DEPARTMENT oF HEALTH]

Protecting, maintaining and improving the health of all Minnesotans

November 16, 2011

Duncan White, Acting Deputy Director
Division Materials Safety and State Agreements
Office of Federal and State Materials and
Environmental Management Programs

U.8. Nuclear Regulatory Commission

18-E24

Washington, D.C. 20555-0001

Dear Mr. White:

Enclosed is a copy of the final revisions to the Minnesota Radiological Health Rules Relating to
Radiation Safety dated August 9, 2011. The final revision does not indicate the changes that were
made to the rules. In order to easily identify the changes made by underlined and stricken text, I
have inchided the revision dated August 20, 2010 and the Order of Adoption dated July 8, 2011.
The Order of Adoption shows the final changes that were made to the August 20, 2010 revision.
The Rules correspond to the following equivalent amendments to NRC’s regulations.

Rats ID Title - State Seclion

2009-1 Medical Use of Byproduct Material 4731.4411, 4731.4412, 4731.4414,
— Authorized User Clarification 4731.4433,4731.4436, 4731.4443,

: 4731.4444, 4731.4445, 4731.4446,
4731.4458, 4731.4459, 4731.4479

“In addition to making the NRC inifiated changes listed above, this rulemaking accomplished the
following: expanded the exception to posting to include afterloaders and gamma stereotactic
radiosurgery units; clarified the report requirements for leaking sources; deleted redundant -
language; removed the individual monitoring reporting requirement for industrial radiography
licensees; clarified the notification and reporting requirements for industrial radiography events;
added requirements for control of aerosols and gases; and added qualifications for nuclear
medicine technologists.

We believe that adoption of these revisions satisfies the compatibility and health and safety
categories established in the Office of Federal and State Materials and Environmental
Management Programs (FSME) Procedure SA-200.

General Information: 651-201-5000 = Toll-free: 888-345-0823 « TTY: 651-201-5797 ¢ www.health.state.mn.us
An equal opportunity employer '



If you have any questions, please feel free to contact me at 651-201-4522 or by email at
sherrie.flaherty(@state. mn.us.

Sincerely,

S %‘, dc¢.

Sherrie Flaherty, MHP, DC, Supervisor
Minnesota Department of Health
Radioactive Materials Unit

PO Box 64975

St. Paul, MN 55164-0975

Enclosures: As stated '
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4731.2320 EXCEPTIONS TO POSTING RMQIHREMENT S.
[For t;:xt of subgs 1 to 3,see MR-

Subp. 4. Hqspital; teletherapy, remote aﬂ:erloadef, or gamma stereotactic

| radiosurgery units. A room in a hospital or djﬂic that is used for teletherapy, remote

afterloader or gamma stereotactzc radlosurgery units is exempt from the reqmremcnt

0 post a cautlon sign ift
_ Eor text of items A and B, see MR} 7
47312360 LEAK TEST ﬁEQUIREMENTS.
[For text of subps 1 to 4, see M. R}

Subp 5 Level of detectlon The Ieak test must be capable of detectmg the presence

of 0. 005 microcuie (185 becquerel) of radioactive materlal on the test sample.

A. Ifthe tt;st reveals the presence of 0.005 microcurie (185 becquerel) or more

of removable contamination, the source must bé removed immediately from service and

_decontaminatéd, repaired, or diS'pOSGd of accordiug to this c_:haptez.'

~B. The hcensee must file a report Wlth the commissioner w1tlnn five days

The report must mclﬂde
(1) the rﬁodei num_ber and -serial number, if assigned, of the leaking source:
(2) the identity of the radionuclide and its estimated dctivity; |
(3) the results of the test; -
(4) the date of the test: and
(5) the action taken

[For text of subps 6 fo 8 see MR ]

4731.2510 RECORDS; SURVEYS.

47312510 | : 1
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Subpart 1. Record maintenance; three years. A licensee must maintain records

showing the tesults of survejrs and calibraﬁoﬁs required under palfs 4:73 1.2200 and

4731 .2350, subpart 2, for three years after the record ‘is made. Therecord must include:

A. the date of the measurements;

B. the manofacturer's name, model number, and sarial number for the

mstrument used fo measure radiatioﬁ or contamination 'ieveis;
C. the radiation or contamination level; and’

D. the name or initials of the individual who performed the surveys or -

calibrations.
[For text of subp 2, see MR

"Subp. 3. Instrement identification. To satisfy the requirements in subpart 1, ftern

B, licensees may assign a unique identification to an instrument provided:

A, the manufacturer § name, m()del number, and serial number for each

ipstrument is maintained and available for mspecuon by the department and

B. the unique identiﬁcation is indicated on each instmment.

4731. 2320 DETERMINATION OF PRIOR OCCUPATIONAL DOSE
{For text of subps 1to 3 see M. R}

- Subp. 4. Récdrd keepmg. A licensee must record the exposure history of each a

individual, as required by subpart  or 2, on a cumulative occupational exposure record

form préscribed by the commissioner, or othér clear and legible record includiﬁg all of the

information required by the commissioner's form. The form or record must show each

period in which the individual received occupational exposure to radiation or radioactive

material and must be signed by the individual who received the exposure. For each period

for which the licensee obtains reports, the licensee must use the dose shown in the report

47312520 _ 2
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in preparing the exposure record. For any period in which the licensee does not obtain a .

report, the licensee must place a notation on the record indicating the periods and time

for which data are not available.

[For text of subps 5 and 6, see M.R_]
4731.2650 REPORTS;. INDIVIDUAL MONITORING.
A. This part applies to a person licensed by the commissioner to possess or use

at any _-time for -processing or mamifacturin g for distribution. according to pérts-4731 3000 -
to 4731.3 175, 4’731.3_300 to 4731.35380), or 4731.4400 to 4731 .4527,' radioactive mateﬁaj

- in quantities exceeding any one of the following quantities:

‘Radionuclide | Quantity of
_ ' Radionuclide in curies -
CCesium-137 .1
Cobalt-60 - | . 1
Gold198 - - 100
lodine-131 -~ 1
 Iridiom-192 - 10
' Kry;)ton-SS . | 1,000
A Proniat]:ﬁ_u'm—14’7r ) 10

Technetium-99m ¢ 1,000

. B. The commissioner may require reports from licépsees who are Jicensed to
use radionuclides not listed under item A in quantities sufficient to cause comparable

ré.diation levels.

C. A licensee undcf item A must submit an annual report of the'resqlts of
individual monitoring carried out by the licensee for each individual for whom monitoring
was required under part 4731.2210 during that year. The licensee may include additional

data for individuals for whom monitoring was provided but not requiréd. The licensee

4731.2650 . , 3
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must use an NRC Form 5, or its equivalent, or electronic media containing all the

information required by the NRC form, to file the report.

D. A licensee must file the report required under item C, covering the preceding

~ year, on. or before Apnl 30- of each year. A licensee must submit the repost to the

COmMISsioner.

4731.4070 LEAK TESTING, REPLACEMENT, AND OTHER MODIFICATIONS
OF SEALED SOURCES. -

. {ForteXtOfsubPHBHd 2, SaeMR] e
Subp. 3. Leaking source. o |
{For te;,s;t of iftems Aand B, see M.R._] :
C. | A reéort must be filed Wit;h the commissionef, within five days and must
include: ‘. |
‘(1) thé médel number and serial gumﬁer, if assigned, of the leakjnglsourcek;
(2} th_e idé:ntﬁy of the Iac_iio.nuclide aﬁd ifs estimatgd aétivity; |
(3) the résults of the test; |
(4} the date of the tes‘t;‘andr
| (55 the action t.éken‘ -
| _ {Fof texf of subp 4, see M.R.]
4731.4350 NOTIFICATIONS.
Sﬁbpa‘rt_ 1. Immediate ﬁotiﬁ_cati'on réquired.. A Licensee must notify the
commissionef as soon a’s'possﬂ?le but ot later than four hours after thg discovery of aﬂjf

event that prevents immediate protective actions necessary to avoid exposures to radiation

- or radicactive materials that could‘exceed regulatory limits or releases of licensed nﬁaterial

“4731.4350 . 4
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. that could exceed régulatory limits. Reportable events under this subpart inchide fires,

explosions, toxic gas release, or similar hazards.

‘Subp. 2. 24-hour notification required. A licensee must notify the commissioner
within 24 hours after discovery of any of the fdllowing evéilts involviﬁ_g licensed niaterial:
A. the occirrence of any of the following incidents involving radiographic
equipment: |

(1) unintentional disconnection of the source assembly from the control

(2) inability to reiract the source assembly to its fuﬂy shlelded posmon and

secure it m the fully shlelded posmon Or

(3) failure of any component, cntlcal to safe operanon of the devme to

'propeﬂy perform its intended functlon

B. an cvent in which equipment is disabled or fails to function as designed when:

(1) the equipment is required by rule or license condifion to prevent.
releases exceeding regulatory limits, to prevent exposure to radiation and radioactive
materials exceeding regulatory limits, or to mitigate the Consequencgs of an accident;

(2) the equipment is required to be available and -op'erable whenitis -

disabled or fails to function; and

(3) no redundant equipment is available and operable to perform the

required saféty function;

C." an vnplanned contamnination event that:

(1) -requires access to the contaminated area, by workers or the public; to’
be restricted for more than 24_ﬁ0ur_s by imposing additional radiélogical controls or by

prohibiting entry into the areas;

4731.4350 . , 5
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(2 involves a quanmy of matenal greater than five times the lowest annual

Limit on mt&ke specified in part 4731. 2’?5 0 for the material; and

(3) restricts access to the area for a reason other than fo a]low 1sotopes with

a half-life of less than 24 hours to decay pnor to decontammation

D. an event fhat requires unplanned medical treatment at a medical facility of

an individual with spreadétble radioactive contamination on the individual's clbt’fﬂﬁg or

“body; or

E. anunplanned fire or explosion that damages any licensed material or any
device, container, or e(juipmeﬁt containing licensed materials when: ‘

(1) the quantity of material involved is five times the lowest annual Hmit

on intake specified in part 4731.2750; and
(2) the damage affects the integﬁtjf of the licensed material or its'con-tajnef.

Subp. 3. ‘Preparation and submission of nofifications. A licensee muist make
notifications required under subparts 1 and 2 by telephone to the commissioner. 'To the
extent the information is avaliable at the fime of no‘aﬁcatlon the information prowded

must mclude
A. the caller's name a#d call-back télepﬁone number;
B. a déscﬁpﬁon: of the evénf-,‘incllﬁding dgte and time;
" C. the exact location of the event:
'D. the isotopes, quantitics, and chemical and physical foﬁn rof.lthe ]iée,nsed
matedal involved; and ' |
| E é.ny pérsonnel radiation eXposure data available.

‘ Subp 4. Reports requlred A licensee who makes a notiﬁcatmn required undar

subpatt 1or 2 ‘must submit 2 written foﬁow-up report W1thm 30 days of the nouﬁcatxon -

4731.4350 o : 6
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Written reports prepared as required by other rules may be submitted to fulfill this
requiremnent if the reports contaln all of the necassary mformaﬂon and the appropnate

chstnbuﬁon is made. The reports must be sent to the commissioner and mclude
A. adescription of the incident;
B. the cause of each incident, if known;

C. the name of the manufacturer and mod&l numbar of eqmpment mvolved

in the m01dent
]57 the plécé, daté,- and time of the incident;
E. fhe a;tions taken to estab]ish ‘normal opergtidns;’
E the éOI;ecﬁve actions taken or planned o prevent requr?ence;
G. the qualifications of personnel tavolved in the incident;

H. the isotopes, quantities, and chemical and ‘physical form of the licensed

material involved;
1. the results of any evaluations or assessments; and

J. the extent of exposure of individuals to radiation or to radioactive materials, -

without identification cf the individuals by pame.

