HB- 4898, As Passed House, Novenber 13, 2003

SUBSTI TUTE FOR
HOUSE Bl LL NO. 4898

A Dbill to amend 1978 PA 368, entitled
"Public health code,"
by amendi ng sections 13501, 13505, 13506, 13511, 13515, 13517,
13521, 13522, 13525, 13535, and 13536 (MCL 333.13501, 333.13505,
333. 13506, 333.13511, 333.13515, 333.13517, 333.13521, 333.13522,
333. 13525, 333. 13535, and 333.13536), sections 13501 and 13522 as
anmended by 1994 PA 100 and section 13521 as anended by 1989 PA
56, and by adding part 135A; and to repeal acts and parts of

acts.
THE PECPLE OF THE STATE OF M CHI GAN ENACT:
Sec. 13501. (1) As used in this part:
(a) "Departnent” neans the departnment of environnental
quality.

(b) &— "Ceneral |icense" neans a |license, effective

pursuant to rules pronul gated by the departnment w thout the
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filing of an application, to transfer, acquire, own, possess, or
use quantities of, or devices or equipnent utilizing, radioactive
mat eri al .
(c) —b)— "lonizing radiation" neans ganma rays and x-rays,
al pha particles, beta particles, high speed el ectrons, neutrons,

protons, high speed ions, and other high speed nucl ear

parti cl es.

(d) 85— "Person"” neans a person as defined in section 1106
or a governnental entity.

(e) ¢— "Radioactive nmaterial" nmeans a solid, liquid, or
gas material —whieh— that emts ionizing radiation

spont aneousl y.

(f) (— "Registration" neans registration of a —seurce—of
ronizi-ng—r+adiatien— radi oactive material or devices or equi pnent

utilizing radioactive material in witing with the departnent.

H00288' 03 (H- 1) KAO
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o) L ot ian

(g) k)— "Specific license" neans a |license issued by the
departnment to use, manufacture, produce, transfer, receive,
acquire, own, or possess quantities of, or devices or equi pnent
utilizing, radioactive material.

(2) In addition, article 1 contains general definitions and
principles of construction applicable to all articles in this
code.

Sec. 13505. A person shall not manufacture, produce,
transport, transfer, dispose of, acquire, own, possess, Or use a
radi oactive materi al —er—ether—source—of tonizingradiation
unl ess the person is |licensed, registered, or exenpted under this
part or is licensed, registered, or exenpted by the departnent in
accordance with rules promul gated —pursuant—te— by the depart nent

under this part. —er—unless—exenpted by thispart—
Sec. 13506. Sections 13505 and 13515 to 13536 do not apply

to the follow ng sources or conditions, except as noted:

H00288' 03 (H- 1) KAO
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servicing—ofthe machine s not—exenpt—

(a) e)— A radioactive material while being transported
under the jurisdiction of and in conformty with regulations
adopted by the nuclear regulatory conm ssion or the United States
departnent of transportation, or their successors, specifically
applicable to the transportati on of —sueh— the radioactive
materi al .

(b) —&— Sound waves, radi o waves, and visible, infrared, or
ultraviolet light.

(c) e)— A production or utilization facility, as defined in
t he —federal— atomic energy act of 1954, 42 U-S. C—2011 to 2281
chapter 1073, 68 Stat. 919, or a —seurce—of ionizingradiation
radi oactive material used in or in connection with the operation
of a production or utilization facility pursuant to a |icense
fromthe federal nuclear regulatory comm ssion or its successor
—thereto— agency. However, the departnment nmay collect radiation
data and perform environnental nonitoring in connection with the
operation of the facility in accordance with this part.

(d) 85— A source nmaterial, by-product material, or special
nucl ear material over which the federal nuclear regulatory
conmmi ssion or —a— its successor —therete— agency has excl usive
regul atory jurisdiction under the —federal— atom c energy act of
1954, chapter 1073, 68 Stat. 919, which jurisdiction has not been
transferred to this state pursuant to an agreenment under —Aet
No—b54—of the Publiec—Acts—of 1965, beihg—seetions—3-801and
3802 of the Mehigan—Conpiledtaws— 1965 PA 54, MCL 3.801 to
3. 802.
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Sec. 13511. (1) The governor may enter into agreenents with
t he federal governnment, other states, or interstate agencies,
wher eby the departnent shall performfor or on a cooperative
basis with the federal governnent, other states, or interstate
agenci es inspections, environnmental nonitoring, or other
functions relating to control of —seurees—of i+onizing radiation
radi oactive material.

(2) An agreenent entered into pursuant to subsection (1) does
not transfer, delegate, or inpose upon the departnment any power,
authority, or responsibility that is not fully consistent with
this part.

Sec. 13515. (1) The departnent is designated as the
radi oactive material radiation control agency of this state and
shal | coordi nate radi oactive material radiation control prograns
of state departnents acting within their statutory authorities.

(2) Pursuant to rules pronul gated under this part, the
departnment shall require licensing and registration of
radi oactive materi als. —and-other—sources—oftonizingradiation—

(3) The departnent shall devel op and conduct prograns for
eval uation and control of hazards associated with the use of
radi oactive materi als. —and-other—sources—oftonizingradiation—

Sec. 13517. (1) The departnment may enter at all reasonable
ti mes upon private or public property upon which —seurces—of
rentzi-rg—radiatien— radi oactive materials are reasonably believed
to be located, with the perm ssion of the owner or custodian
—thereof— of the property, to determne if there is conpliance

wWith or violation of this part or a rule pronul gated under this
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6
part or conpliance with or a violation of a |license or

regi stration issued under this part.

