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Radiation Protection Services
Oregon Administrative Role Revision for 20132
RAC Mecting, October 11, 2010
Oregon Administrative Rule
333-100-0005: Revise sum and ratio
333-102-0115: Add the word “consceulive days” for reciprocity
333-102-0203: Change rule reference to “333-103-0010(2)(r) for NORM licensing
333-102-0250: Delete extra rule title
333-102-0285: Revise rule relorence in (2)(a)
333-102-0340: Add the term " 180 consecutive days"
333-106-0045: Change web site address. Revise wording, add rule reference for ARRT registry exam,
housckeeping and revise rule reference
333-106-0101: Change web site address
333-106-01 10: Change Division 120 to OAR 333-106-0120, Change text from required to when requested.
333-106-0305; Change symbol, housekeeping
333-106-0315; Change symbol, housekesping
333-106-0370(5); Housckeeping regarding term “technologist licensed by the board”
333« 106-0720; Housekeeping, change web address,
333-116-0040: Addition to rule references for NRC compatibility, reword for rule glarity,
333-116-0050: Add OAR and reword (2a)(b){c)(d), for NRC compatibility

333-116-0050:
333-116-0090;
333-116-0170;
333-116-0405:
333-116-0640:
333-116-0660:
333-116-067(:
333-116-0680:
333-11e-0683:
333-116-068T:
333-116-0690:
333-116-0700:
333-116-07135:
333-116-0720:
333-116-0740:
333-116-0880:
333-116-04905:
333-119-0040:
333-119-0041:
333-119-G080:
333-120-0630:
333-120-0730:

Add the word “or”, housckecping

Revise rule title to match NRC, CFR.

[Tousekesping, separaie sections (4) and (5.

Delete duplicate rule. Current rule is 333-116-0710

Add rule reference for NRC, CFR compatibility

Add rule reference for NRC, CFR compatibility

Revise text; add rule reference for NRC, CFR compatibility

Revise rule title, revise rule reference for NRC, CIFR compatibility
Revise mle reference for NRC, CFR compatibility

Revise mie reference for NRC, CFR compatibility

Additional rules for Brachytherapy inserted for NRC, CFR compatibility
Revise rule reference for NRC CFR compatibility

Insert rules for refercnee for NRC, CFR compatibility

Revise text and rule reference for NRC, CI'R compatibility

Revise rule reference and add role for NRC, CFR compatibility
Housekeeping, add the OBMI reference to rule

Revise rule reference for NRC, CFR compatibilily

Added text for tanning facilities

Mew rule for cleaning and sanitation

Housckeeping, remove reference dates

Change reference from Form Y to NRC form 4, remove historical note
Revise “must submit to the Anthority” to “have available for inspection™

333-123-0005(18) (20): Added definitions for electronic brachytherapy

333-123-0055:
333-123-006(:
333-123-0065:
333-123-0070:
333-123-007 5
333-123-0080:
333-123-0085
3331230080
333-123-0095:
333-123-0100:
333-123-0105:
333-123-0110
333-123-0115:

Mew rule lor clectronic brachytherarpy
Mew rule for electronic brachytherarpy
Mew rule for electronic brachytherarpy
Mew rule for electronic brachytherarpy
Mew rule for electronic brachytherarpy
Mew rule for electronic brachytheramy
Mew rule for electronic brachytherarpy
New rule for electronic brachytherampy
MNew rule for electronic brachytheramy
Mew rule for electronie brachytherapy
Mew rule for electronic brachytherarpy
Mew rule for electronic brachytherarpy
Mew rule for eleetronic brachytherarpy
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333-100-0005, Delinitions

{134) "Speeial nuelesr material in quantitiss not sullicient Lo form g eritical mass" means uranium enriched
in the isotope U-235 in quantities not excecding 350 grams of contained U-235; uranium-233 in quantities
not exceeding 200 grams; plutonium in quantilics not exceeding 200 grams; or any combination of them in
accordance with the following formula: For cach kind of special nuclear material, determine the ratio
between the quantity of that special nuelesr muterial and the quantity specificd above for the same kind of
special nuclear material. ‘The sum of such ratios for all of the kinds of special nuelesr material in
combination must not exceed one.

For example, the following quantities in combination would not excesd the limitation and are within the
Tormula: * * (175 (grams contained U-235)/350 + (50 (grams U-233)/200 | €30 (grams Pu)/200 - 1,

333-102-0115, Certain Messuring, Gauging and Controlling Devices

(12) Persons generally licensed by an Agreement Stale with respect to devices meeting the criteria in
seetion {9) of this rule are not subject to registration requirements if the devices are used in arcas subject to
MRC jurisdiction for a period less than 180 conseeutive days in any calendar vear, The Nuclear Regulatory
Commission dogs not require registration information from such licensees.

333-102-0203, Definitions

(30) "MORM (no processing)” means a facility-specific license pursuant to QAR 333-103-0010(23(m)
authorizing possession, use, and transfer of NORM in accordance with division 117 of this chapter.