-Subp. 5. Reporting unlisted use. A licensee conducting radiographic operations or
storing radioactive material at any location not listed on the licengée fora period in excess of
180 days in a calendar yéar must notify the commiséionc;: prior to exceedih‘g‘the 180 days.
4731.4411 RADIATION SAFETY OFFICER TRAINING.

[For toxt of sibp 1, ses MR]

Subp . Certificdtion reqmrements A spf:cmlty board under subpart 1, 1tem A,

shall require all candidates for cemﬁcatlon to:

4731.4411 ' 7
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[For text of item A, see MR ] ‘

B. (i) hold a master's or doctor's degree in physics, medical physics, other
physical science, engineering, or applied mathematics from an accredited college or
university; -

| (2) have two years of full-time practical training or supervised experience
in médical 'physics: :
(a) under the supervision of a mechcai physicist who is certlﬁed n

medlcal physu:s by a specialty board recogmzed by the NRC or an. agreement state or -

(b) in clinical nuclear med;cme facilities prowdmcr dlagl'}.OSth or

.therapeutlc services under the direction of physzczans who meet the requ:reme:nts for

, au_thonzed users in part 4731 4414, 4731.4436, or 473 1 .4443, and

(3) pass an examination, admlmstered by diplomates of the- specialty boaxd

that 28825588 kﬂowledcre and competence in chmcal d1agnost1c racllolo glcal or nuclear

medicine physics and in radlat]on Safety

4731 4412 AUTHORIZED MEDICAL PHYSICIST TRAINING

Subpart L. Trammg and education requirements. Except as provided in part

: 47 31 44 14 a licensee must require an authonzed medical physicist to be an individual

who:
_ A. is certified by a specialty bc_)ard whose certification process has been
recognized by the NRC or an agreement state and: '
(1) has obtained written attestation that the individual has satisfactorily _

completed the zeqmrements in this item and Subpart 2 and has achleved a level of

competency sufﬁment to function independently as an authorized medical physicist for

~ each type of therapeutic medical mnit for which thc—:: individual is requesting authorized

medical physicist status. The writtén attestation must be signed by a preceptor authorized

4731.4412 - , 8



9.1
9.2

93

9.4

95
9.6
9.7
08

99

910

9.11

9.12

9.13

2.14.

815

8.16

©8I7

5918

89.19

920

9.21

0810511 - . . REVISOR sGsIC AR38RIST

'medical physicist who meets the réquiréments in this part, paﬁ 4731. 4414 or equivalent
"NRC or agreement state requuements for an authorized medlcal physicist for each type

of therapeutic medical unit for which the mdmdual 1$ requesting authonzed medical

physicist status; and
[For text of subitem (2), see M.R.]

B (1) holds a master’s or doctor‘s degree in physics, medical physics, other -
physical science, enomeermg, or apphed mathematics from an accrédited coﬂecre or

university, and
[For text of uhits (a)'and (b}, see M.R.]

(2) has obtained mitten _attestétion that the individuaf has éatis;facto_rﬂy
completed the requirements in this item and has achieved a level of competency sufficient
to function independenﬂy asan authorized medical physicist for each fype of thefépguﬁc
medical unit for which the individual is requesting authonzed medical physicist status.
The written aftestation must be sigﬁed by a pfeceptor authorized medical physicist Who
meets the requuemem‘s in this part part 4731.4414, or equwaleat NRC or agreement state

quugements for an authonzed medical physicist for each type of therapeutlc medical umt

for which the individual is requesting authorized medical physicist status, and
[For text of subitem (3), see M.R.]

Subp 2. Certification reqmrements A spec:lalty board under subpart L, item A, -

shall requufe all candidates for’ ‘certification to:
[For _text_ of item A, see MR.]

'B. have two years of full-time practical training or supervised expetience in

medical physics:

4731.4412 ' o . -9
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" (1) under the supervision of a medical physicist who is certified in medical
physics ‘ﬁy a specialty board recognized by the cémmissioner, the NRC, or an agreemezifc'
Stat;f:;.— or | ' |

{2} 1n clinical radiation faci_lities p;ovidinghigh—energy, external beam
therapy (pﬁotons and electrons with eﬁergies greater than or equal fo :1 ,000,000 electron
volts) and brachytherapy Services Lmder the direction of physicians who meet the

qumrements in part 4731 4414, 4731 4458 or4731 4479 and

{For text of tem C, see ML.R. }

4731.4414 TRAINING; EXPERIENCED RADIATION SAFETY (V)FFICER‘ ‘-
TELETHERAPY OR MEDICAL PHYSICIST AUTHORIZED USER, AND
NUCLEAR PHARMACIST.

[Foi’- text of items A tc.; D, see M.R.]

E. Individuals who need not comply with trajnjng' requitements described in

this part may serve as preceptors for, and supervisors of, applicants seeking anthorization

on licenses issued under this chapter for the same uses for which these individuals are -

authorized.

4731.4430 CONTROL OF AEROSOLS AND GASES.

Subpart 1. Collection system. A licensee who administers radicactive aerosols or

gases must do so with a’systemn that will keep airborme concentrations within the Timits .

. prescribed by parts 4731.2020 and 4731:2090.

Subp. 2. System vented or system collection,' The systemn must either be directly
vented to the atmosphere through an air exhaust or provide for collection and decay or

disposal of the aerosol or gas in a shielded contziner. -

" Subp. 3-. Negative j_)ressure required‘ A lcensee must onljy/adﬁ]inister radioactive -

~ gases in rooms that are at negative pressure compare.d to surrounding rooms.

47314430 _ S 10
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Subp. 4. Calcplation of tirme needed after a reiease.' Before receivmg, using, or
storing a radioactive gas, the licensee must calculate the amount of ﬁme needed aftera -
release to reduee the concentraﬁen in the aﬁea of use to the oceupaﬁonali limit listed in
part 4731.2750. The calculation must be based on the highest actlwty of gas handled in a -

smgle contamer and the measu.red a\zaﬂable air exhaust rate.

‘Subp. 5. Pasting time needed after a rel'ease. A licensee naust post the time needed
after a release to rednce the eonce'ntration to the oeeupational limit calculated for the area
of use and require that, in case of a . gas spﬂl individuals evacuate T:he roorm until the

posted time has elapsed
Subp. 6. Monthly check on collection system. A licensee must cheek the operation
of collection sys‘iems monthty and measure the Ventﬂatu}n rates in areas of use at mtervals

not to exceed six months.

Subp. 7. Records retention. Records of these checks and measurements must be

maintained for three years.

- 4,_731.4433 UPTAKE, DILUTION, AND EXCRETION STUDIES; TRAINING.

Subpaﬁ 1. Training and education requirements. .Except as provided under part

47314414, a hcensee must quuue the authorized user of unsealed radioactive matenal for

the uses authomed under part 4731 4432 to be a physician who:

A, iscertified by a medcical spec:1alty board whose ceztlﬁeatlon process has been
recognized by the NRC or an agreement state and has obtamecl wriften attestatlon signed
by a-preceptor anthorized user who meets the reqmrements of this part, part 4731.4414,

4731.4436, or 4731.4443, or equi\;’alent requirements of the NRC or an agreement state,

that the individual has satisfactorily compieted the. requjr‘ements in subpart 2 and has

achieved a Ievel of competency sufficient to function mdependenﬂy a8 an authonz;ed user .

for the mecheai uses authorized under part 4731 4432

4731.4433 - ' 11
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B. isan authonzsd user under part 4731 4436 or 4731.4443 or under eqmvalent
requu‘ements of the NRC or an agreement state; or -

C. has:

(1) completed 60 hotirs of tréining and experience, including a minimum of
eight hours of clas sroom and laboratory fraining, in basic radionuclide handling techniqﬁes "
applicable to- the medical use of unsealed radmactwe material fo1 uptake, dilution, and

excretion studles The training and expeﬂe:nce must molude
[For text of unit (a), see M.R.]

(b) work. experience, under the supervision of an authonzed user

who meets the requlrements in this part, part 4731 4414 4731, 4436 or 4731 4443 or

‘equivalent requirements 6f the NRC or an agreement. state, mvolvmg

[For text of subunif:s ito vi, see MR.]

(2) obtained written attestation, signed by a precepf:or authonzed user
Who meets the requirements of this part, part 4731.4414, 4731.4436, or 4731. 4443,
or equivalent requirements of the NRC or an agresment state, that the individual has
'satisfactorﬂy completed the requirements in tlﬁs item and has achieved a level of

competency sufficient 0 function 1ndependently as an authorized user for the ma(hcal uses

' authorized under part 4731. 4432

{Eor text of subp 2, see M.R.]

47314436 IMAGING AND LOCALIZATION STUDIES; TRAINING.

| Subpart 1. Training and education requireménts. Excépt as provided under part .
4731.4414, a licensee must require an authorized user of 1‘1nse'aled radioactive material for.
the uses authorized under part 4731.4434 to be a physn:lan who is qualified as follows

under item A, B, or C:

A. The physician must:

4731.4436 - . : 12
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(1) be certified by a medical specialty board whose certiﬁcatlon process

has been recogmzed by the NRC or an agreement state;

(2) must also have obtained Wntten attestation that the individuai physician
has satisfacton’ly completed the requirements in subpm 2 and has achieved a level of
competency sufficient to function independently as an authonzed user for the medical

uses authonzed ander patts 4731 4432 and 4731.4434. The attestatlon must be 51gned

by a preceptor authonzed user Who meets

_ {a) the requirements in this pait;
(b) the quﬁirementsiin iteﬁ C, subitem (15, umit (bj, sﬁbuﬁt vii, and
part 4731.4443, S
V' (c)' - the requirements m part 4;731.4414; or
{dy equ_ivalent requirements of the- b&RC ér an agrbement state.

B. The physician rmust be an authorized user under part 4731.4443 and meet the
requirements in ifem C, subitem (1), unit (B), subunit vii, or eqﬁivaleﬁt requiréments of the

NRC or an agreement state; or -
C. The physician must have:

(1} completed 700 hours of trammg and expenence mcludmg a rmmmum
of 80 hours of classroom and laboratory trammg, n basxc ramonuchde hand]mg techmques
apphcable to the medical use of unsealed radioactive material for imaging and lecahzanon i

studles The training and experience must include, at a mm;Lmum
[For text of unit (a), see M.R.]

{b) work experience, under the supervision of an authorized user who

meets the requirements in this part, part 4731.4414, or in subunit vii and part 47314443,

' oir equivalent requirements of the NRC or an agfeement state, involving:

47314436 13
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[For text of subunits i to vii, see M.R.]
(2) obtained written attestation that the individual physician has
satisfactorily completed the requirements in this item and has achieved a level of
competénéy sufficient to function independently as an authorized user for the medical

uses authorized under parts 4731.4432 and 4731 4434 The attestatlon must be mgned

by 2 preceptor authorized nser who meets:
(a) the reqmrements i this part;

~ (b) the requirements in subitem (1), unit (b), subunit vii, and part

4731.4443;
(c) the requirements in part 473 1.4414; or
(d) equivalent requirements of the NRC or an agreement state. 7

| Subp. 2. Certification requirements.- A specialty board shall require all candidates .

for certification to;

A. complete 700 hours of training and experience in basic radionuclide handling

=3

‘techniques and radiation safety applicable to the medical use of unsealed radicactive

material for i imaging and Jocalization studies that include the topics hsted in subpart 1,

item C,. subitem (1), umts (a) and (b); and

B. pass an examination administered by dip_lomafes of the specialty board,
which assesses knowledge and competence in radiation séfety, radionuclide handling,

and qua]ity control.