(2) If the departnent has reasonabl e cause or probabl e cause

to believe that a violation of this part or a rule promul gated
under this part or a violation of a license or registration
i ssued under this part is being commtted on private or public
property or that there exists on the property evidence of a
violation, and perm ssion to enter —thereen— on the property is
deni ed by the owner or custodi an —thereef— of the property, the
departrment nmay apply to the proper judicial officer under —Aet
No—189of the Publie—Acts—of 1966 being—sections—780-651to
780659 of the M-echiganConpiledLaws— 1966 PA 189, MCL 780. 651
to 780.659, for a warrant commuanding the sheriff or a | aw
enforcenent officer, with the aid of the departnment, to search
the property and seize any —seurce—ofionizingradiation
radi oactive material that is possessed, controlled, or used
whol Iy or partially in violation of this part or a rule
pronmul gated under this part or in violation of a license or
registration issued under this part, or any evidence of a
violation of this part, —er— a rule, —e+— license, or
regi stration

Sec. 13521. (1) The departnent shall pronul gate rul es
providing for general or specific licenses or registration, or
exenption fromlicensing or registration, for radi oactive
mat eri al s. —and—other—sources—of ionizingradiation— The rul es
shal | provide for anendment, suspension, or revocation of
licenses or registrations. |n —eenneectionwth-these
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© 00 N o o0 B~ W N P

N NN N N N NN R R P R B B R B R
N~ o 00 A W N RPBP O © 0 N O 0O~ W N P O

7

promul gating rul es under this subsection, the departnment may
—promul-gate+ulesto— establish requirenents for record keepi ng,
perm ssible | evels of exposure, notification and reports of
accidents, protective neasures, technical qualifications of
personnel, handling, transportation, storage, waste disposal
posting and | abeling of hazardous sources and areas, surveys, and
noni t ori ng.

(2) The rul es pronul gated under subsection (1) shall not
limt the intentional exposure of patients to radiation for the

pur pose of |awful therapy or research conducted by |icensed

heal t h prof essional s.

Sec. 13522. (1) In pronulgating rules pursuant to this
part, the department shall avoid requiring dual |icensing,
insofar as practical. Rules promulgated by the departnent may
provide for recognition of other state or federal l|icenses as the
department considers desirable, subject to registration
requirenents prescribed by the departnment. A person who, on the
effective date of an agreenent under —Aet—No—54of the Public
Acts—of 1965, being seetions—3-801to0 3802 of the Mechigan
Conptled—taws— 1965 PA 54, MCL 3.801 to 3.802, possesses a
Iicense issued by the federal governnent for a —seurce—-of
ronizi-ng—+adiatien— radi oactive material of the type for which

the state assunes regul atory responsibility under the agreenent,
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is considered to possess an identical l|icense issued pursuant to
this part, which license expires either 90 days after receipt of
a witten notice of termnation fromthe departnment or on the
date of expiration stated in the federal |icense, whichever
occurs first.

(2) The departnment may pronulgate rules to establish a
schedul e of fees to be paid by applicants for |icenses or

registration for radioactive materials and devi ces and equi pnent

utilizing the radioactive materials.

H00288' 03 (H- 1) KAO
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Sec. 13525. A nunicipality or a departnent, agency, or

official of a nmunicipality —wmay— shall not license, regulate, or
require the registration of a radioactive material. —er—other
source—of tonizi-hgradiation—

Sec. 13535. A person who violates this part or a rule
pronmul gated under this part or who fails to obtain or conply with
conditions of licensure or registration under this part is guilty
of a m sdeneanor, punishable by inprisonnent for not nore than
180 days, or a fine of not nore than $10, 000.00, or both. A
court may fine a person not nore than $2,000.00 for each
violation of this part. Each day a violation continues —shal
be— is a separate violation.

Sec. 13536. If, after thorough investigation by the
departnent, it is the judgnent of the departnent that a person
has engaged in or is about to engage in an act or practice
—whi-eh— that constitutes a violation of this part or of a rule or

order pronul gated or issued under this part, the attorney
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House Bill No. 4898 (H 1) as anmended Novenber 12, 2003 (1 of 2)

general, at the request of the departnent, shall —make
appHteation— apply to the appropriate circuit court for an order
enjoining the act or practice or for an order directing
conpliance with this part or a rule or order pronul gated or
i ssued —pursuant—toe— under this part.
PART 135A. Radi ation nmachine contro
Sec. 13551. (1) As used in this part:
(a) "Departnent” neans the departnment of consuner and

i ndustry services.

[(b) "Direct supervision" nmeans that a physician, dentist, or
veterinarian, or a conprehensive scope operator or |limted scope operator
as provided under section 13574(8), conplies with all of the foll ow ng:

(i) Designates a patient of record upon whomthe procedures are to be
performed and describes the procedures to be perforned.

(i) Exam nes the patient before prescribing the procedures to be
performed and upon conpletion of the procedures.

(iii) 1s physically present in the office suite or facility in which
the radiation machine is located at the tinme the procedures are being
per f or med.

(c)] "lonizing radiation" nmeans ganma rays and x-rays, al pha

particles, beta particles, high speed el ectrons, neutrons,
protons, high speed ions, and other high speed nucl ear
particl es.

[ (d)] "Mamography" neans radi ography of the breast for the
pur pose of enabling a physician to determ ne the presence, size,
| ocati on, and extent of cancerous or potentially cancerous tissue
in the breast.

[ (e)] "Mamography authorization" means authorization under
section 13573 to use a radiation nmachi ne for mammogr aphy.

