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In the Year One Thousand Nine Hundred and Ninety-Two,

An Act to establish consistent mammography standards
THROUGHOUT MASSACHUSETTS.

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

1 SECTION 1. The General Laws as appearing in Chapter 111
2 are hereby amended by inserting after section (5)(P) the following
3 new section:
4 Section SQ. (A) The stateradiation control agency, hereinafter
5 referred to as the department, shall promulgate rules providing
6 for general or specific licenses or registration, or exemption from
7 licensing or registration, for radioactive materials and other
8 sources of ionizing radiation. The rules shall provide for
9 amendment, suspension, or revocation of licenses. In connection

10 with those rules, the department may promulgate rules to establish
11 requirements for recordkeeping, permissible levels of exposure,
12 notification and reports of accidents, protective measures,
13 technical qualifications of personnel, handling, transportation,
14 storage, waste disposal, posting and labeling of hazarouds sources
15 and areas, surveys, and monitoring.
16 (B) The rules shall not limite the intentional exposure of
17 patients to radiation for the purpose of lawful therapy or research
18 conducted by licensed health professionals.
19 (C) The department shall promulgate rules specifying the
20 minimum training and performance standards for an individual
21 using a radiation machine for mammography as set forth in
22 subsection (J).
23 (D) In promulgating rules under this section, the department
24 shall avoid requiring dual licensing, insofar as practical. Rules
25 promulgated by the department may provide for recognition of
26 other state or federal licenses as the department considers
27 desirable, subject to registration requirements prescribed by the
28 department. A person who, on the effective date of this act possess
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29 a license issued by the federal government for a source of ionizing
30 radiation of the type for which the state assumes regulatory.
31 responsibility under the agreement, shall be considered to possess
32 an identical license issued pursuant to this part which license shall
33 expire either 90 days after receipt of a written notice of
34 termination from the department, or on the date of expiration
35 stated on the federal license, whichever occurs first.
36 (E) The department shall promulgate rules to establish a
37 schedule of fees to be paid by applicants for specific licenses for
38 radioactive materials and devices and equipment utilizing the
39 materials.
40 (F) The department shall promulgate rules to establish a
41 schedule of fees to be paid by an applicant for a specific license
42 for other sources of ionizing radiation and the renewal of the
43 specific license, and by a person possessing sources of ionizing
44 radiation which are subject to registration.
45 (G) A fee collected under this section shall be deposited in the
46 state treasury and credited to the department of public health.
47 (H) If an applicant for mammography authorization submits
48 an evaluation report issued by the American college of radiology
49 that evidences compliance with all state standards and regulations
50 pertaining to operation of a mammography system, the
51 department shall waive initial fees for licensure.
52 (1) Beginning 60 days after the effective date of this act, a
53 person shall not use a radiation machine to perform mammo-
-54 graphy unless the radiation machine is registered with the
55 department under department rules for registration of radiation
56 machines and is specifically authorized under this section for use
57 for mammography.
58 (J) The department shall authorize a radiation machine for use
59 for mammography if the radiation machine meets all of the
60 following standards:
61 (1) The radiation machine meets the criteria for the American
62 college of radiology mammography accreditation program as
63 adopted in June 1987 and amended in September 1988 and
64 published by the American college of radiology. The department
65 shall make copies of those criteria available to the public and may
66 by adopt modified criteria. The department may accept an
67 evaluation report issued by the American college of radiology as
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evidence that a radiation machine meets those criteria. If at any
time the department determines that it will not accept any
evaluation reports issued by the American college of radiology
as evidence that a radiation machine meets those criteria, the
department shall promptly notify each person who has registered
a radiation machine under this section and the rule promulgated
under this section.

68
69
70
71
72
73
74

(2) The radiation machine, the film or other image receptor
used in the radiation machine, and the facility where the radiation
machine is used meet the requirements set forth in department
rules for radiation machines.
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(3) The radiation machine is specifically designed to perform
mammography.
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(4) The radiation machine is used exclusively to perform
mammography.

81
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(5) The radiation machine is used in a facility that does all of
the following:

83
84

(a) At least annually has a qualified radiation physicist provide
on-site consultation to the facility, including but not limited to,
a complete evaluation of the entire mammography system to
ensure compliance with this section and the rules promulgated
under this section.

85
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(b) Maintains for at least 7 years records of the consultation
required in subsection (5)(a) of this section and the findings of
the consultation.

90
91
92
93 (6) The radiation machine is used according to department

rules on patient radiation exposure and radiation dose levels.94
95 (7) The radiation machine is operated only by an individual

who can demonstrate to the department that he or she is
specifically trained in mammography or an individual who is a
physician trained in mammography. Beginning 60 days after the
rules set forth in this section are promulgated, the radiation
machine may be operated only by an individual who can
demonstrate to the department that he or she meets the standards
required by those rules or an individual who is a physician trained
in mammography.
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(K) The department may issue a nonrenewable temporary
authorization for a radiation machine for use for mammography
if additional time is needed to allow submission of evidence