4731.4443 UNSEALED RADIOACTIVE B&ATERIAL WRITTEN DIRECTIVE
REQU[RED TRAINING. -

-Subpart 1. Tralmng and education reqm'rements. Except as provided undef part
4731.4414, a licensee must requlre an authorized user of unsealed radioactive matenal for

the uses authorized under part 4731.4440 10 be a physman who:

4751.4443 - 14
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A. 1scertified by a medicai specialty board whose certification process has
been recogrized by the NRC or an agfeament state, meets the requirements in item B,
‘sribiteni (1), unit (b), subunit vi, and has- of)tai_ned written attestatiori that the individual
has satisfactorily completed the requiremént's in this item an& subpaﬁ 2 and has achieved -
a level of competenéy sufficient to function independently as an authoﬁzed user for thé
medical uses anthorized under part 4731.4440. The written attestaﬂon must be swned by
a preceptor authonzed user who meets the requuements of this patt part 4731 4414 or

equivalent requzrements Of the NRC or an agreement state, A preceptor authonzed user

- who meets the requirements in item B minst also have experience in admjmstenng dosages

. in the same dosage category or categories under item B, subitern (1), ugit (b), subunit Vi,

as the 1ndividual zequestiﬁg authorized user status; or
B. has:

(1) completed 700 hours of training and experience, including a minimum _ '
of 200 hours of classroom and laboratory training, in basic radionuclide handling
techmques applicable to the me;dical use of unsaaled radioactive matenal requm.ng a

written dlracmve The tra.mmg and expenence rust include:
[For text of tnit (a), see M.R.]
‘() work experience, under the supervision of an authorized user who
meets the requireme‘nts in this part, part 4731.4414, or equivalent requirements of the
NRC or an agresment state. A supermsmg authonzed user who megts the requuements n

thls item must also have experience in administering: dosages in the same dosage category

~Or categories under subunit vi as the individual requesting anthorized user status. The

work experience must involve:
[For text of subunits i to Vi, see MLR.]

(2) obtamed wnﬁen attestation that the individual has satlsfactorﬂy

completed the requ,zrements in this item and has achieved a level of competency sufﬁclent

47314443 : s
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{o function independently as an authorized user for the medical uses authorized under part v

4731.4440. The written attestation must beé signed by a preceptor authorized user who

mesets the requirements of this part, part 4731.4414, or equivalent requiréments of the
NRC or an-agreement state. A preceptor anthorized user who meets the requireménﬁ

in this item must also' have eiperience in administering dosages in the sare dosage
category or categories under subitem (1), unit (b), Sﬁbgnit Vi, as the mdlwdual requesting

authorized user statqs.'

{For text of subp 2, see MR}

47314444 ORAL ADMINISTRATION OF SODIUM IODIDE I-131; QUANTITIES
LESS THAN OR EQUAL TO 33 MILLICURTES (122 GB); WRITTEN

'DIRECTIVE REQUIRED; TRAINING.

Except as provided under part 4731 4—414 a hcensee MUst require an authonzed
user for the oral admlmstraﬁon of sodium fodide (I-131) requiring a wntten chrectzve in

quantmes less than or equal to 33 millicuries (1.22GBg)tobea physnnan who:

Al s cartlﬁed by a med_lcal specialty board whose certification process has been
recoghized by the NRC or an agreement state and includes all of the requirements of -
item C, subiterns (1) and (2_),- and who has obtained written attestation that the mdividuaf-

has satisfaétorﬂy completéd the reqﬁirements of item C, subitems (1) and (2), and has

achievéd a level of competency sufficient {o function independently as an authorized usex
for medical ﬁscs'éuthoﬁzed under part 4731.4440. The wrilten attestation must be signed

.by a pfecepi:or authorized user who meets the requirements of this part, part 4731.4414,

47314443, or 4731.4445, or équivale_nt requirements of the NRC or an f{greemeht state. A

_preceptor authorized user who meets the requirement in part 4731,4443, subpart 1, item B,

rmust also have expeﬁence in oral 'adaﬁﬂisuaﬁbn of less than or equai to 33 mﬂ]iéurie_s‘

(1.22 GBq) of sodium iodide (I-131) for which a writien directive is required or oral
administration of greater than 33 millicuries (1.22 GBg) of sodium fodide (I-131) as
specified in part 4731.4443, subpart 1, item B, subitem (1), unit (b}, subunit vi;

4731 4444 16
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[For text of item B, see M.R.] '
C. has: -
[For text of subitem (1), see M.R.]

(2) work eﬁperi::nce undc;r the supervision of &n authorized user who meets
the requiréments of this-part, part 4731.4414, 4731.4443, or 4731.4445, or equivalent
reéuirements of the NRC or an agreement state. A supervising authorized user who theets
the- rerqﬁjrerinents in part 4731.{1443, -subpait 1, itgm B must also.have experience in
ora! administration of less than or equal to 33 millicuries (1.22 GBg) of socﬁmﬁ iodide
(1-131) for which a Writteﬁ 'directive- is réqﬁjied or oral administration of greater than 33 N
millicuries (1.22 GBq) of sodium iodide (I-131) és specified in pért 4731.4443. The = .

WOrk‘eXp‘er'iﬁnce must involve:
- [For text of umnits (a) to {f), see M.R.]

(3) obfain@d written attestation that the individual has sétisfactdﬁly
completed the requireménts of this item ind has achieved a level of competency sufficient
to functi'on iﬂdf;pendently as an bauthorizéd user for medical uses authorized under
part 4731.4440.- The W'r_ittén attestation must be signed by a preﬁsptor aﬁthorizéd user
who meets the requirements of this part, part 4731.4414, 47 31.21443, or 473 14445 or
equivalent requirernents of the NRC or an agreement state. A preceptor ;iuthbﬁze,d user

who meets the requirement in part 4731.4443, subpart 1, item B, must also havé experience

_in oral administration of less than or equal to 33 mﬁ]icuﬁes (1.22 GBq) of sodium iédide_

(I-131) for which a written directive is required or oral administration of greater than 33
millicuries (1.22 GBq) of sodium iodide (I-131) as specified in pai‘t 47314443, -

4731.4445 ORAL ADMINISTRATION OF SODIUM IODIDE; QUANTITIES
GREATER THAN 33 MILLICURIES (1.22 GBq); WRITTEN DIRECTIVE

REQUIRED:; TRAIN]NG

47314445 : A 17
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‘ Except‘_ as provided under part 4731.4414, a licensee must require an authorized
user for the oral administrétion of sodium iodide (I-131) requiring a written directive in
quantities greater than 33 millicuries (1.22 GBqg) to be a physician who:

A, 1s certified By a medical specialty board whose certification proéess has

been recogniied by the NRC or an agreement state and includes all the requirements in.

itém C, subiterns (1) and (2), and who has obtained written attestation that the individual -

| has Satiﬁfactdﬁly completed the requirements of this item and has éChieved_a level of _

competency sufficient to function independently as an authorized user for medical uses

authotized under part 4731.4440. The written affestation must be signed by a preceptor
authorized user who meets the requirements in this part, part 4731.4414 or 47314443,
or equivalent reqmrements of the NRC or an agreement state. A preceptor authorized
user who meets the requuements in part 4731 4443, subpart 1, itern B, rmust also have
experience in the oral administration of I-131.in quantmes greater than 33 mﬂlmunes as

spemﬁed in part 4731. 4443, subpart 1, item B subitern (1), unit (b) subumt vi;
[For text of : 1tem B, see MR.]
C. has:
{For teit of s;u‘éiteﬁl (1}, see M.R.]

{2) has work experience, under the supervision of an authorized user who

or equivalent requirements of the NRC or an agreement state. A supervising authorized

© user who meets the requirements in part-4731.4443, subpart 1, item B, must also have

experience in the oral administration of I-131 in quantities greater than 33 millicuries

: under part 4731.4443, subpart 1, item B, subitem (1), unit (b}, subunit vi. The work

experience must involve:

[For tf}xt of units (a) to (f) see MR]

4731.4445 . 18
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(3) obtained written attestation that the individual has satisfactorily
completed the requirements of this item and has aéhigired a level of competency sufficient

to function independently as an authorized user for medical uses authorized under

- part 4731.4440. The written attestation rmust be signed by épre:ceptor authorized user

who meets the requirements in this part, part 47314414 or 4731.4443, or equwalent

| requiremnents of the NRC or an agreement stafe. A preceptoz authorized user Who meets

the requirements in part 4731 4443, subpar{ 1, item B, must also have experience in the

- oral ad.mmmtrauon of I-131 in quantities greater than 33 mﬂhcumes under paﬂ 4731 A443,

| subpart 1, 1temB subitem (1) unit (b) subunif vi.

4731.4446 PARENTERAL ADNHNIS’IRATION OF UNSEALED RADIOACTIVE
MATERIAL; WRITTEN DIRECTIVE REQUIRED; TRAINING. -

[For text of item A, see M.R.]
B. The physician under itern A, su?:;items (2) and. (3). mﬁ_st have:
[For text of subitem (1), seé MR] -

(2) work experience, under the supervision of an authorized user who meets
the requirements in this.pért part 4731.4414 or 47314443, or equivalent requirements of - |
the NRC or agreement state, in the parentsral administration, for which a written dl]_'GCTJ.VE:A
is requme¢ of any beta emitter, or any photon-emitting radionuchde with a photon energy

léss than 150 keV or parenteral admm13trat:10n of any other radionuclide for which a

writtén. direcﬁve is required. A supervising anthorized nser who meéts the requirements n

. part 47 31.4443 must have experience in parenteral administration of any beta emitter, or a N

photon—ermttmg radzonuchde with a photon energy less than 150 kilo electron volts for

whick a written directive is required or parenteral administration of any other radionuclide
for which a written directive is féqﬁjred as specified in part 4731.4443, Subpért 1, item B,

subitern (1), unit (b), subunit vi. The work experiepce must involve:

- [For text of units (a) to' (), see MR.]

4731.44446 o ' 19
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(3) obtained written attestation that the individual has satisfacterily

completed the requirements in this item and item A, subitem (2) or (3), and has achieved

alevel of compeien‘cy sufficient to function independently as an authorized user for the

parenteral administration of unsealed radioactive material requiring a written directive.
The wriften attestation must be signed by.a preceptor authorized user-who meets the

requirernents in this part, part 4731.4414, or 4731.4443, or equivalent requirements of

-the NRC or agreement state. A preceptor anthorized user who meets ’_Lhé requirements in

part 4731.4443 must have experience in parenteral administration of any beta emittﬁ,- or a
photon—enﬁtﬁng radionuclide with a photon energy less than 150 kilo electron volis for
which a written directive is required 6: parénteral administration of any other radionuclide
for which a written dj;ecﬁve is required as specified in pért 4731.4443, subpart 1, iterh B,

subitem (1), unit (b), subunit vi.
4731.4458' MANUAL BRACHYTHERAPY TRAINING.

Subpart 1. Traihing and é_ducatien requirementé. Except aé.provided'uuder part

‘ 4731.4414, a licensee must re.quire an authorized user of a mamual brachytherapy source

for'the uses authdrizec_l under part 4731.4450 to be a physician who:

A. s certified by a medical speciﬂty board'whosercertiﬁ.caﬁqn has been- .
iecognized by‘the. NRC or an agreement state and has obta'med_ wrilten atfestation, -
signed by a preceptor authorized user who meets the requirements of this part, part
4731.4414, or equivalent fequ;ireménts of the NRC or an.agreement state, that the

individual has satisfactorily écjmpléted the requirements of subpart 2 and has achieved a

level of competency sufficient to function independently as an authorized user of manual

" brachytherapy sources for the medical uses authorized under part 4731 44507 or

- B. has:

(1) completed a structured educational program in basic radiéﬁuclide

handling techniques applicable to the use of manunal brachytbérapy sources that includes:

4731.4458 ‘ 20
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[For text of unit (a), see M.R,]

(b) 500 hours of work experience, under the supervision of an

authorized user who meets the requlrements in ﬂ]J_S part, part-4731.4414, or equwalent

reqmrements of the NRC or an agreement state at a medical institution, involving:
[For text of subunits 1 to vi, see MLR.]