[ (f)] "Mamography interpreting physician" neans a physician
who neets the requirenents set forth in section 13573(2)(g) and
is responsible for evaluating and interpreting mamographic
i mages.

[ (g)] "Mamography systen neans the radiati on nmachi ne used for
H00288' 03 (H-1) KAO
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25 mamography; automati c exposure control devices; imaging systens;
26 image processor; darkroom and vi ewboxes.

27 [ (h)] "Non-ionizing radiation" nmeans sound waves, radar waves,

H00288' 03 (H- 1) KAO
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House Bill No. 4898 (H 1) as anmended Novenber 12, 2003

m crowaves, radio frequency fields, magnetic fields, and visible,

infrared, or ultraviolet |ight.

[(i)] "Non-ionizing radiation device" nmeans a machi ne or device

t hat produces non-ionizing radiation in intensities or
frequenci es subject to regulation by departnment rule.

[(j)] "Person" neans a person as defined in section 1106 or a
governnental entity.

[ (k)] "Radiation machi ne" nmeans a machi ne or device that
produces ionizing radiation in energies or intensities subject to
regul ati on by departnment rule.

[ ()] "Radi ography" neans the making of a filmor other record
of an internal structure of the body by passing x-rays through

the body to act on filmor other inmage receptor

[(mM] "Registration"” neans registration of a radiation machi ne

inwiting with the departnent.

(2) In addition, article 1 contains general definitions and
princi ples of construction applicable to all articles in this
code.

Sec. 13555. A person shall not manufacture, produce,
transport, transfer, dispose of, acquire, own, possess, Or use a
radi ati on machi ne unl ess the radiati on machine is registered or
exenpted by this part or by the departnent in accordance with
rul es pronul gated by the departnent under this part.

Sec. 13556. Sections 13555 and 13565 to 13586 do not apply
to the followi ng sources or conditions, except as noted:

(a) Electrical or other equipnment or material not intended

primarily to produce radiation which, by nature of design, does

H00288' 03 (H- 1) KAO



© 00 N o o B~ w N P

N DN N D N NN DN P P P P P P P P PP
N~ o o~ W N P O © 00 N oo~ WwN PP O

13
House Bill No. 4898 (H 1) as anmended Novenber 12, 2003

not produce radiation at the point of nearest approach at a
weekly rate higher than 1/10 the appropriate limt generally
accepted by the nedical profession for any critical organ
exposed. The production testing or production servicing of the
equi pnent is not exenpt.

(b) A radiation machi ne during process of manufacture or in
storage or transit. The production testing or production
servicing of the radiation machine is not exenpt.

(c) Non-ionizing radiation sources or devices |

Sec. 13561. (1) The governor may enter into agreenents wth
t he federal governnment, other states, or interstate agencies,
whereby the departnent shall performfor or on a cooperative
basis with the federal governnent, other states, or interstate
agenci es inspections or other functions relating to control of
radi ati on machi nes.

(2) An agreenent entered into under subsection (1) does not
transfer, delegate, or inpose upon the departnment any power,

authority, or responsibility that is not fully consistent with

this part.
Sec. 13565. (1) The departnent is designated as the
radi ati on machi ne control agency of this state.

(2) Pursuant to rules pronul gated under this part, the
department shall require registration of radiation machines.
(3) The departnent shall devel op and conduct prograns for

eval uati on and control of hazards associated with the use of

H00288' 03 (H- 1) KAO
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House Bill No. 4898 (H 1) as anmended Novenber 12, 2003

radi ati on machi nes.

[

]
Sec. 13566. |If the departnent finds that an energency

exists requiring i mredi ate action to protect occupational or
public health and safety, the departnent shall issue an order,
With or without notice or hearing, reciting the existence of the
energency and providing for the protection of the public health
and safety. Notwithstanding this act or the adm nistrative
procedures act of 1969, the order is effective imedi ately. A
person to whomthe order is directed shall conmply with the order
i mredi ately. However, upon request, the departnment shall grant
the person a hearing on the order or on an issue concerning the
order within 15 days after receipt of the request. On the basis
of the findings of fact and concl usions of |aw made at the
hearing, the departnent shall continue, nodify, or revoke the
order within 30 days after the hearing.

Sec. 13567. (1) The departnent may enter at all reasonable
ti mes upon private or public property upon which radiation
machi nes are reasonably believed to be |ocated, with the
perm ssion of the owner or custodian of the property, to
determine if the radiation nmachine is in conpliance with this
part and the rul es pronul gated under this part.

(2) If the departnent has probable cause to believe that a
violation of this part or a rule pronulgated under this part is

being commtted on private or public property or that there

H00288' 03 (H- 1) KAO
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House Bill No. 4898 (H 1) as anmended Novenber 12, 2003

exi sts on the property evidence of such a violation, and
perm ssion to enter on the property is denied by the owner or
custodi an of the property, the departnent nmay nake an affidavit
for a search warrant under 1966 PA 189, MCL 780. 651 to 780. 659.
The search warrant issued to the departnent under 1966 PA 189,
MCL 780.651 to 780.659, will conmmand the sheriff or a | aw
enforcenent officer, with the aid of the departnment, to search
the property and seize the radiation machine that is possessed,
controlled, or used wholly or partially in violation of this part
or a rule pronul gated under this part, or evidence of a violation
of this part or a rule pronul gated under this part.

