, by false statement, by omission of a

material fact, or by scheme, trick, or device, the category or
categories of procedures performed at, or the service or services
available at, a clinical laboratory;

224
225
226
227

(2) to obstruct, bar, or otherwise interfere with an inspection
undertaken under the authority of section two;

228
229

(3) knowingly to make an omission of a material fact or a
false statement in an application or other paper filed with the
department;

230
231
232

(4) to offer or give a commission, rebate, or other fee,
directly or indirectly, to any person as consideration for the
referral of a specimen derived from a human body to a clinical
laboratory for examination by such laboratory;

233
234
235
236

(5) to solicit or accept a commission, rebate, or other fee,
directly or indirectly, from any person as consideration for the
referral of a specimen derived from a human body to a clinical
laboratory for examination by such laboratory;

237
238
239

(6) to lend the use of the name of a licensed clinical
laboratory or of a licensed hospital or clinic, or of any employee
of any such laboratory or institution, to an unlicensed clinical
laboratory;

241
242
243
244
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(7) to examine any specimen derived from a human body
except upon the written request of a licensed physician, licensed
dentist, licensed chiropractor, licensed surgeon, licensed podi-
atrist, licensed osteopath, or other person authorized to use the
report of such examination by provision of chapter one hundred
twelve, unless such examination is for the sole purpose of testing
the accuracy or sufficiency of the procedures or equipment of a
clinical laboratory and is by instruction of the director of suchg|
laboratory;

245
246
247
248
249
250
251
252
253

(8) to report an examination of any specimen derived from a
human body except to or as directed by the licensed physician,
licensed chiropractor, licensed surgeon, licensed podiatrist, li-
censed osteopath, or other authorized person who requested such
examination in writing, unless such examination was made for
the sole purpose of testing the accuracy or sufficiency of the
procedures or equipment of a clinical laboratory and by
instruction of the director of such laboratory;

254
255
256

258
259
260
261

(9) to make a report of an examination of any specimen
derived from the human body without designating the name and
address, and the name of the director, of the clinical laboratory
in which such examination was actually performed;

262
263
264
265

(10) to represent, or to maintain a specimen collection
station on behalf of, any clinical laboratory, unless such
laboratory, if in the commonwealth, is licensed under section

266
>67

268
269 five, or unless such laboratory,

been accredited or is licensed
ments of the Department of
pursuant to federal law;

if not in the commonwealth, has
in accordance with the requirc-
Health, Education and Welfare

270
271
272
273 (11) to employ a person as

or to serve as a director of
provided in section seven;

director of a clinical laboratory,
a clinical laboratory, except as274

275
276 (12) to tail to report evidence of infectious disease in

violation of section six or of any rule, regulation, or order madi
to implement section six; or

277
278
279 (13) to violate or to fail to observe any requirement of this

chapter or of a rule, regulation, or order made pursuant to this
chapter.

280
281
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Section 9. Correction Orders282
(a) Whenever the department finds upon inspection, or

through information in its possession, that a licensed clinical
laboratory, or a laboratory of a licensed hospital or clinic, is not
in compliance with a requirement prescribed in or established
under this chapter, it may order the licensee to correct such
deficiency. Every 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 thirty days after receipt of such order. Within seven days of
receipt, the affected licensee may file a written request with the
department for administrative reconsideration of the order or
any portion thereof. Failure by the department to grant, deny, or
otherwise act upon a written request within seven days of filing
shall be deemed a denial.

283
284
285
286
287
288

290
291
292
293
294
295
296
297

( b ) The department may assess a licensee ordered to correct
deficiencies fifty dollars per deficiency for each day the
deficiency continues beyond the date prescribed for correction.
Before imposing such assessment, the department shall accord
the affected licensee an opportunity, through a hearing under the
provisions of chapter thirty A, to show cause why it should not
impose such assessment. An assessment so imposed shall be due
and payable to the commonwealth on the thirtieth day after
notification to the affected licensee.

298
299
300
301
302
303
304
305
306

(c) The attorney general shall recover any assessment due and
payable to the commonwealth in an action of contract or other
appropriate proceeding brought in the name of the common-
wealth in the superior court. If the affected licensee has filed a
petition for judicial review under section fourteen of chapter
thirty A, said court may within its discretion consolidate the
proceeding for judicial review and the proceeding to collect the
assessment, and, to the extent the final decision of the
department may be reversed, the licensee shall be excused from
making payment.

307
308
309
310
311
312
*3
314
315
316

Section K), License Modification Orders317
(a) Whenever the department finds upon inspection, or

through information in its possession, that a licensed clinical
laboratory, or the laboratory of a licensed hospital or clinic, is

318
319
320

tS9
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321 not able to provide or is not providing reliable reports of
examinations pursuant to the terms of such license, it may by
order modify any term of such license as it deems necessary to
enable the laboratory to provide reliable reports of examinations.
Every license modification order shall include a statement of the
reasons for modification, the provisions of law relied upon, and
the date fixed for compliance, which date shall be reasonable
and, except in an emergency declared by the commissioner, not
less than thirty days from receipt of such order.