7 (2) completed ﬁee jrears of supervised clinical experience in radiavttion,‘
onéolg;gy, under an authorized usér who meets the requirements of this part, part

47 31.441’4., or equivalent requ:iréméﬁts of the NRC or an agreémeﬁt state, ag parf of a
formal trainiﬁg program approved by the Residénéy Review Committee for Ra’diatioﬁ '
Oncology of the Accréditaticn_-Coﬁncil for Graduate Medical Educatioﬁ,- the Rdyal

of the America‘u Osteopafhic Association. This exPcrience ﬁlajr be obtained concurrently

with the superv1sed work expenence requ;lrcd under sub1tem ( 1), unit (b), aud

(3) obtained written attestatzon mgned by a preceptor authonzed user

.who meets the requirements of this part, part 4731.4414, or equivalent reqmrements

of the NRC or an agreement stafe, that the mdmdual has sattsfactorﬂy completed the
requlrements of this item and has achleved a Eevel of competency sufﬁc1ent to function
mdependentiy as an authorized user of manual brachytherapy sources for the med}cal uses

authenzed under part 4731.4450.
[For text of subp 2, see M.R.]
4731.4459 OPHTHALMIC USE OF STRONTIUM 50; TRAINING.

Except as provided under part 4731.4414, a licensee must reqmre an authonzed user

of strontium-90 for ophthalmlc radiotherapy to be a physician who:

A. isan aamonzed user under part 4731.4458 or equwalent requirements of the

NRC Or an agreement state; or

| 47314459 R 21
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[For text of subitems (1) and (2), see MR.]

(3) obtained wrilten attestation, signed by a preceptor authorized user

who meets the requirements of this part, part 47371.4414, or 4731.4458, or equivalent

requiréments of the NRC or an agfeemem state, tﬁat_ the individual has salisféctoﬂly
completed the requirements in this item and has achieved a level of Eompetency sufficient
to function independeatly as an authorized user of sttdnﬁum—%‘f_o_r ophthalmic use.
4731.4479 REMOTE AFTERLOADER UNITS, TELETHERAPY UNITS, AND
GAMMA STEREOTACTIC RADIOSURGERY UNITS; TRAINING:

'Squaﬁ 1. Trai}ﬁng and education requirements. Except as provided under
part 4731.4414, a hcensee must requne an authorized user of a sealed source for a use

authorized under part 4731.4463 to be a physwlan who:

A s certiﬁe.d by a medical specialty bO&l‘d whose certification process has been
recognized by the NRC or an agreement state, meets the requirements in itefn B, subitem

(4), and has obtained written attestation that the individval has satisfactorily completed

‘the requirements in this item and subpart 2 and has achieved a'level of competency

sufficient to function indepeﬁde’nﬂy as an authoﬁzed user of each type of merapeutic
medical unit for which the mdwlciual 1s requesting authorized user stafus, The wntten
attestation must be signed by a preceptor authorized. user who meets the: reqﬂuements of

this part, part 4731.4414_, or eqmvalﬁznt reqmrements of the NRC or an agreement state for

“an authorized user for each type of therapeuntic medical unit for which the indiv'iduallis

requesting authorized user status; or
B. has:

(1) completed a structured educational program in basic radicnuclide
techlﬁques applicable to the use of a sealed source in a thefapeutic medical unit that

includes:

47314479 - ")
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[For text of unit (a), see ML.R.]

{(by 500 hours of work experience, under the supamsmn of an
aumorzzed user who meets the reqmrements of this part, pazt 4731.4414, or equivalent

requirements of the NRC or an agreement state, at a medical institution mvolvmg:
[For text of subunits i to vi, see M.R.]

_ (2)" completeﬁ'three years of supervised clinical experience in radiation

therapy, under an authorized user who meets ﬂ:i{a raqﬁirements of ﬂus part, part -_473 1.4414, |

~ or equivalent requirements of the NRC or an agreement state, as part of a formal ﬁrajniﬁg :

program approved by the Residency Review Commiti:ee for Radiation Oncology of

the Accreditation Councﬂ for Graduate Medical Educatlon the Royal Coilege of |

Physxmans and Surg eons of Canada, or the Committee on Postdoctoral Training of the

American Osteopatblc As soc1at10n The expenence may be obtamed concurrently with

the supemsed work expcrlence requn“ed under subitem (1) unit {b);

(3) obtained written attestauon that the mdlwdual has satisfactorily
completed the requirements in thls item and has achieved a level of competency sufﬁcumt |
to function independently as an authorlzed user of each type of therapeutic medical unit
for which the individual is requesting authorized user stamé. The %fritten attestation must
be signed by a preceptor authorized user who meets the requirements of. tilis_part, paft
4731. 4414, or eﬁluivalent Iéquirements of the NRC or an agreement state for an. aumorizéd
user for each type of therapeutlc mﬁdical umit for which the individual is requestmg '

anthorized user status aud
[For text of subitem (4), séc MR]

- [For text of subp 2, see MR.] -

47314525 MEDICAL EVENT; REPORT AND NOTIFICATION.

. [For text of subps 1 and 2, see M.R.]

47314525 . 23
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Subp 3. 24~h011r notification required. A hcensee nust notxfy the commissioner

within 24 hovrs after discovery of a medical event

[For text of subps 4 to ’Z, see M.R.]

4731.4526 DOSE TO AN EMBRYO/FETUS OR CHILD; REPORT AND
NOTIFICATION.

[For text of subps 1 and 2, .see M-R.j

Subp. 3. 24-hour notl.ﬁcatlon required. A hcensee must notify the commissioner
within 24 hours after discovery of a dose to an embryo/feius or nursing chﬂd that reqmres

a report Lmder_ subpart 1 or 2.
| fFof'text of subps 4 to 6, ?seeM.R.]
4731.4600 DEFINITIONS
Subﬁa:t 1. _Scop'e. The following dgﬁnitions apply to parts 47 31.4605 to 473.14620. _
Subp. 2. 'Ac'créd_ited.. “Accredited“ me'a-;ls an individual whq_haé satisfactorily
comp[éted a nationaily recognized examination in nuclear medicine and who mamtams '

the :reg13trat10n or cemﬁcatmn of the examlmng organization. N atlonally recogmzed

exammahons ara prov1ded by the follomng orgamzanons
A. the Amencan Reg13try of Radiologic Technologists (N) (ARRT)
B. the Nuclear Medicine Technology Cex_’trﬁcatlon Board (NMTCB)_; or
C. the American Society of Clinical Pathologists (NM) (ASCP),

Subp. 3. Nuclear medicine tgcﬁnologist. “Nuclear medicine technologist”

means a person other than a licensed pfactitiozier of the healing arts who administers .

radiopharmaceuﬁcals and related drugs to humian be'mgs for diagnostic purpb'ses -

_ performs in vivo and in vitro detectlon and measurement of radioactivity, and ELdII]]ILISt@I‘S :

radiopharmaceuticals to human beings for therapcutlc purp@ses A nuclear medicine
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technologist may perform such procedures only while under the general superﬁsion of
a licensed practitioner of the healing arts who is licensed to possess and use radioactive

materials.

Subp. 4. Direct supervision. "Direct supervision" means an accredited nuclear
medicine technologist or an authori’zed user cm‘rently listed on an agreement state or
Unifed States Nuclear Regulatory Commission radmactwe materials license is physwaﬂy

present in the facility and available to respond

4731.4605 MN]}T[M STANDARDS FOR NUCLEA_R MEDICINE
TECHNOLOGISTS

:Subpart 1. General requirer;ﬁgnfs. Except as specified in part 4731.4610, any

individual working as a nuclear medicine technolo gist in Minnesota must meet the

following minimum eligibility requirements:

A. graduation from high school or its equivalent;-
+ B. affainment of 18 years of age; and

| C ability to adequately perform necessary disties without posing a hazard to the

health or safety of panents other employees or members of the public.

Subp 2. Accredltatlon requn‘ed Except as speCJﬁed in part 4731 4610, any

' i1161v1dual working as a miclear medicine tcchnologlst in'"Minnesota on or after.J anuary 1,

2011, must be accredited.

Subp. 3. Record retention. The licensee must retain documentation of accreditaﬁon '
for five years and make it avaalable for inspection upon request by the deparmlent
4731.4610°' EXCEPTIONS.

The individuals in ifems A to D are exemi:t ﬁ*oz:_a‘ the examination r&qujremlent in

part 4731.4600, subpart 2:
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A - alicensed practitioner of the healing arts who is listed as an authorized

user on an agreement state or United States Nuclear Regulatory Com_tmssmn radioactive

matenais hcense

B. individuals working as nuclear medicine fecimologists under the direct -

sﬁpe:visian of: (1) an individual who is accredited in nuclear medicine; or (2) a physician

who appears as an authorized user on an agreement state or United States Nuclear

Reg’ulatory Commission radioactive materials Iicense;

C. students enrolled in and parﬁmpatmg in an accredited program for nuclear
medlcme technology or 4 school of medicine, osteopathy, podlatry or chiropractic Who as
a part of the students' course of study, administers radioactive material during supervised

clinical experience; or

D. anindividual working as a nuclear medicine technologist before January
1, 2011, who is not accredited, provided the individual has completed the training in
part 4731.4612." |

4731.4612 TRAINING FOR INDIVIDUALS FUNCTIONING AS A NUCLEAR
MEDICINE TECHNOLOGIST BEFORE JANUARY 1, 2011, WHO ARE NOT-
ACCREDITED. - '

Subpart 1. Training prograr. Ind1v1duals working as a nuciaar medlcme

technologlst before January 1, 2011, who are not accredited must complete a traxmng

program designed to demonstrate competency in the following areas:

AL p_a.tieht and personnel t;rotecﬁon_includiﬁg: i
(1) biological effects of ragiation:
() basic concépt_s of radiation protection; and
(3) .. 'Mim_lesota Deparuﬁent of Health rules for radiation éxposure;

B. radiopharmaceutical characteristics including:

47314612 ' o6
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(1} haif—ﬁfe; | |
(2) ‘method of localization; a}id_
(3)l biodistribution; |
C. | DIoper handhng of rgdio acﬁve ﬁaterials includin;g:
(1) inspection and survey of packageé;
tZ) storage of radio activ;t' material;
‘{3} 7di3pc'>sal o'fvrédioa;cﬁve wéste; éﬁd '

(4 UnitedtStatés Department of Transpoftaﬁohftrammg fequjremaﬁts' for . -

D. ff_ictbrs affecting image quajity- including:

(i)- equipﬁcnt; B

(2) | patient and 'de-.tector orientation;

(3) patient anatonﬁcal factors; |

) anatomical Jandmarks,

(5) immobilization technigues; and

- (6) radiopharmaceuﬁcais;

E. facility monitoring including:

(1 sﬁrvey'equipment operation and uses; and

2 radioacti%f_e spill responses; and |

E adm.inisttaﬁc')n of radiopharmaceuﬁcdlé d@g -supﬁrvised clinical experience,

Subp. 2. Clinical experience, Clinical experience must be supervised by an -

individual who is accredited in nuclear medicine or by a ph}féician. who appears as an

47314612 ' 27
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awthorized user on an agreement state or United States Nuclear Regulatory Commission
radioactive materials license.