Sec. 13571. (1) The departnent shall promnul gate rul es

providing for the registration of radiation machines. |

] In promulgating rules under this
subsection, the departnent may establish requirenents for
exenption fromregistration, record keeping, permssible |evels
of exposure, notification and reports of accidents, protective
nmeasures, technical qualifications of personnel, handling,
posting and | abeling of hazardous machi nes, devices, and areas,
surveys, and nonitoring.

(2) I'n pronmul gating rules under subsection (1), the
departnent shall not Iimt the intentional exposure of a patient
to radiation for the purpose of |awful therapy or research
conducted by a licensed health professional

(3) The departnent shall pronul gate rules specifying the

m ni mum training and perfornmance standards for an individua

H00288' 03 (H- 1) KAO
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House Bill No. 4898 (H 1) as anmended Novenber 12, 2003

using a radi ati on machi ne for mammography as set forth in section
13573.

(4) The department shall pronul gate rules specifying the
m ni num trai ning and performance standards for an individua
using a radi ation machi ne for human screening or for diagnostic
or therapeutic purposes.

Sec. 13572. (1) Except as otherw se provided in this
subsection, the departnment may pronulgate rules to establish a
schedul e of fees to be paid by an applicant for the registration
of a radiation machine | ]. The
registration or registration renewal fee for a radiati on machi ne
regi stered under this part is $61.51 for the first veterinary or
dental x-ray or electron tube and $34. 14 for each additiona
veterinary or dental x-ray or electron tube annually, or $102.54
annual |y per nonveterinary or nondental x-ray or electron tube.
The departnent shall not assess a fee for the anendnent of a
radi ati on machine registration certificate. |In addition, the
departnent shall assess a fee of $136.75 for each follow up
i nspection due to nonconpliance during the sane year. The
departnment nmay accept a witten certification fromthe registrant

that the itens of nonconpliance have been corrected instead of

performng a followup inspection. |If the department does not
i nspect a radiation machine | ]for
a period of 5 consecutive years, the registrant of the radiation

machi ne [ ] does not have to pay
further registration fees as to that radiati on machine [

] until the first registration

H00288' 03 (H- 1) KAO
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House Bill No. 4898 (H 1) as anmended Novenber 12, 2003

renewal date following the tinme an inspection of the radiation
machi ne [ ] is made.

(2) A fee collected under this part shall be deposited in the
state treasury and credited to the general fund of this state.

(3) Except as otherw se provided in subsection (4), the
departnent shall assess the foll ow ng nonrefundable fees in
connection with mamogr aphy aut hori zati on:

(a) Inspection, per radiation machine........... $ 136. 75

(b) Reinspection for reinstatenment of
mamogr aphy aut hori zati on, per radiation machine..... $ 136.75

(c) Departnent evaluation of conpliance with
section 13573(2)(a), per radiation machine........... $ 700. 00

(d) Each reevaluation of a radiation nmachi ne due
to failure during the previous eval uation, relocation

of the radiation machine, or simlar changes that

could affect earlier evaluation results.............. $ 300. 00.
(4) If an applicant for mammography authorization submts an
eval uation report issued by the Anerican college of radiol ogy

t hat evi dences conpliance with section 13573(2)(a), the
departnent shall waive the fee under subsection (3) for
departnment eval uation of conpliance with that provision.

(5) Except as otherw se provided in subsections (1) and (4),

the departnent shall not waive a fee required under this

section.
(6) The department shall adjust on an annual basis the fees
prescribed by subsections (1) and (3) by an anount determ ned by

the state treasurer to reflect the cumul ati ve annual percentage

H00288' 03 (H- 1) KAO
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change in the Detroit consuner price index, not to exceed 5% As
used in this subsection, "Detroit consumer price index" neans the
nost conprehensi ve i ndex of consumer prices available for the
Detroit area fromthe bureau of |abor statistics of the United
St at es departnent of | abor.

Sec. 13573. (1) A person shall not use a radiation machine
to perform mammogr aphy unl ess the radi ati on machine is registered
with the departnment under departnment rules for registration of
radi ati on machines and is specifically authorized under this
section for use for manmography.

(2) The departnment shall authorize a radiation machine for
use for mammography if the radi ati on nmachi ne, the personne
operating the radiation machine, and the facility in which the
radi ati on machine is used neet all of the foll owi ng standards:

(a) The radiation machine and the facility in which the
radi ation machine is used neet the criteria for the Anerican
col | ege of radi ol ogy mammogr aphy accreditation program dated
August, 1993 and anended 1995 (Res. 24, 53) and published by the
Anerican col |l ege of radiology in the docunents entitled "ACR
standards for the performance of screeni ng manmography”, which
docunents and criteria are incorporated by reference, excluding
t he physician interpreter and the accreditation fee schedul e.

The departnent shall nake copies of those criteria available to
the public and may by rul e adopt nodified criteria. The
department nmay accept an eval uation report issued by the Anmerican
col |l ege of radiology as evidence that a radiation nmachine, the

personnel operating the radiation machine, and the facility in

H00288' 03 (H- 1) KAO
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whi ch the radi ation machine is used neet those criteria. |If at
any tinme the departnent determines that it will not accept any
eval uation reports issued by the Anerican coll ege of radiol ogy as
evi dence that a radiation machi ne, the personnel operating the
radi ati on machine, and the facility in which the radiation
machi ne is used neet those criteria, the departnment shal
pronptly notify each person who has regi stered a radiation
machi ne used exclusively to perform mammography under this part
and the rules pronul gated under this part.

(b) The radiation machine, the filmor other inmage receptor
used in the radiation machine, and the facility in which the
radi ati on machine is used neet the requirenents set forth in
departrment rules for radiati on nmachi nes.