104
105
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107 satisfactory to the department that the radiation machine meets
108 the standards set forth for approval for mammography. A
109 temporary authorization granted under this section during the
110 first 18 months after the effective date of this section shall be
111 effective for no more than 12 months. A temporary authorization
112 granted under this section after 18 months after the effective date
113 of this section shall be effective for no more than 6 months. The
114 department may withdraw a temporary authorization before its
115 expiratioin if the radiation machine does not meet one or more
116 of the standards set forth in this section.
117 (L) To obtain authorization from the department to use a
118 radiation machine for mammography, the person who owns or
119 leases the radiation machine or an authorized agent of the person
120 shall apply to the department for mammography authorization
121 on an application form provided by the department and shall
122 provide all of the information required by the department as
123 specified on the application form. A person who owns or leases
124 more than one radiation machine used for mammography shall
125 obtain authorization for each radiation machine. The department
126 shall process and respond to an application within 30 days after
127 the date of receipt of the application. Upon determining to grant
128 mammography authorization for a radiation machine, the
129 department shall issue a certificate of registration specifying
130 mammography authorization for each authorized radiation
131 machine. A mammography authorization is effective for three
132 years.

133 (M) No later than 60 days after initial mammography
134 authorization of a radiation machine under this sectioin, the
135 department shall inspect the radiation machine, except that for
136 a period not to exceed one year after the effective date of this
137 section, the department may conduct that initial inspected later
138 than 60 days after initial mammography authorization. After that
139 initial inspected, the department shall annually inspect the
140 radiation machine and may inspect the radiation machine more
141 frequently. The department shall make reasonable efforts to
142 coordinate the inspections undert his section with the
143 department’s other inspections of the facility in which the
144 radiation machine is located.
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(N) After each satisfactory inspection by the department, the
department shall issue a certificate of radiation machine
inspection or a similar document identifying the facility and
radiation machine inspected and providing a record of the date
the radiation machine was inspected. The facility shall post the
certificate or other document near the inspected radiation
machine.

145
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152 (O) The department may withdraw the mammography

authorization for a radiation machine if it does not meet one or
more of the standards set forth in this section.

153
154

(P) The department shall provide an opportunity for a hearing
in connection with a denial or withdrawal of mammography
authorization.

155
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(Q) Upon a finding that a deficiency in a radiation machine
used for mammography or a violation of rules set forth in this
section seriously affects the health, safety, and welfare of
individuals upon whom the radiation machine is used for
mammography, the department may issue an emergency order
summarily withdrawing the mammography authorization of the
radiation machine. The department shall incorporate its findings
in the order and shall provide an opportunity for a hearing
within 5 working days after issuance of the order. The order shall
be effective during the proceedings.
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168 (R) If the department withdraws the mammography author-

ization of a radiation machine, the radiation machine shall not
be used for mammography. An application for reinstatement of
a mammography machine shall be filed and processed in the same
manner as an application for mammography authorization under
subsection (L), except that the department shall not issue a
reinstated certificate of mammography registration until the
department receives any reinspection fee established by the
department, inspects the radiation machine, and determines that
it meets the standards set forth in subsection (J). The department
shall conduct an inspection required under this subsection no later
than 60 days after receiving a proper application for reinstatement
of a mammography authorization.
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(S) Any other fees, assessments, or penalties notwithstanding,
if a person violates subsection (I), the department may impose an
administrative fine against the owner of a radiation machine or,

181
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184 if a lessee of a radiation machine has effective control of the
185 radiation machine, the lessee, of not more than $500,000 for each
186 calendar week in which a mammography is performed in violation
187 of subsection (I). If a person continues to violate subsection (I)
188 for a period of two weeks after a fine is imposed under this
189 subsection, the department shall post a conspicuous note on the
190 unauthorized radiation machine at the entry to the facility where
191 the radiation machine is located warning the public that the
192 facility is performing mammography using a radiation machine
193 that is a substantial hazard to the public health.

1 SECTION 2. The first paragraph of Section 5M of Chap-
-2 ter 111 of the General Laws is hereby amended by deleting
3 paragraph one and inserting in its place the following:
4 Section SM. As used in sections five Mto five Q, inclusive, or
5 the rules and regulations adopted under said sections, the
6 following words shall, unless the context clearly indicates
7 otherwise, have the following meanings:

1 SECTION 3. Section 5M of Chapter 111 of the General Laws
2 is hereby further amended by adding the following:
3 “lonizing radiation” means gamma rays and x-rays, alpha
4 particles, beta particles, high speed electrons, neutrons, protons,
5 high-speed ions, and other high-speed nuclear particles.
6 “Mammography” means radiography of the breast for the
7 purpose of enabling a physician to determine the presence, size,
8 location, and extent of cancerous or potentially cancerous tissue
9 in the breast.

10 “Mammography authorization” means authorization to use a
11 radiation machine for mammography.
12 “Radioactive material” means a solid, liquid, or gas material
13 which emits ionizing radiation spontaneously.
14 “Radiography” means the making of a film or other record of
15 an internal structure of the body by passing x-rays or gamma rays
16 through the body to act on film or other image receptor.
17 “Registration” means registration of a source of ionizing
18 radiation in writing with the department.
19 “Source of ionizing radiation” means a device or material that
20 emits ionizing radiation.
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21 “Mammography system” means the radiation machine used for
22 mammography; automatic exposure control devices, films,

image processor; darkroom; and23 screens, and cassettes
24 viewboxes.

means a machine, other than those
rule, that emits ionizing radiation.

25 “Radiation machine”
26 exempted by department that emits ionizing radiation.
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