333-102-0250, Manufacture and Distribution of Radioactive Material for Certain In Vileo Clinical or
Lahoratory Testing Under a General License

Mamnetureand-Distribution of Rudioactive MateriaHerCertmintaVitro Clinical or Laboratery
Festire e a-enera b License

An application [or a specific license to manufacnure or distribute radioactive material for use under the
general license specilicd in OAR 333-102-0130 or equivalent will be approved if;

333-102-0285, Manulacture, Preparation, or Transfer for Commercial Distribution of
Radiopharmaceutical Drugs Containing Radioactive Material for Medical Use Under Division 116

(1) An application for a specific Heense to manufacture, prepare, or lransler tor commercial distribution
radiopharmaccutical drugs containing radioactive material for use by persons authorized pursuant to
division 116 of this chapter will be approved if:

{#) The applicant satisfies the general requirements specified in AR 333-102-0200:
(b} The applicant submits evidence that the applicant is at least one of the following;

{A) Registered or licensed with the U5, Foud and Thrug Administration (FDA) as the owner or operator of
a drug establishment that engages in the manufacture, preparation, propagation, compounding, or
processing of a drug under 21 CFR 207.20(a);

(B} Registered or licensed with a state agency as a drug manufacturer;

(C} Licensed as a pharmacy by a state Board of Pharmacy;
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(13} Operating as a nuclcar pharmagy within a federal medical institution; or
(E} A Positron Emission Tomography (PET) drug production facility registered with a state ageney,

{¢) The applicant submits information on the radionuclide, chemical and physical form; the maximum
aclivily per vial, syringe, generator, or other container of the radiopharmaceutical drug; and the shielding
provided by the packaging to show il is appropriate for the salt handling and storage of the
radiopharmaceutical drugs by medical use licensses; and

(d) The applicant salisfies the following labeling requirements:

{A) A label is affixed to cach transport radiation shield, whether it is constructed of lead, glass, plastic, or
uther material, of a radiopharmaceutical diug to be translorred for commercial distribution, The label must
include the radiation symhbol and the words CAUTION, RADIOACTIVE MATERIAL or DANGER,
RADIOACTIVLE MATERIAL; the name of the radiopharmaceutical drug or its abbreviation; and the
quantity of radioactivily al a specified date and time. For radiopharmaceutical drugs with a half life greater
than 100 days, the time may be omitted.

(B) A label is affixed to each syringe, vial, or other container used to hold a radiopharmaccutical drug to be
transferred for commercial distribution. The label must include the radiation symbol and the words
CAUTION, RADIOACTIVE MATERIAL or DANGLER, RADICACTIVE MATERIAL" and an identifier
that ensures that the syringe, viul, or other container can be correlated with the information on the ransport
rudiation shield label.

(23 A licensce deseribed by paragraphs (1)(B3(C) or (D) of this rule:

(a) May prepare radiopharmaceutical drugs for medical use, as defined in OAR 333-116-0020, provided
that the radiopharmaceutical drug is prepared either by an authorized nuclear pharmacist, as specified in
subsections (2){be} and (2)(d) of this rule, or an individual under the supervision of an authorized nuclear
pharmacist as specified m (3AR 333-1 Ll6-0100.

333-102-0340, Reciprocal Recognition of Licenscs

(1) Subject 1o these rules, any person who holds a speeific license from the 1.5, Nuclear Regulatory
Comumission, an Agreement State, or a licensing stale, and issued by the Authority having jurisdiction
where the licensce maintains an office for directing the licensed activity and at which radiation safety
records are normally maintained, is hereby granted a general license to conduet the activities authorized in
such licensing document within this state for a period not in excess of 180 consceutive days in any calendir
veat, provided that:

(6) 1Emultiple work crews or persons work concurrently al more than one work location under a zeneral
license granted pursuant to this rule, each day worked at cach location shall count tward the limit of 180
consecutive days in a calendar year,

333-106-0043, Usc of Best Procedures and Equipment

Procedures and auxiliary cquipment designed to minimive patient and personnel exposure commensurate
with the needed diagnostic information shall be utilized. This is interpreted to include, but is not limited 1o-

(1) The speed of film or screen and fiim combinations shall be the fustest speed consistent with the
dingnostic objective of the examinations,
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{2) The radiation exposure to the patient shall be the minimum exposure required to produce images of
zood dsne,uostic quality, see T ’th!es [, 2 and 3. The referenced tables are available on the Program's
website: rndeszshunbhvwow healthorecon.oreips,

mabu.tw of the patlent m be left alone (lLJl i e |_r]|_.1g_|||:-, p: vecdure cxcept as pf:rnntted under sectmu {1

of this rule.

{16) Reguirements for the operation of fluorescopic X-ray equipment. ‘The operation of Muorescopic
equipment shall be restricted to the following categories of properly rained operators:

(a) Radiologists;

(b) Non-Radiologist practitioners with proper training in the operation and use of Muoroscopic X-ray
equipment;

{c) I’ Ls, must be ARKL registered and in good standing with the Orvecon Board of Medical
lmasine,

(dy R.PA s and RLR.As;

(e)Fechnolosistiwho-havesueeessfully completed an ORRTappraved precmarinmadislosictechnology
as-detined-n-ORE-GESHIS e lemporanily operale Moreseopieeguipmentwhilesaitdnetotake the
AcB-Btrepistr-exandpation: echnolomsts, who have successtilly completed an educational program in
radiologie technology [rom an approved schoal as defined in ORS 688,403 may temporarily operale
MNuorescopic equipment for up to one year while waiting (o take the ARRT reeistry examination.