(c) The radiation machine is specifically designed to perform
manmogr aphy.

(d) The facility in which the radiation machine is used does
all of the follow ng:

(i) At least annually has a qualified radiation physici st
provi de on-site consultation to the facility, including, but not
limted to, a conplete evaluation of the entire nmanmography
systemto ensure conpliance with this part and the rules
pronul gated under this part.

(i) Maintains for at |least 7 years records of the
consul tation required in subparagraph (i) and the findings of the
consul tation

(iii) Designates an all opat hic physician or an osteopathic

physician |licensed under article 15 as the lead interpreting

H00288' 03 (H- 1) KAO
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physician. The designated physician is responsible for the
clinical aspects of the x-ray exam nations and ot her procedures
rel ated to manmogr aphy. The physician designated under this
subpar agraph is al so responsi ble for conducting an on-site visit
to each mammography station within the facility at |east nonthly
for the purpose of providing professional feedback regarding
clinical imge quality and quality assurance procedures, for
review of quality control docunentation, and for ensuring that
safe operating procedures are used in the delivery of
manmogr aphi ¢ services. |f the physician designated under this
subpar agraph practices primarily outside of the facility, the
physi ci an shall keep a |og of each on-site visit signed by the
physician. The chief admnistrative officer of the facility or
his or her designee may request to view the log at any tinme. The
physi ci an desi gnated under this subparagraph shall neet the
requi renents of subdivision (g).

(iv) Submts, as part of the application for authorization
and subsequent renewal s, evidence of a surety bond, secured trust
fund, or other suitable secured instrunent or mechanismthat is
approved by the departnent and that insures proper patient
manmmogr aphy record and filmhandling and transfer in the event of
facility closure. The facility shall attest that the nethod of
coverage chosen will conpletely cover all costs involved and will
be adj usted, as needed, accordingly.

(e) The radiation machine is used according to depart nent
rules on patient radiation exposure and radi ation dose |evels.

(f) Each individual who operates the radiati on machi ne can
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denonstrate to the departnment that he or she is specifically
trai ned i n mammography and neets the standards required by the
rul es pronul gated under section 13571(3) or is an allopathic
physi ci an or an osteopat hic physician.

(g) The x-ray inmages of each nmanmographi ¢ exam nation
performed with the radiation nmachine are interpreted by a
manmmogr aphy i nterpreting physician who is an all opathic physician
or an osteopathic physician |licensed under article 15 and who
meets all of the follow ng requirenents:

(i) Except as otherw se provided in this subparagraph, is
certified in radiology or diagnostic radiology by the Anerican
board of radiology or the American osteopathic board of
radi ol ogy, has been eligible for certification in radiology or
di agnostic radiology for not nore than 3 years, or is certified
or determned to be qualified in radiology or diagnostic
radi ol ogy by anot her professional organization approved by the
depart ment.

(ii) Shall have successfully conpleted not |ess than 3 nonths
of formal training in reading manmograns with instruction in
nmedi cal radi ation physics, radiation effects, and radiation
protection and has docunentation of successful conpletion of the
training that is satisfactory to the departnent. For purposes of
t hi s subparagraph, the departnment nay accept tine spent in a
resi dency programthat includes specific training in mamography
i f the individual has docunentation of the residency programthat
is satisfactory to the departnent.

(iit) Shall have initial training that includes docunented
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interpretation of not |ess than 240 mammographi ¢ exam nations in
the 6 nonths i nredi ately preceding the performance of i ndependent
interpretation.

(iv) Shall have interpreted or nulti-read not |ess than 960
manmogr aphi ¢ exam nations during the 24 nonths inmedi ately
precedi ng the date of the mamography facility's annual
i nspection or the last day of the cal endar quarter preceding that
i nspection, or any day in between those 2 days. The mammogr aphy
facility shall choose 1 of the 3 dates to determ ne the 24-nonth
peri od of this subparagraph.

(v) Shall successfully conmplete or teach not |ess than 15
hours of continuing nmedi cal education every 3 years after the
effective date of the anmendatory act that added this part in the
techni cal aspects or clinical aspects, or both, of mamography in
courses or prograns approved by the individual's respective
specialty organi zation and |icensing board and has docunentation
of successful conpletion or teaching that is satisfactory to the
depart nment.

(vi) Maintains annual records concerning outcone data for
correlation of positive mammograns to bi opsi es done, and the
nunber of cancers detect ed.

(3) The departnment nay issue a nonrenewabl e tenporary
aut hori zation for a radiation machine for use for mamuography if
additional tine is needed to all ow subm ssion of evidence
satisfactory to the departnent that the radi ati on nmachi ne, the
personnel operating the radiation machine, and the facility in

which the radi ati on machine is used neet the standards set forth
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in subsection (2) for approval for nmanmography. A tenporary
aut horization granted under this subsection is effective for no
nore than 12 nonths. The departnment may withdraw a tenporary
authorization before its expiration if the radiation nmachine, the
personnel operating the radiation machine, or the facility in
whi ch the radiation machine is used does not neet 1 or nore of
the standards set forth in subsection (2).

(4) To obtain authorization fromthe departnent to use a
radi ati on machi ne for mamography, the person who owns or | eases
t he radi ati on machi ne or an authorized agent of the person shal
apply to the departnent for mamrography authorization on an
application form provided by the departnment and shall provide al
of the information required by the departnment as specified on the
application form A person who owns or |eases nore than 1
radi ati on machi ne used for manmography shall obtain authorization
for each radi ati on machine. The departnment shall process and
respond to an application within 30 days after the date of
recei pt of the application. Upon determ ning to grant
manmmogr aphy aut horization for a radiation nmachine, the departnment
shall issue a certificate of registration specifying manmography
aut hori zation for each authorized radiation machine. A
mamogr aphy authorization is effective for 3 years contingent
upon the radiation machine for which the manmogr aphy
authorization is issued, the personnel operating the radiation
machi ne, and the facility in which the radiation machine is
operated neeting 1 of the foll ow ng requirenents:

(a) Maintaining continued accreditation by the Anerican
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col | ege of radiol ogy.