. Sitbp. 3. Restrictions during training. Individuals in a training program
indicated in subpart 1 cannot work as a nuclear medicine technologist before obtaining
documentation of compefency as required in part 4731.4615 unless the individual works
under the direct supervision of: | '

AL -331 individual who is accredited in nuclear medicine; or -
B a physician who appears as an authorized user on an agreement state or
United States Nuclear Regulatory Commission radicactive materials license.

' Subp. 4. Continuing education. _Indi?idua]s wor_}sﬁﬁg as muclear medicine

technologists before Jannary 1, 2011, who are pot accredited must: '
"A. obtain 24 hours of coﬁtinting'education on nuclear medicine every 24
months;
B. have the continuing education training appro%ed by any of the organizations
listed in part 4731.4600, subpart-2; and
-C. retain docum_entation of continuing educatioa for five years and make it

gvaﬂablé for inspection upon request by the department.

4731.4615 DOCUMENTATION OF COMPETENCY.

Subpart 1. Nuclear medicine technologist; January 1, 2011. An individual
fanctioning as a nuclear medicine technologist prior to January 1, 20-11, and who is not

accredited must obtain docuj:_nentatigﬁ that the individual is competent to apply ionizing

radiation to human beings.

Subp. 2. Who can decument competenicy. The documentation of competency must
be provided By a licensed practitioner of the healing arts under whose general supervision

the individual is employed or has been employed.

4731.4615 - 0
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Subp. 3. Procedures and equipment. The documentation of competency must
spccﬁ'fy the nature of procedures and the equipment the individual is competent to utilize

and must be limited to work performéd before January 1, 2011.

Subp 4. Record retention. lee documentatlon of compe‘iency must be retamed by

~ the individual for msPecnon upon request by the departmcnt

4731.4620 REQU]REMENTS FOR OPERATORS OF FUSION IMAGING

' DEVICES

Subpart 1. Accreditation required. When a unit is operat@d as a fusion 1 lmaomg
demce or in a dual mode such as a SPECT/CT or PET/CT dewce the operator must be

accredited or must meet the reqmremcnts in chapter 4732.

- Subp. 2. Dlagnosﬁc CT imaging device. When the unit is operated as a stand-alone

dlagnostlc CT imaging device, the operator must meet the reqmrements in chapter 4732

4731.4620 ; 29
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Department of Health
Proposed Permanent Rules Relating to Radiation Safety

4731.2320 EXCEPTIONS TO POSTING REQUIREMENTS.

[For text of subps 1 to 3, see MLR.]

Subp. 4. Hospital; teletherapy, remote afterloader, or gamma stereotactic

radiosurgery units. A room in a hospital or clinic that is used for telstherapy, remote

afterloader, or gamma stereotactic radiosurgery units is exempt from the requirement

to post a cantion sign if:

[For text of items A and B, see MLR.]

4731.2360 LEAK TEST REQUIREMENTS.

[For text of subps 1 to 4, see M.R.]

Subp. 5. Level of detection. The leak test must be capable of detecting the presence

of 8.005 microcurie (185 becquerel) of radioactive material on the test sample.

A, If the test reveals the i)resence of 0.005 microcurie (185 becquerel) or

more of removable contamination, areport-mustbefled-swithrthe Pepartmentof
Healthaceording topart-4731:3110-and the source must be removed immediately from

service and decontaminated, repaired, or disposed of according to Pepartmentof Health
regutattons this chapter.

B. The licensee must fle a report with the commissioner within five days.

The report must include:

(1) the model number and serial number, if assigned, of the leaking source;

{2) the identity of the radionnciide and its estimated activity;

(3) the results of the test;

{4) the date of the test; and

4731.2360 1 Approved by Revisor, %ﬁ
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{5) the action taken.

[For text of subps 6 fo 8, see M.R.]

4731.2510 RECORDS; SURVEYS,

Subpart 1. Record maintenance; three years. A licensee must maintain records
showing the results of surveys and calibrations required under parts 4731.2200 and

4731.2350, subpart 2, for three years after the record is made. The record must include: -

A. the date of the measurements;

B. the manufacturer's name, model number, and sexial number for the

instrument used to measure radiation or contamination levels;

C. the radiation or contamination level; and

D. the name or initials of the individual who performed the surveys or

calibrations.

[For text of subp 2, see MR.]

Subp. 3. Instrument identification, To satisfy the requirements in subpart 1, item

B, licensees may assien a unique identification to an instrument provided:

A. the manufacturer's name, model numaber, and serial number for each

instrument is maintained and available for inspection by the department; and

B. the unique identification is indicated on each mstrument.

4731.2520 DETERMINATION OF PRIOR OCCUPATIONAL DOSE.

TFor text of subps 1 to 3, see MR ]

Subp. 4. Record keeping.

A= A licensee must record the exposure history of each individual, as required

by subpart 1 or 2, on a cumulative occupational exposure record form prescribed by the

4731.2520 2
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commissioner, or other clear and legible record including 211 of the information required
by the commissioner's form. The form or record rmust show each period in which the
individual received occupational exposure to radiation or radioactive material and must
be signed by the individual who received the exposure. For each period for which the
licensee obtains reports, the licensee must use the dose shown in the report in preparing
the exposure record. For any period in which the licensee does not obfain a report, the

licensee must place a notation on the record indicating the periods and time for which

data are nof available,

[For text of subps 5 and 6, see MR}

4731.2650 REPORTS; INDIVIDUAL MONITORING.

4731.2650 3
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A. This part applies to a person lcensed by the commissioner to

» 2y possess or use at any time for processing or manufacturing for
distribution according to parts 4731.3000 to 4731.3173, 4731.3300 to 4731.3580, or
4731.4400 to 4731.4527, radioactive material in quantities exceeding any one of the

following quantities:

Radionuclide Quantity of
Radionuclide in curies
Cesium-137 1
Cobalt-60 1
Gold-198 100
Todire-131 _ 1
Iridinm-192 10
Krypton-85 ' 1,000
Promethium-147 10

Technetium-9%m 1,000

B. The commissioner may require as-z-H
topart-4731:0206; reports from Hicensees who are licensed te use radionuclides not listed

under item A;subitem<{2); in quantities sufficient to cause comparable radiation Jevels.

C. A licensee under item A must submit an annual report of the results of
individual monitoring carried out by the leensee for each individual for whom momnitoring
was required under part 4731.2210 during that year. The licensee may include additional
data for individuals for whom monitoring was provided but not required. The licensee
must use an NRC Form 5, or its eguoivalent, or electronic media containing ali the

information required by the NRC form, to file the report.

4731.2650 4
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D. A lcensee must file the report required under item C, covering the preceding

“year, on or before April 30 of each year. A licensee must submit the report fo the

COMIMISSIONer,

4731.4070 LEAK TESTING, REPLACEMENT, AND OTHER MODIFICATIONS
OF SEALED S50URCES.

[For text of subps 1 and 2, see M.R.]

Subp. 3. Leaking source.

[For text of iteros A and B, see MLR.]

C. A report must be filed with the commissioner, within five days;of-any-test

testresuitsandcorrectveactiontaken: and must include:

(1) the model number and serial namber, if assigned, of the leaking source;

(2)_ the identity of the radiomaclide and its estimated activity;

(3) the results of the test;

(4) the date of the fest; and

(5) the action taken.

[For text of subp 4, see M.R.]

4731.4350 NOTIFICATIONS.

4731.4350 5
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6.1

6.2

6.3

64

6.5 A licensee must notify the commissioner as soon as possible but not tater than four

6.6 hours after the discovery of any event that prevents immediate protective actions necessary

6.7 to avoid exposures to radiation or radicactive materials that could exceed regulatory limnits

6.5 or releases of licensed material that could exceed regulatory limits. Reportable events

6.9 under this subpart include ﬁies, explosions, toxic gas release, or similar hazards.

6.10 Subp. 2. 24-hour notification required infermation. Alicenscommstinclade-the

6.11
6.12

6.13

6.14

6.15

6.16

6.17

6.18

6.19

6.20

621 -

622 A licensee must notify the comimissioner within 24 hours after discovery of any of the

623 following events involving licensed material:

6.24 A. the occurrence of any of the following incidents involving radiographic

6.5 equipment:

47314350 &
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(1} unintentional disconnection of the source assembly from the control

cable;

(2) inability fo retract the source assembly to its fully shielded position and

secure it in the fully shielded position; or

(3) failure of any component, critical to safe operation of the device, to

properly perform its iniended function;

B. aneventin which equipment is disabled or fails to function as designed when:

(1) the equipment is required by rule or license condition to prevent

releases exceeding repulatory limits, to prevent exposure to radiation and radioactive

materials exceeding repulatory limils, or to mitigate the consequences of an accident;

(2) the equipment is required fo be available and operable when it is

disabled or fails to function; and

(3) no redundant equipment is available and operable to perform the

required safety function,

C. an unplanned contamination event that:

(1) reguires access to the contaminated area, by workers or the public, to

be restricted for more than 24 hours by imposing additional radiological controls or by

prohibiting entry into the areas;

(2) involves a guanfity of material greater than five times the lowest annual

limit on intake specified in part 4731.2750 for the material; and

(3) restricts access o the area for a reason other than to allow isotopes with

a half-life of less than 24 hours to decay prior to decontamination;

4731.4350 7
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D. an event that requires nnplanned medical treatment at a medical facility of

an individual with spreadable radicactive contamination on the individual's clothing or

body; or

E. an unpia;med fire or explosion that damages any licensed material or any

device, container, or equipment containing licensed materials when:

(1) the gnantity of material invelved is five times the lowest annual limit

on intake specified in part 4731.2750; and

(2)_ the damage affects the integrity of the licensed material or its container.

-Subp. 3. Reportingunlisted-use Preparation and submission of notifications, A

under subparts 1 and 2 by telephone to the commissioner. To the extent the information is

available at the time of notification, the information provided must include:

A. the caller's name and cali-back telephone number;

B. adesciiption of the event, including date and time;

"C. the exact location of the event;

D. the iso’topes, quantities, and chemical and physical form of the licensed

material involved; and

E. any personnel radiation exposure data available.

Subp. 4. Reports required. A licensee who makes a notification required under

subpart 1 or 2 must submit a written follow-up report within 30 days of the potification,

Wiitten reports prepared as required by other rules may be submifted o fulfill this

requirement if the reports contain all of the necessary information and the appropriate

distribution is made. The reports must be sent fo the commnissioner and include:

4731.4350 ‘ 8
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A. adescription of the incident;

B. the cause of each incident, if known;

C.  the name of the manufactarer and model number of equipment involved

in the incident;

D. the place, date, and time of the incident;

the actions taken to establish normal operations;

=

the corrective actions fzken or planned fo prevent recurrence;

[

G,  the qualifications of personsel involved in the incident;

H. the isotopes, quantities, and cherrical and physical form of the licensed

material involved;

I the results of any evaluations or assessments; and

1. the extent of exposure of individuals to radiation or fo radigactive materials,

without identification of the individuals by name.

Subp. 5. Reporting unlisted use. A licensee conducting radiographic operations or

storing radioactive material at any location not listed on the license for a period in excess of

180 days in a calendar year must notify the commissioner prior fo exceeding the 180 days.

4731.4411 RADIATION SAFETY OFFICER TRAINING.

{For text of subp 1, see MR]

' Subp, 2. Certification requirements. A specialty board under subpart 1, item A,

shall require all candidates for certification to:

[For text of item A, see MLR.]

4731.4411 g
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B. (1) held a master's or doctor's degree in physics, medical physics, other
physical science, engineering, or applied mathematics from an accredited college or
university;
(2} have two vears of full-time practical training or supervised experience

in medical physics:

_ (2) under the supervision of a medical physicist who is certified in
medical physics by a specialty board recognized by the NRC or an agreement stafe; or.