.323
124
325
326
327
328
329
330 (h) Except in the case of a license modification order made

after hearing pursuant to section twenty-seven, a licensee in
receipt of an order shall have the opportunity for a hearing under
the provisions of chapter thirty A. If after hearing the licensee
establishes that the order, or any portion thereof, is not
warranted, the department shall rescind or qualify such order, as
appropriate. The filing of a request for a hearing shall not operate
as a stay of the compliance date of a license 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 public safety.

331
1

3

33

334
35

336
337

338
339
340
341 (c) Every final department decision made under this section

shall be subject to judicial review pursuant to section fourteen of
chapter thirty A. In the event judicial review is sought following
a final department decision modifying a license under this section
or section twenty-seven, no court of the commonwealth shall
issue an order staying modification pending judicial review, if
such decision is based in whole or in part upon a finding by the
department of imminent and serious danger to the public health
and public safety. Any stay permitted under this subsection shall
be for not more than sixty days and shall not be renewed except
upon hearing before the reviewing court.

342
343
344
345
346
347
348
349
350
351

Section II Suspension, Revocation, and Refuse to Renew352
353 ( a ) The department may, after hearing or waiver thereof,

revoke or refuse to renew a license issued under section five for
failure to perform as set forth in such license, for violation ol any
applicable requirement prescribed under this chapter, or for
engaging in, or for aiding, abetting, causing, or permitting, any
act prohibited under this chapter. Ihe commissioner mav

354
355
356
357
358
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without hearing, suspend a license if he finds that the licensee
concerned is maintaining the clinical laboratory subject to such
license in a manner which endangers the public health or public
safety; provided, however, that in every case of suspension the
licensee is promptly afforded an opportunity for a hearing under
this section. Should the department determine, after hearing,
that revocation or refusal to renew is not warranted, it may
include a license modification order in its final decision provided,
that the conditions of section ten (u) are met. In no event shall
suspension or revocation of, or refusal to renew, a license take
effect except after notice to the affected licensee and after said
licensee has been allowed a reasonable period, not exceeding
thirty days, in which to cease operation.

359
360
361
362
363
364
365
366
|367
368
369
370
371

(h) Every final department decision made under this section
shall be subject to judicial review pursuant to section fourteen of
chapter thirty A. In the event judicial review is sought following
a final department decision revoking or refusing to renew a
license, no court of the commonwealth shall issue an order
permitting maintenance of the affected clinical laboratory
pending judicial review, if such decision is based in whole or in
part upon a finding by the department of imminent and serious
danger to the public health and public safety. Any stay permitted
under this subsection shall not be for more than sixty days and
shall not be renewed except upon hearing before the reviewing
court.

372
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377
378
379
380
381
382
383
384

The department, in its own name, may bring an action in the
superior court to enforce compliance with this chapter, or any
rule, regulation, or order made under this chapter, whenever it
appears to the department that any person has engaged in, is
engaging in, or is about to engage in an act or practice in
violation of this chapter or of any rule, regulation, or order made
under this chapter, or whenever it appears to the department that
any person has aided, abetted, caused or permitted, is aiding,
abetting, causing or permitting, or is about to aid, abet, cause or
permit such an act or practice. Upon application by the
department, the superior court shall have jurisdiction to grant
injunctive relief, which shall he mandatory in form if necessary

385
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388
389
390
|9l

392
393
394
395
396

Section 12. Injunctions
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397 to ensure compliance with this chapter or the rule, regulation, or
398 order of the department.
399 Section IS. Criminal Penalties

400 Whoever maintains a clinical laboratory in the commonwealth
401 without a license in violation of section four, or whoever, being
402 licensed under section five or under section fifty-one of chapter
403 one hundred eleven, maintains a clinical laboratory in violation
404 of the terms of his license, or whoever engages in, aids, abets,
405 causes, or permits any act prohibited under section eight, shall be
406 punished by a fine of not less than five hundred dollars and not
407 more than five thousand dollars. The commissioner shall transmit
408 to the attorney general such evidence of an offense as the
409 department may have in its possession.

1 SUCTION 2. Of the members first appointed to the advisory
2 committee on clinical laboratories established under section three
3 of chapter one hundred and eleven D of the General Laws,
4 inserted by section one of this act, four shall be appointed fora
5 term of one year, four for a term of two years, and four for a
6 term of three years.

1 SUCTION 3. Section twenty-five Bof chapter one hundred
2 and eleven of the General Laws, inserted by section three ol'
3 chapter seven hundred and seventy-six of the acts of nineteen-
-4 hundred and seventy-two, is hereby amended by inserting after
5 the words “in section seventy-one;” and before the words “a
6 public medical institution”, as appearing in the fifth paragraph,
2 the following words: a clinical laboratory, as defined in section
8 one of chapter one hundred eleven D;.

1 SUCTION 4. This act shall take ctlect on January first
2 nineteen hundred and seventy-five.