(b) Having an active accreditation application in process
with the Anerican coll ege of radi ol ogy.

(c) Maintaining approval or being in the process of obtaining
approval under a departnent eval uation process equivalent to that
descri bed in subdivisions (a) and (b).

(5) No later than 90 days after initial nmamography
aut hori zation of a radiation machi ne under this section, the
departnent shall inspect the radiation machine. After that
initial inspection, the departnment shall annually inspect the
radi ati on machi ne and may i nspect the radiation nachi ne nore

frequently. The departnent shall nake reasonable efforts to
coordi nate the inspections under this section with the
department's other inspections of the facility in which the
radi ati on machine is |ocated.

(6) After each satisfactory inspection by the departnent, the
departnment shall issue a certificate of radiation nachine
i nspection or a simlar docunent identifying the facility and
radi ati on machi ne i nspected and providing a record of the date
t he radi ati on machi ne was inspected. The facility shall post the

certificate or other docunment near the inspected radiation

machi ne.
(7) The department nmay w t hdraw t he mamography aut hori zati on
for a radiation nmachine if it does not neet 1 or nore of the

standards set forth in subsection (2).
(8) The departnment shall provide an opportunity for a hearing

in connection with a denial or wthdrawal of mammography
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aut hori zati on.

(9) Upon a finding that a deficiency in a radiation machine
used for manmography or a violation of this part or the rules
pronul gated under this part seriously affects the health, safety,
and wel fare of individuals upon whomthe radiation machine is
used for mammography, the departnment may issue an emnergency order
summarily w thdrawi ng t he mamogr aphy aut horization for the
radi ati on machine. The departnent 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 is
ef fective during the proceedi ngs.

(10) If the departnment withdraws the manmogr aphy
aut hori zation for a radiation nmachine, the radiation machine
shall not be used for mamography. An application for
rei nstatenent of a manmography authorization shall be filed and
processed in the same manner as an application for manmography
aut hori zation under subsection (4), except that the departnent
shall not issue a reinstated certificate of nmanmography
registration until the departnent receives the reinspection fee
required under section 13572(3), inspects the radiation nachi ne,
and determnes that it neets the standards set forth in
subsection (2). The departnment shall conduct an inspection
required under this subsection no |later than 60 days after
receiving a proper application for reinstatenent of a manmography
aut hori zati on.

(11) In addition to the penalties provided in section 13585

and the reinspection fee required under section 13572(3), if a
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person vi ol ates subsection (1), the departnent nmay inpose an
adm ni strative fine against the owner of the radiation machine
or, if alessee of the radiation nmachine has effective control of
the radi ati on machi ne, the | essee, of not nore than $500. 00 for
each cal endar week in which a mammography is performed in
viol ation of subsection (1). |If a person continues to violate
subsection (1) for a period of 2 weeks after a fine is inposed
under this subsection, the departnent shall post a conspi cuous
notice on the unauthorized radiati on machine and at the entry to
the facility where the radiation machine is |ocated warning the
public that the facility is perform ng mamography using a
radi ati on machine that is a substantial hazard to the public
heal t h.

(12) The departnent may pronul gate rul es necessary to
i npl enent this section after consultation with the ionizing
radi ati on advi sory conmittee established under section 13581

Sec. 13574. (1) Afacility in which a radiation machine is
| ocated shall ensure that all individuals, except |icensed
nmenbers of the healing arts, using the radiation machi ne for
human screening or for diagnostic or therapeutic purposes are
adequately instructed in the safe operating procedures of the
radi ati on machi ne, pursuant to this section. The facility shal
ensure that these individuals neet the specific requirenents of
this section. The departnment nmay use interview, observation, or
both, to determ ne conpliance with this section. A facility
described in this subsection shall maintain records in order to

denonstrate conpliance with this section.
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(2) Except as otherw se provided in this subsection, Iimted
scope operators are limted in scope of practice to only those
procedures listed in subsection (6). |In an enmergency and under
the direct supervision of a physician, a limted scope operator
may perform procedures not listed in subsection (6) if determ ned
necessary by the supervising physician. Limted scope operators
shall nmeet the prerequisite qualifications, receive training, and
denonstrate conpetence as foll ows:

(a) Shall conplete at |east 48 hours of didactic instruction
in a formal program approved by the departnment, as prescribed in
subsection (7).

(b) Achi eve a passing score of 70% on the certification
exam nation for the limted scope of practice in radi ography
devel oped by the Anerican registry of radi ol ogic technol ogists
and approved by the departnent in at least 1 but no nore than 3
of the limted scope categories of chest, extremties,
skul | / si nus, spine, or podiatric. A facility needing to perform
exam nations in addition to any 3 of these categories shal
enpl oy a conprehensi ve scope operator according to subsection
(3). A passing score on the basic chiropractic x-ray technol ogy
exam nation given through the American chiropractic registry of
radi ol ogi ¢ technol ogi sts and approved by the departnment is
considered to neet the requirenents of this subdivision for
limted scope spinal radi ography.

(c) Shall conplete the clinical experience requirenents in
subsection (8).