(b) in clinical nuclear medicine facilities providing diagnostic or

therapeutic services under the direction of physicians who meet the requirements for

anthorized users in part 4731.4414, 4731.4436, or 4731.4443; and

(3) pass an examination, administered by diplomates of the speciaity board,
that assesses knowledge and competence in clinical diagnostic radiclogical or nuclear

medicine physics and in radiation safety. | )

4731.4412 AUTHORIZED MEDICAL PHYSICIST TRAINING.

Subpart 1. Training and education requirements. Except as provided in part
47314414, a licensee must require an authorized mecdical physicist to be an individual

who:

A. is certified by a specialty board whosse certification process has been

recognized by the NRC cor an agreement state and:

(1) has obtained written attestation that the individual has satisfactorily
completed the requirements in this item and subpart 2 and has achieved a level of |
competency sufficient to function independently as an authorized medical physicist for
each type of therapeutic medical unit f(}i which the individual is requesting authorized
medical physicist status. The written attestation must be signed by a preceptor authorized

medical physicist who meets the requirements in this part, part 4731.4414, or equivalent

4731.4412 10
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NRC or agreement state requirements for an authorized medical physicist for each type
of therapeutic medical unit for which the individual is requesting authorized medical

physicist status; and

[For text of subitem (2), see M.R.]

B. (1) holds a master's or doctor's degree in physics, medical physics, other
physical science, engineering, or applied mathematics from an accredited college or

nniversity, and:

[For text of units (a) and (b), see MR

(2) has obtained written attestation that the individual has satisfactorily

completed the requirements in this item and has achieved a level of competency sufficient

to function independently as an authorized medical physicist for each type of therapeutic

medical unit for which the individual is requesting authorized medical physicist status.
The written attestation must be signed by a preceptor authorized medical physicist who

meets the requirements in this part, part 4731.4414, or equivalent NRC or agreement state

requirements for an authorized medical physicist for each type of therapeutic medical unit

for which the individual is requesting authorized medical physicist status; and

[For text of subitem (3), see M.R.] .

Subp. 2. Certification requirements. A specialty board under subpart 1, item A,

shall require all candidates for certification to:

[For text of item A, see ML.K.}

B. have two years of full-time practical training or supervised experience in
medical physics:

(1) under the supervisicn of a medical physicist who is certified in medical

| physics by a specialty board recognized by the commissioner, the NRC, or an agreement

state; or

4731.4412 11
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(2) in clinical radiation facilities providing high-energy, external beam
therapy (photons and electrons with energies greater than or equal to 1,000,000 electron
volts) and brachytherapy services under the direction of physicians who meet the

requirements for-authorized-nsers in part 4731.4414, 4731.4458, or 4731.4479, and

[For text of item C, see MLR.]

4731.4414 TRAINING; EXPERIENCED RADIATION SAFETY OFFICER,
TELETHERAPY OR MEDICAL PHYSICIST, AUTHORIZED USER, AND
NUCLEAR PHARMACIST.

[For text of items A to D, see M.R.}

E. Individuals who need not comply with training requirements described in

this part may serve as preceptors for, and supervisors of, applicants seeking authorization

on licenses issued under this chapter for the same uses for which these individuals are

authorized.

4731.4430 CONTROL OF AEROSOLS AND GASES.

Subpart 1. Collection system. A licensee who administers radioactive aerosols or

gases must do so with a system that will keep airborne concentrations within the limits

prescribed by parts 4731.2020 and 4731.20090.

Subp. 2. System vented or system collection. The svstem must either be directly

vented to the atmosphere throueh an air exhaust or provide for collection and decay or

disposal of the aerosol or gas in a shielded container,

Subp. 3. Negative pressure required. A lcensee must only administer radioactive

cases in rooms that are at negative pressure compared to surrounding rooms.

Subp. 4. Calculation of thne needed after a release. Before receiving, using, or

storing a radioactive gas, the licensee must calculate the amount of time needed after a

release to reduce the concentration in the area of use to the occupational limit Iisted in

 4731.4430 12
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part 4731.2750. The calculation mmnst be based on the highest activity of gas handled in a

single container and the measured available air exhaust rate.

Subp. 5. Posting time needed after a release. A licensee must post the time needed

after a release to reduce the concentration to the occupational limit calculated for the area

of use and require that, in case of a gas spill, individuals evacuate the room. until the

posted time has elapsed.

Subp. 6. Monthly check on collection system. ' A licensee must check the operation

of collection systems monthly and measure the ventilation rates in areas of use at intervals

not o exceed six months.

Subp. 7. Records retention. Records of these checks and measurements nmist be

maintained for three vears.

4731.4433 UPTAKE, DILUTION, AND EXCRETION STUDIES; TRAINING.

Subpart 1. Training and education requirements. Except as provided under part
4731.4414, a Ticensee must require the authorized user of unsealed radioactive material {or

the uses authorized under part 4731.4432 to be a physician who:

A. is certified by a medical specialty board whose certification process has been

recognized by the NRC or an agreement state and has obtained written attestation, signed

by a preceptor authorized user who meets the requirements of this part, part 4731.4414, |

4731.4436, or 4731.4443, or equivalent requirements of the NRC or an agreement state,
that the individual has satisfactorily completed the requirements in subpart 2 and has
achieved a level of competency sufficient to function independently as an authorized user

for the medical uses authorized under part 4731.4432;

B. isan authorized user under part 4731.4436 or 4731.4443 or under equivalent

requirernents of the NRC or an agreement state; or

C. has:

4731.4433 13
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{1} completed 60 hours of training and experience, including z minimum of
eight hours of classroom and laboratory training, in basic radionuclide handling technigues
applicable to the medical use of unsealed radioactive material for upteke, dilution, and

excretion studies. The training and experience must include:

[For text of unit (a), see M.R.]

{b) work experiencé, under the supervision of an anthorized user who
roeets the requirements under in this part, part 4731.4414, 47314436, or 4731.4443, or

equivalent requirements of the NRC or an agreement state, involving:

[For text of subugifs i to vi, see MLR.J

(2) obtained written attestation, signed by a preceptor authorized user
who meets the requirements of this part, part 4731.4414, 4731.4436, or 4731.4443,
or equivalent requirements of the NRC or an agreement state, that the individual has
satisfactorily completed the requirements in this ifem and has achieved a level of
competency sufficient to function independently as an authorized user for the medical uses

authorized under part 4731.4432.

[For text of subp 2, see MLR.]

47314436 IMAGING AND LOCALIZATION STUDIES; TRAINING.

Subpart 1. Training and education requirements, Except as provided under part
4731.4414, a licensee must require an authorized user of unsealed radioactive material for

the uses authorized under part 4731.4434 to be a physician who is qualified as follows

under item A, B, or C:

A. The phvsician must;

(1) isbe certified by a medical specialty board whose certification process

has been recognized by the NRC or an agreement state and-tas;

4731.4436 14
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(2) must also have obtained written attestation;stgred-by-a-preeeptor

state; that the individual physician has satisfactorily completed the requirements in subpart
2 and has achieved a level of competency sufficient to function independently as an

authorized user for the medical uses authorized under parts 4731.4432 and 4731.4434;.

The attestation must be signed by a preceptor authorized user who meets:

(a) the requiremesnts in this patt; or

(b) the requirements in item C, subitem (1}, unit (b), subunit vii, and

part 4731.4443;

{c) the requirements in part 4731.4414; or

{d) equivalent requirements of the NRC or an agreernent state.

B. is The physician must be an authorized user under part 4731.4443 and

meets meet the requirements in item C, subitem (1), unit (b), subunit vii, or equivalent

requirements of the NRC or an agreement state; or

C. #as The physician must have:

(1) completed 700 hours of training and experience, including a minimum
of 80 hours of classroom and laboratory training, in basic radionuclide handling techniques
applicable to the medical use of unsealed radioactive material for imaging snd localization

studies. The training and experience mustinclude, at a minirmum:

TFor text of unit (a), see ML.R.]

(b) work experience, under the supervision of an authorized user who

meets the requirements under in this party, part 4731.4414, or in subunit vii and patt

4731.4443, or equivalent requirements of the NRC or an agreement state, involving:

[For text of subunits i to vii, see ML.R.]
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(2) obtained written attestationsstgned-by-apreceptor-authorizeduser

individual physician has satisfactorily completed the requirements in this itemy and has
achieved a level of competency sufficient to function independently as an authorized user

for the medical uses authorized under parts 4731.4432 and 4731.4434. The atiestation

must be signed by a preceptor authorized user who meets:

(a) the requirements in this patt, or

(b) the requirements in subitemn (1), unit (b), subunit vii, and part

4731.4443;

(¢) fhe requirements in part 4731.4414; or

{d) equivalent requirements of the NRC or an agreement state.

Subp. 2. Certification requirements, A specialty board shall require afl candidates

for certification to:

A. complete 700 hours of training and experience in basic radionuclide handling
technignes and radiation safety applicable to the medical use of unsealed radioactive
material for imaging and localization studies that include the topics listed in subpart 1,

itemn C, subitem (1}, units (a) and (b); and

B. pass an examination administered by diplomates of the specialty boad,
which assesses knowledge and competence in radiation safety, radionuclide handling,

and quality control.

4731.4443 UNSEALED RADIOACTIVE MATERIAL; WRITTEN DIRECTIVE
REQUIRED; TRAINING. N

4731.4443 16
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Subpart 1. Training and education requirements. Except as provided under part
4731.4414, a licensee must require an authorized user of unsealed radicactive material for

the uses anthorized nnder part 4731.4440 to be a physician who:

A. is certified by a medical specialty board whose certification process has

been recognized by the NRC or an agreement state, meets the requirements in item B,

- subitem (1), unit (b), subunit vi, and has obtained written attestation that the individual

has satisfactorily completed the requirements in this item and subpart 2 and has achieved
a level of competency sufficient to function independenily as an authorized user for the
medical uses authorized under part 4731.4440. The writfen attestation must be signed by

a preceptor authorized user who meets the requireiments of this pat, part 4731 4414, or

equivalent requireménts of the NRC or an agreement state. A preceptor authorized user
who meets the requirements in itern B must also have experience in administering dosages
in the same dosage category or categories under item B, subitem (1), unit (b), subunit vi,

as the individual requesting authorized user status; or
B.. has:

(1) completed 700 hours of training and experience, including a minimum
of 200 hours of classroom and laboratory training, in basic radioniclide handling
techniques applicabie to the medical use of unsealed radioactive material requiring a

written directive. The training and experience must include:

[For text of unit (2}, see M.R.]

(b) work experience, under the supervision of an authorized user who

meets the requirements in this part, part 4731.4414, or equivalent requirements of the

NRC or an agreement state. A supervising authorized user who meets the requirements in
this ifem must also have experience in administering dosages in the same dosage category
or categories under subunit vi as the individual requesting authorized user status. The

work experience must involve:
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FFor text of subunits i to vi, see M.R.]

{(2) obtained written attestation that the individual has satisfactorily
completed the requirements in this item and has achieved a level of competency sufficient
to function independently as an authorized user for the medical uses authorized under part
4731.4440. The written attestation must be signed by a preceptor anthorized user who

meets the requirements of this part, part 4731.4414, or equivalent requirements of the

NRC or an agreement state. A preceptor authorized user who meets the requirements
in this item must also have experience in administering dosages in the same dosage
category or categories under subitem (1), unit (b), subunit vi, as the individnal requesting

authorized user status.

{For text of subp 2, see MLR.]

4731.4444 ORAL ADMINISTRATION OF SODIUM IODIDE I-131; QUANTITIES
LESS THAN OR EQUAL TO 33 MILLICURIES (1.22 GBq); WRITTEN
DIRECTIVE REQUIRED; TRAINING.