(d) Individuals who have been actively working as a nedica
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x-ray operator for at least 6 months before the effective date of
this part are exenpt fromthe requirenments of subdivision (c).
These individuals shall docunent conpletion of the didactic
training requirenents in subdivision (a) and the exam nation
requirenents in subdivision (b) within 3 years of the effective
date of this part.

(e) Shall obtain not |less than 15 hours, in any 3-year
peri od, of continuing education in the technical or clinical, or
both, aspects and rel ated subjects of x-ray exam nations in their
scope of practice.

(3) Conprehensive scope operators are not limted in scope of
practice for perform ng nmedical x-ray procedures. Conprehensive
scope operators nmust neet the prerequisite qualifications,
receive training, and denonstrate conpetence as foll ows:

(a) Shall neet the standards for issuance of a registration
certificate as a regi stered technol ogist fromthe American
regi stry of radiologic technologists or other nationally
recogni zed accreditation body. These standards, entitled "Rules
and Regul ations", as revised in February, 1990, and "By-Laws", as
revised in Septenber, 1989, published by the Anerican registry of
radi ol ogi c technol ogi sts, are incorporated by reference. These
standards are available fromthe M chigan departnment of consumer
and industry services and the American registry of radiologic
technol ogi sts or any other nationally recognized credentialing
body. A determination by the American registry of radiol ogic
technol ogi sts that an individual neets its respective standards

for issuance of a registration certificate is prim facie
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evidence to the departnent that the individual conplies with the

st andar ds.

(b) Shall, except as otherw se provided in this subdivision,

if the scope of practice includes specialties such as conputed

t onography or radiation therapy, neet the standards for issuance

of advanced certification in that specialty fromthe American

regi stry of radiol ogic technol ogists,

as approved by the

departnment. A facility that, on a formas prescribed by the

departnent, can denonstrate, based on the nunber, conplexity, and

vari ety of specialty procedures perfornmed at that facility and

any other facility under the same ownership within the preceding

12-nmonth period, that a conprehensive scope operator could not

possi bly satisfy the conprehensive experience standards required

to obtain an advanced certification in that specialty may, if

approved by the departnent, be exenpt fromsatisfying this

subdi vi si on

(4) Dental x-ray operators, except dentists |icensed under

article 15, shall neet the prerequisite qualifications, receive

trai ning, and denonstrate conpetence as foll ows:

(a) Shall conplete at |east 36 hours of didactic instruction

in a formal program approved by the departnment, as prescribed in

subsection (9).

(b) Graduates of a dental hygiene or dental assisting program

certified by the comm ssion on dental

by the departnent [or individuals who have successfully conpleted the
M chi gan dental association radiology training progran] are considered to

have net the requirenents of

subdi vision (a).

accredi tation and approved

(c) Individuals who have been actively working as a dental

H00288' 03 (H- 1)
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x-ray operator for at least 6 months before the effective date of
this part shall docunent conpletion of the didactic training
requirenents of subdivision (a) or (b) within 3 years after the
effective date of this part.

(5) Veterinary x-ray operators, unless under the direct
supervision of a veterinarian |icensed under article 15, shall
neet the prerequisite qualifications, receive training, and
denonstrate conpetence as foll ows:

(a) Shall conplete at |east 36 hours of didactic instruction
in a formal program approved by the departnent as prescribed in
subsection (10).

(b) Individuals who have been actively working as a
veterinary x-ray operator for at least 6 nonths before the
effective date of this part shall document conpletion of the
didactic training requirenments in subdivision (a) within 3 years
after the effective date of this part.

(6) Limted scope x-ray operators, as described in subsection
(2), shall performonly the follow ng specific x-ray exam nations
unl ess ot herw se authorized under subsection (2):

(a) The followi ng x-ray exam nations of the extremties:

(i) Hand and fingers................... PA, | ateral, oblique.
() Wists. ... ... PA, lateral, oblique.
(i) Forearm ........ . .. .. AP, lateral.
(Iv) Elbow. ... .. AP, | ateral.
(V) Humerus. . ... AP, lateral.
(vi) Foot and toes..................... AP, | ateral, oblique.
(vii) Ankle........ ... .. . . . . . AP, | ateral, oblique.
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(viii) Tibia-fibula........ ... .. ... .. .. . ... ..... AP, | ateral

(IX) Knee. . ... ... . AP, | ateral.

(X) Femur. . ... AP, lateral.

[(b) X-ray exami nations of the 5 regions of the spine as ordered by a
physi ci an. ]

(i) Cervical spine..................... AP, | ateral, odontoid,

non-trauma, Swi nmmer's non-trauna

(ii) Thoracic spine....... AP, | ateral, swi nmer's non-trauna.

(iii) Lunbar spine............... AP, lateral, L5-S1 |ateral.

(c) PA, AP, lateral, oblique, decubitus, and apical |ordotic

X-ray exam nations of the chest.

(d) DP and | ateral x-ray exam

nati ons of the ankle.

(e) The followi ng x-ray exam nations of the skull and sinus:

(1) Entire skull

(1) Paranasal

si nuses.

(iii) Faci al bones.

(iv) Mandi bl e and t enporomandi bul ar joint.

(7) An indivi

dual described in subsections (2) and (3) shal

conplete a mnimum of 48 hours of didactic training in a fornal

trai ni ng course.

After successfu

conpl etion of the course, the

i ndi vi dual shall pass an exam nation appropriate to his or her

scope of practice and conplete the clinical experience

requi renents prescribed in subsection (8). The formal training

course is subject to departnment approval and shall provide

instruction in al

of the follow ng subjects:

(a) Radi ation protection including all of the foll ow ng:

(i) Patient protection.

(i) Personnel

H00288' 03 (H- 1)
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(iii) Radi ati on exposure and nonitoring.

(b) Equi prent operation and mai ntenance including all of the
fol | ow ng:

(1) Radi ographic unit conponents.

(i) Principles of x-ray production.

(iit) Recognition of malfunctions.

(c) I'mage production and evaluation including all of the
fol |l ow ng:

(1) Selection of technique factors.

(i) Filmprocessing and quality assurance.

(i) Eval uation of radiographs.

(d) Patient care including all of the foll ow ng:

(1) Legal and professional responsibilities.

(i) Patient education, safety, and confort.

(iii) Prevention and control of infection

(iv) Patient nonitoring.

(e) Radi ographi c procedure positioning.

(8) An individual who conpletes the requirenments of
subsection (7) shall conmplete 1 nonth of clinical training during
which tine he or she may performthe x-ray exam nations all owed
under subsection (6) only under the direct supervision of the
physi cian in charge, a conprehensive scope operator, or a limted
scope operator with no Il ess than 3 years of experience. An
i ndi vi dual described in this subsection shall be trained in
proper imagi ng procedures as |isted bel ow

(a) Selection of appropriate filmsize.

(b) Selection of appropriate techni que factors.
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(c) Use of correct source-to-imge di stance.

(d) Establishnment of proper direction of central ray.

(e) Execution of proper patient position.

(f) Collimation of the x-ray beam as appropriate.

(g) Providing gonadal shielding if appropriate.

(h) Using correct film markers.

(i) Gving proper patient instruction.

(j) Placing patient information correctly on the film

(k) Conmpleting examnation in a tinmely manner.

() Qotaining desired anatomy and positioning results on the
film

(m Ootaining appropriate contrast and density on the film

(n) Identifying visible notion or filmartifacts and
repeating examif needed.

(9) An individual described in subsection (4) shall conplete
a mnimum of 36 hours of didactic radiology training in a formal
training course. The course is subject to departnment approval
and shall provide instruction in all of the follow ng subjects:

(a) Radiation protection, including all of the follow ng:

(i) Patient protection.

(ii) Personnel protection

(i1ii) Radi ati on exposure and nonitoring.

(b) Equi prent operation and mai ntenance, including all of the
fol | ow ng:

(1) Radi ographic unit conponents.

(i) Principles of x-ray production.

(i1ii) Recognition of malfunctions.
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(c) I'mage production and eval uation, including all of the
fol |l ow ng:
(i) Selection of technique factors.

(i) Film processing and quality assurance.

1
2
3
4
5 (iii) Eval uation, nounting, and | abeling of radiographs.
6 (d) Patient care, including all of the follow ng:

7 (1) Legal and professional responsibilities.

8 (i) Patient education, safety, and confort.

9 (iit) Prevention and control of infection.

10 (iv) Patient nonitoring.

11 (e) Radi ographic procedure positioning and fil m sel ection,

12 including all of the follow ng:

13 (1) Periapical.

14 (i) Bitew ng.

15 (i) Cccl usal.

16 (iv) Panoram c.

17 (v) Cephal onetric, orthodontic only.

18 (vi) Transcranial and TMJ, oral/nmexillofacial only.

19 (10) An individual described in subsection (5) shall conplete

20 a mnimum of 36 hours of didactic training in a formal training
21 course. The course is subject to departnent approval and shall

22 provide instruction in all of the follow ng subjects:

23 (a) Radiation protection, including all of the follow ng:

24 (1) Personnel protection.

25 (i) Radi ati on exposure and nonitoring.

26 (b) Equi prent operation and mai ntenance, including all of the

27 follow ng:
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(1) Radi ographic unit conponents.

(ii) Principles of x-ray production.

(1i1) Recognition of malfunctions.

(c) I'mage production and eval uation, including all of the
fol | ow ng:

(i) Selection of technique factors.

(i) Filmprocessing and quality assurance.

(iii) Eval uation and | abeling of radiographs.

(iv) Infection control.

(d) Radi ographi c procedure positioning.

Sec. 13575. A nmunicipality or a departnent, agency, or
official of a municipality shall not license, regulate, or
require the registration of a radiation machine [

]

Sec. 13581. The director shall appoint an ionizing
radi ati on advisory conmittee. Menbers of the conmttee serve at
the pleasure of the director. The commttee shall furnish to the
departnent technical advice the conmttee considers desirable or
t he departnent may reasonably request on matters relating to the
radi ati on machi ne control program

Sec. 13585. A person who violates this part or a rule
pronul gated under this part or who fails to obtain or conply with
a condition of registration under this part is guilty of a
m sdenmeanor puni shabl e by inprisonnment for not nore than 180
days, or a fine of not nore than $10, 000.00, or both. A court
may fine a person not nore than $2,000.00 for each violation of

this part. Each day a violation continues is a separate
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viol ation.

Sec. 13586. |If, after thorough investigation by the
departnent, it is the judgnent of the departnent that a person
has engaged in or is about to engage in an act or practice that
constitutes a violation of this part or a rule or order
pronmul gated or issued under this part, the attorney general, at
the request of the departnment, shall apply to the appropriate
circuit court for an order enjoining the act or practice or for
an order directing conpliance with this part or a rule or order
promul gated or issued under this part.

Enacting section 1. Sections 13523 and 13531 of the public
heal th code, 1978 PA 368, MCL 333. 13523 and 333. 13531, are

repeal ed.
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