Except as provided under part 4731.4414, a licensee must require an authorized
user for the oral administration of sodium iodide (¥-131) requiring a written directive in

quantities less than or equal to 33 millicuries (1.22 GBq) to be a physician who:

A is certified by a medical speéiaity board whose certification process has been
recognized by the NRC or an agreement state and includes all of the requirements of
item C, subitems (1) and (2), and who has obtained written attesiation that the individual
has satisfactorily completed the requirements of item C, subitems (1) and (2}, and has
achieved a level of competency sufficient to function independently as an authorized user
for medical uses authorized under part 4731.4440. The written attestation mast be signed

by a preceptor authorized user who meets the reguirements of this part, part 47314414

4731.4443, or 4731.4445, or equivalent requirements of the NRC or an agreement state, A
preceptor authorized user who meets the requirement in part 4731.4443, subpart 1, item B,

must also have experience in oral administration of less than or equal to 33 millicuries
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(1.22 GBq) of sodiem iodide (I-131) for which a written directive is required or oral
administration of greater than 33 millicuries (1.22 GBq) of sodium icdide (J-131} as

ﬂspeciﬁed in part 4731.4443, subpart 1, item B, subitem (1), unit (b), subunit vi;

[For text of item B, see M.R.]

C. has:

[For text of subitem (1), see M.E.]

(2} work experience under the supervision of an authorized user who meets
the requirements of this part, part 4731.4414, 47314443, or 4731.4445, or equivalent
requirements of the NRC or an agreement state. A supervising authorized user who meets
the requirements in part 4731.4443, subpart 1, item B, must also have experience in
oral administréticn of less than or equal to 33 millicuries (1.22 GBq) of sodinm iodide
(1-131) for which a written directive is required or oral administration of greater than 33
millicuries (1.22 GBq) of sodium iodide {I~_i31) as specified in part 4731.4443. The

work experience must involve:

[For text of units () to (1), see M.R.]

(3) obtained written attestation that the individual has satisfactorily
completed the reguirements of this item and has achieved a level of competency sufficient
to function independently as an authorized user for medical uses anthorized under
part 4731.4440, The written attestation must be signed by a preceptor authorized user
who meets the requirements of this part, part 4731.4414, 4731.4443, or 4731.4445, or
equivalent requirements of the NRC or an agreement state, A preceptor authorized user
who meets the requirement in part 4731.4443, subpart 1, item B, must also have experience
in oral administration of Jess than or equal to 33 millicuries (1.22 GBg) of sodium iodide
(1-131) for which a written directive is required or oral administration of greater than 33

millicuries (1.22 GBq) of sodium iodide (I-131) as specified in part 4731.4443,

4731.4444 i9
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4731.4445 ORAL ADMINISTRATION OF SODIUM TIODIDE; QUANTITIES
GREATER THAN 33 MILLICURIES (1.22 GBq); WRITTEN DIRECTIVE
REQUIRED; TRAINING. '

Except as provided under part 4731.4414, a licensee must require an authorized
user for the oral administration of sodium iodide (£-131} requiring a written directive in

quantities greater than 33 millicuries (1.22 GBq) to be a physician who:

A. 1is certified by a medical specialty board whose certification process has
been recognized by the NRC or an agreement state and includes all the requirernents in
item C, subitems ey and (2), and who has obtained writlen attestation that the individual
has satisfactorily completed the requirements of this item and has achieved a leve! of
competency sufficient to function independently as an authorized user for medical uses
anthorized under part 4731.4440. The written attestation must be signed by a preceptor
authorized user who meets the requirements in this part, part 4731.4414 or 4731.4443,
or equivalent requirements of the NRC or an agreement state. A precepﬁor authorized
user who meets the requirements in part 4731 A443, subpart 1, item B, must also have
experience in the oral administration of [-131 in quantities greater than 33 millicuries as

specified in part 4731.4443, subpart 1, item B, subitem (1), unit (b), subunit vi;

[For text of item B, see M.R.]

C. has;

[For text of subitem (1), see M.R.]

(2) has work experience, under the supervision of an authorized user who
meets the requirements under of this part, part 47314414 or 4731.4443, subpart 1, item
A or B, or equivalent requirements of the NRC or an agreement state. A supervising
authorized user who meets the requirements in part 4731.4443, subpart 1, item B, must
also have experience in the oral administration of I-131 in quantities greater than 33
millicuries under part 4731.4443, subpart 1, item B, sub_item (1), unit (b), subunit vi. The

work experience must involve:
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[For text of units {a) to (f), see MLR.]

(3) obtained written attestation that the individual has safisfactorily
completed the requirements of this item and has achieved a level of competency sufficient
to function independently as an authorized user for medical uses authorized under
part 4731.4440. The written attestation must be signed by a preceptor authorized user
who meets the requirements in this part, part 47314414 or 4731.4443, or equivalent
requirements of the NRC or an agreeinent state. A preceptor authorized user who meets
the requirements in part 47314443, subpart 1, item B, must also have experience in the
oral administration of I-131 in quantities greater than 33 millicuries under part 4731.4443,
subpart 1, item B, subitem (1), unit (b), subunit vi. |

4731.4446 PARENTERAL ADMINISTRATION OF UNSEALED RADIOACTIVE
MATERIAL; WRITTEN DIRECTIVE REQUIRED; TRAINING.

[For text of ifem A, see ML.R.]

B. The physician under item A, subitems (2) and (3}, must have:

[For text of subitem (1), see MLR.]

(2} work experience, under the supervision of an authorized user who
meets the requirements in this pait or, paﬁ 4731.4414 or 4731.4443, or equivalent
requirements of the NRC or agreement state, in the parenteral administration, for which a
written directive is required, of any beta ernitter, or arry photor-emitting radionuclide with
a photon energy less than 150 keV or parenteral administration of any other radicnuclide
for which a written directive is required, A supervising authorized user who meets the
requirements in part 4731.4443 must have experience in parenteral administration of any
beta emitter, or a photon-emitting radionuclide with a photon energy less than 150 kilo
electron volts for which a written directive is required or parenteral administration of any
other radionuclide for which a written directive is required as specified in part 47 31 A443,

subpart 1, item B, subitem (1), unit (b}, sabunit vi. The work experience must involve:
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[For text of units (a) to (), see MLR.]

(3) obtained written attestation that the individual has satisfactorily
completed the requirements in this item and item A, subitem (2) or (3), and has achieved
a Jevel of competency sufficient to function independently as an authorized user for the
parenteral administration of unsealed radioactive material requiring a written directive.
The written attestation must be signed by & preceptor authorized user who meets the
requirements in this part, part 473 17.4414, or 4731.4443, or equivalent requirements of
the NRC or agreement state. A preceptor authorized u;er who meets the requirements in
part 4731.4443 must have experience in parenteral administration of any beta emitter, or a
photon-emitting radionuclide with a photon energy less than 150 kilo electron voits for
which a written directive is required or parenteral adminisiration of any other radionuclide
for which a written directive is required as specified in part 4731.4443, subpart 1, item B,

subitem {1), vnit (b), subumif vi.

47314458 MANUAL BRACHYTHERAJ;:?Y TRAINING.

Subpart 1. Training and education requirements. Except as provided under part
4731.4414, a licensee must require an authorized user of a manual brachytherapy source

for the uses authorized under part 4731.4450 to be a physician who:

A. is certified by a medical specialty board whose certification has been
recognized by the NRC or an agreement state an& has obtained written attestation,
signed by a precepﬁor authorized user who meets the requirements of this part, part
4731.4414, or equivalent requirements of the NRC or an agreement state, that the
individual has satisfactorily completed the requirements of subpart 2 and has achieved a

level of competency sufficient to function independently as an authorized user of manual

brachytherapy sources for the medical uses anthorized under part 4731.4450; or

B. has:
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(1) completed a structured educational program in basic radionuclide

handling techniques applicable to the use of manual brachytherapy sources that includes:

[For text of mnit {a), see M.R.]

(by 500 hours of work experience, under the supervision of an

authorized user who meets the requirements tader in this part, part 4731.4414, or

equivalent requirements of the NRC or an agreement state at a medical institution,
involving:

[For text of subunits i to vi, see ML.R.}

(2} completed three years of supervised clinical experience in radiation

oncology, under an authorized user who meets the requirements of this part, part

4731.4414, or equivalent requirements of the NRC or an agreement state, as part of a

formal tta'miﬁg program approved by the Residency Review Comunittee for Radiation
Oncology of the Accreditation Council for Graduate Medical Education, the Royal College
of Physicians and Surgeons of Canada, or the Committee on Postgraduate Postdoctoral
Training of the American Osteopathic Association. This experience may be obtained

concurrently with the supervised work experience required under subitem (1), unit (b}; and

(3) obtained written attestation, signed by a preceptor authorized user.

who meets the requirements of this part, part 4731.4414, or equivalent requirements

of the NRC or an agreement state, that the individual has satisfactorily comgleted the
requiremnents of this item and has achieved a level of competency sufficient to fanction
independently as an authorized user of manual brachytherapy sources for the medical uses

authorized under part 4731.4450.

[For text of subp 2, see ML.R.]

4731.4459 OPHTHALMIC USE OF STRONTIUM-90; TRAINING.
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Except as provided under part 4731.4414, a licensee must require an authorized user

of strontium-90 for ophthalmic radiotherapy to be a physician who:

A. is an anthorized user under part 4731.4458 or equivalent requirements of the

NRC or an agreement state; or
B. has:

[For text of subitems (1) and (2), see ML.R.]

(3) obtained written attestation, signed by a preceptor authorized user
who meets the requirements of this part, part 4731.4414, or 4731.4458, or equivalent
requirements of the NRC or an agreement state, that the individual has satisfactorily
completed the requirements in this item end has achieved a Jevel of com?atency sufficient

to function independently as an authorized user of strontium-90 for ophthalmic use.

4731.4479 REMOTE AFTERLOADER UNITS, TELETHERAPY UNITS, AND
GAMMA STEREOTACTIC RADIOSURGERY UNITS; TRAINING.

Subpart 1. Training and education requirements. Except as provided uader
part 4731.4414, a licensee must require an authorized user of a sealed source for a use

authorized under part 4731.4463 to be a physician who:

A. 1is certified by-a medical specialty board whose certification process has been . -
recognized by the NRC or an agreement state, meets the réquirements in item B, subitem
(4), and has obtained written attestation that the individual has satisfactorily completed
the requirements in this item and subpart 2 and has achieved a level of competency
sufficient to function independently as an authorized user of each type of therapeutic
medical unit for which the individual is requesting authorized user status, The wriften
attestation must be signed by a preceptor authorized user who meefs the reguirements of

this part, pact 4731.4414, or equivalent requirements of the NRC or an agreement state for

an authorized user for each type of therapentic medical unit for which the individual is

requesting authorized user status; or
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B. has:

(1) completed a structured educational program in basic radionuclide
techniques applicable to the use of a sealed source in a therapeutic medical unit that

inclodes:

[For text of unit (g}, see M.R.]

(&) 500 hours of work experience, under the supervision of an

authorized user who meets the requirements of this part, part 4731.4414, or equivalent

requirernents of the NRC or an agreement state, at a medical institution involvin g

[For text of subunits i to vi, see MLR.]

(2) completed three years of supervised clinical experience in radiation

therapy, under an authorized user who meets the requirements of this part, part 47314414,

or equivalent requirements of the NRC or an agreement state, as parf of a formal training

program approved by the Residency Review Committee for Radiation Oncology of the
Accreditation Council for Gradnate Mé&ical Education, the Royal College of Physicians
and Surgeons of Canada, or the Comunittee on Postgraduate Postdoctoral Training of the
American Osteopathic Association. The experience may be obtained concurrenily with

the supervised work experience required under subitem (1), unit (b);

(3) obtained written attestation that the individual has satisfactorily
completed the requirements in this item and has achieved a level of competency sufficient
to function independently as an authorized user of each type of therapeutic medical unit-
for which the individual is requesting authorized user status. The wiilten attestation must
be signed by a preceptor authorized user who meets the requirements of this part, part

4731.4414, or equivalent requirements of the NRC or an agreement state for an authorized

user for each type of therapeutic medical unit for which the individual is requesting

authorized user status; and
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[For text of subitem (4}, see M.R.}

[For text of subp 2, see MLR.]

4731.4525 MEDICAL EVENT; REPORT AND NOTIFICATION.

[For text of subps 1 and 2, see M.R.]

Subp. 3. Felephone 24-hour notification required. A licensee must notify the
comumissicner by-tetephoneno-tater-than-thenext-eatendar-day within 24 hours after

discovery of a medical event.

[For text of subps 4 to 7, see M.R.]

4731.4526 DOSE TO AN EMBRYO/FETUS OR CHILD; REPORT AND
NOTIFICATION.

[For text of subps 1 and 2, see MLR.]

Subp. 3. Felephone 24-hour netification required. A licensee must notify the
commissioner by-telephonenofater-thanthe-nesteatendarday within 24 hours after

discovery of a dose to an embryo/fetus or nursing child that requires a report under

subpart 1 or 2.

[For text of subps 4 to 6, see M.R.]

4731.4600 DEFINITIONS.

Subpart 1. Scope. The following definitions apply to parts 4731.4605 to 4731.4620.

Subp. 2. Accredited. "Accredited" means an individual who has satisfactorily

completed a nationally recognized examination in nuclear medicine and who maintains

the registration or certification of the examining organization. Natiopally recognized

examinations are provided by the following organizations:

A.  the American Registry of Radiologic Technologists (N} (ARRTY);
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B. the Nuclear Medicine Technology Certification Board (NMT'CB); or

C. the American Society of Clinical Pathologists (NM) (ASCP}.

Subp. 3. Nuclear medicine technologist. "Nuclear medicine technologist”

means a person other than a ficensed practitioner of the healing arts who administers

radiopharmacenticals and relafed drugs to human beings for diagnostic purposes,

performs in vivo and in vitro detection and measurement of radioactivity, and administers

radiopharmaceuticals to human beings for therapeutic purposes. A nuclear medicine

technologist may perform such procedures only while under the general supervision of

a licensed practitioner of the healing arts who is licensed to possess and use radioactive

materials,

4731.4605 MINIMUM STANDARDS FOR NUCLEAR MEDICINE
TECHNOLOGISTS.

Subpart 1. General requirements. Except as specified in part 4731.4610, any

individual working as a nuclear medicine technologist in Minnesota must meet the

following minimnm eligibility requirements:

A. graduation from high school or its equivalent;

B. attainment of 18 years of age; and

C.  ability to adequately perform necessary duties without posing a hazard to the

health or safety of patients, other employees, or members of the public.

Subp. 2. Accreditation required. Except as specified in part 47314610, any

individual working as a nuclear medicine technologist in Minnescta after Tanuary 1,

2011, must be accredited.

Subp. 3. Record retention. The licensee must retain documentation of acereditation

for five vears and make it available for ingpection by the department.

4731.4610 EXCEPTIONS.

47314610 27
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The individuals in items A to E are exempt from the examination requirement in

part 4731.4600, subpart 3:

A. alicensed practitioner of the healing arfs who is listed as an authorized

user on gn agreement state or United States Nuclear Regulatory Cominission radioactive

materials lcense:

B. individuals working as nuclear medicine technologists under the direct

supervision of an individual who is accredited in nuclear medicine or by a physician who

appears as an authorized user on an agreement state or United Stateg Nuclear Regulatory

Commission radioactive materials Heense;

C. students enrolled in and parficipating in an accredited program for nuclear

medicine technology or a school of medicine, osteopathy, podiatry, or chiropractic who, as

a part of the students' course of study, administers radioactive material during supervised

* clinical experience; or

D.  anindividual working as a nuclear medicine technologist before January

1, 2011, who is not accredited, provided the individual has'completed the training in

part 4731.4612.

47314612 TRAINING FOR INDIVIDUALS FUNCTIONING AS A NUCLEAR
MEDICINE TECHNOLOGIST BEFORE JANUARY 1, 2011, WHO ARE NOT

- ACCREDITED,

Subpart 1. Training program. Individuals working as a puclear medicine

technologist before January 1, 2011, who are not accredited must complete a training

program designed to demonstrate competency in the following areas:

A. patient and personnel protection including:

{1y biological effects of radiation;

{2) . basic concepts of radiation protection; and

4731.4612 28
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(3) Minnesota Department of Health rules for radiation exposure;

B. radiopharmaceutical characteristics including:

(1) half-life;

(2) method of localization; and

(3)  biodistribution;

C. proper handling of radioactive materials including:

shippers;

(1) inspection and survey of packages;

{2) storage of radioactive material;

1
i

(3) disposal of radiocactive waste; and

(4) United States Department of Transportation iraining requirements for

D. factors affecting image quality including:

(1) equipment;

(2) patient and detector orientation;

(3)_ patient anatomical factors;

{4) anatomical Jandmarks;

(5} immobilization technignes; and

(6) radiopharmaceuticals;

E. facility monitoring inclnding

4731.4612

(1) survey equipment operation and uses; and

(2) radioactive spill respenses; and

29
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F. administraticn of radiopharmaceuticals as determined during supervised

clinical experience.

Subp. 2. Clinical experience. Clinical experience must be supervised by an

individual who is accredited in muclear medicine or by a physician who appears as an

authorized user on an agreement state or Unifed States Nuclear Regulatory Commission

radioactive materials iicense,

Subp. 3. Restrictions during training. Individuals in a training program

indicated in subpart 1 cannot work as a nuclear medicine technologist before obtaining

docurnentation of competency as required in pért 4731.4615 unless the individual Wdfks

tnder the direct supervision of:

A.  an individual who is accredited in nuclear medicine; or

B. aphysician who appears as an authorized user on an agreement state or

Umnited States Nuclear Regulatory Commission radioactive materials license,

Sabp. 4. Continuing education. Individuals working as nuclear medicine

technologists before January 1, 2011, who are not sccredited must:

A. obtain 24 hours of continuing education cn nuclear medicine every 24

maonths;

B. have the continuing education training approved by any of the orsanizations

listed in part 4731.4600, subpart 3: and

C. retain documentation of continuing education for five years and make it

available for inspection by the department.

4731.4615 DOCUMENTATION OF COMPETENCY.

Subpart 1. Nuclear medicine technologist: January 1, 2011. An individual

Tunctioning as a nuclear medicine technologist prior to January 1, 2011, and who is

4731.4615 30
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not accredited must obtain documentation that the individual is competent to applying

ionizing radiation to human beings.

Subp. 2. Who can document competency. The documentation of competency nyust

be provided by g licensed practitioner of the healing arts under whose seneral supervision

the individual is emploved or has been emploved.

Subp. 3. Procedures and equipment. The documentation of competency rmust

specify the nature of procedures and the equipment the individual is competent to utilize

and must be Hmited to work performed before J anﬁary 1, 2011,

Subp. 4. Record retention. The documentation of competency must be retained by

the individual for inspection by the department.

47314620 REQUIREMENTS FOR OPERATORS OF FUSION IMAGING
DEVICES.

Subpart 1. Accreditation required, When 2 unit is operated as a fusion imaging

device or in a dual mode such as a SPECT/CT or PET/CT device, the operator must be

accredifed or must meet the requirements in chapter 4732.

Subp. 2. Diagnostic CT imaging device. When the unit is operated as a stand-alone

diagnostic CT imaging device, the operatdr must meet the requirements in chapter 4732.

4731.4620 31
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" Department of Health

Adepted Permanent Rules Relating to Rathatlon Safety

The rules proposed and pubhshed at State Register, Volume 35, Number 11 pages
421437, September 13,2010 (35 SR 421), are adopted with the followmg modifications:

'47 31.4436 IMAGING AND LOCAL}LZATION STUDIES; TRAINING.

Subpart 1. Training and education reqmrements Bxcept as prowded under part

4’?31 4414, a licensee must raqu:u‘e an authorized user of unsealed radloactlve material for .. o

the uses authorized under part 4731 4434 to be a phys1c1a.n who is quahﬁed as fo]lows

under item A, B, or C:
A. The physician must:

' (2) must also have obtained written attestation that the individual physician

has satisfactorily completed_ the requirernents in subpart 2 and has achieved a level of

" competency sufficient fo fupction independently as an authorized user for the medical

uses auﬂaoﬁzec_i under parts 4731.4432 and 4731.4434. The attestation must be signed

by a preceptor authorized user who meets: -

(a) the requireménts‘ 111 this part;.er
C | The physician must have:
(2) ébtajnad writteri attestation that the individual physician has -
satisfactorily complefced the requjrenjents in this item and has achieved a level of -

competency sufficient to function independently as an authorized user for the medical

" uses authorized under parts 4731.4432 and 4731.4434. The attestation must be signed

by a preceptor authorized user who meets:

(a) " the requirements in this part; or

47314600 DEFINITIONS.

- 47531.4600 o - 1 " Approved by Revisor \Lﬁ %ﬁ D]
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Subp. 4. Direct supervision. "Direct supervision” means an accredited nuclear

medicine technologist or an authorized user currently listed on an agreement state or

United States Nuclear Reg‘ulatory Comtmssmu radioactive materials license is physmallv '

present m the facility and available to respond.

- 4731.4605 MINIMUM STANDARDS FOR NUCLEAR MEDICINE

TECHNOLOGISTS.

- Subp. 2. Accreditation requnired. Except as épeciﬁed in part 4731L. 4610, any
individual working as a nuclear medlcme technologlst in Mﬁmesota on or after J auuary 1,

2011 must be accredited.

Subp. 3. Record retention. The licensee must retain documentation of accreditation .

for five years and make it available for inspection upon request by the departmeﬁt.

4731.4610 EXCEPTIONS.

~ The individuals in items A to EQ are exempt from the exarnination reqtii:etnent
in part 4731.4600, subpart 32: |

B. individoals working as nuclear medicine technologists under the direct
superv:ision of: (1}an individual who is accredited in mlclear medicine; or hjr__)_aA

physician who-appears as an authonzed user on an agreement state or United States

‘Nuclear Regulatory Commission radioactive materials hcense

l4731 4612 TRAINING FOR INDIVIDUALS MCTI{)NING AS A NUCLEAR

MEDICINE TECENOLOGIST BEFORE JANU&RY 1, 2011, WHO ARE NOT
ACCREDITED '

Subpeart 1. Traimtli]::6 program. Individuals working as a nuciear medicine

technologist before Japuary 1, 2011, who age not accredited must complete a t:ammg

program designed to demonstrate competency in the following areas:

F. administration of radiophaﬂnaeeuﬁeals as-determined during supervised

clinical experience.

4731.4612 . ' 2
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Subp. 4. Continuing education. Individuals working as nuclear medicine

technologists before January 1, 2011, who are not accredited must:

B. -have the continuing education training approved by any of the organizations

listed in part 473 1'.4600, subpart 3 2; and

C. retain documentatlon of contmumg education for ﬁve vears and make it

avajlable for inspection upon request by the depa;rtment

. 4731. 4615 DOCUMENTATION OF COMPETENCY

Subpart 1.- Nuclear medicine technologlst Jamlary 1 2011, An md:wldual
functioning as a nuclear medicine technoclogist prior to January 1, 2011, and who is not
accredited must obtain dbcumentaﬁon that the individual is cdmpetent to app}ymg _am' |
ionizing radiation & human beings. |

Subp 4. Recnrd retention. The documentation of competency must be retalned by

' the md1v1dua1 for mspectlon upon Ieguest by the department

47314615 : 3