(A) The remporary period will expire when the individual has passed the registry examination and is
considered an R.T.; or

(B) One vear from the date when the technologist completed his/ her training, provided; and

{C) The technelogist, while in the temporary stams referred W in subscetion (1633e) of this rule, has a
cuirent temporary license issued by the Oreson BGoard of Medical lnaging OBRT,

{17) Radiologists, R.AS or R.P.AS and R.T.s currently Ticensed in Oregon are considered to bave met the
training reguircments in subsection (16331 of this rule,

(1 8) Fluoroscopic equipment operators who qualified to operate Nuorescopic X-ray equipment prior to
April 11, 2003, will be considered as having met the training requircments in subsection (165)(1) of this
rule.

(21} Facilities shall determine, or cause Lo be determined, the typieal patient entrance exposure rate [or their
most common Nuoroseopic examinglions. The determination shall be made using an attenuation block as
deseribed in OAR 333-106-0005(78) of these rules using measurement protocel in compliance with OAR
333-106-0210 ol these rules and expressed in Roentgens per minute (K/min.) or milliRoenlgens per minute
{mR/min.). In addilion, these entrance exposure rates shall be posted in the room where Tuoroscopic
examinations are conducted so that they are readily available 1o administrators, X-ray operators, patients
and practitioners,

333-106-0101, Diagnostic X-ray Systems

A
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{7) Beam Quality:
{a) Half~Value Layer (HVL):

The ITVL of the useful beam for a given X-ray tube potential shall not be less than the values shown in
Table 4. If it is necessary o determine such ITVL at an X-ray tube potential which iz not listed in Table 4,
linear interpolation or extrapolation may be made; The referenced table is available on the Program's
website: www healthoreson. org/rpshitp: wwnseresssses B HS phitps/index shessd

{A) The ITVL required in subsection (7)(a) of this rule will be considered (o hive been met if it can be
demonstrated that the aluminum cquivalent of the total filtration in the primary beam is not less than that
shown in Table 3. The referenced table is available on the Program's website:

www healthorscon ore/rpshitpetsw s oregon, goviB S phlssdndescslim|

{12) X-ray film developing requirements. Compliance with this section is required of all healing arts
registrants and is designed to ensure that paticnt and operator exposure is minimired and to produce
optimum image quality and diagnostic information:

{a) Manual processing of films.

(A) The relationship between temperature of the developer and development time indicated in Lable 6 or
the manutacturer’s reconunendations must be used with standard developing chemisiry, The referenced
table is available on the Program's websile;

www healthorseon ore/rpshtpsfserareson. oo/ DHS phispstides ki

333-106-0110, Plan Review
When requestedired by the Authorily, and;

(1) Prior to construction, the floor plans and equipment arrangement of all new installations, or
maodilications of existing installations, utilizing X-rays for diagnostic or therapeulic purposes must be
avatlablehe submitted to the Authority for review. and appressd, The eeguired inlormation is as set out in
AR 333-106-0 1 20divisiont20,

(2) The Authority may require the applicant to utilize the services of a qualified expert to determine the
shielding requirements prior lo the plan review and approval.

{3) The reviewappeswad of such plans shall not preclude the requirement ol additional modifications should
a subsequent aualysis of operating conditions indicate the possibility ol an individual receiving a dose in
excess of the limits prescribed in division 120,

Stal. Auth; ORS 453,605 - 453.807

Stats. Implemented: ORS 453,605 - 453,807

Hist,o HD 11991, f. & cert. ef. 1-8-91; HD 15-1994, £ & cert, ef. 5-6-04; PH 12-2006, t. & cert. ef, 6-16-
06; PH 14-2008, £ & cert, ef, 9-15-08

333-106-0305, Radiation Expesure Control Devices

(4) Reproducibility, With a timer setting o (1.5 seconds or less, the average cxposure peried (T) shall be
greater than or equal 1o five times the maximum exposure period {'max) minys the minimum exposure
period {Tmin) when four timer lests are performed: (TY==L 5 ('max - Tmin),

333-106-0315, Exposure Reproducibility
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The coefficient of variation of exposure shall not exceed 0,05 when all technique factors are held constant,
This requirement shall be deemed to hive been met if, when four exposures are made at identical technique
factors, the value of the average exposure (E) is greater than or equal o 5 tmes the maximum exposurs
{Emax) minus the minimum exposyre {Emin). E =5 (Emax - Emin).

{3) Radiation Lxposure Control (Timers). veans shall be provided to control the radiation cxposure
throungh the adjustment of exposure lime in seconds, milliseconds (ms) or, number of pulses, or
current/milllamps (mA), or the prodoet of corrent and exposure time (mAs) or adjustment ol kVp. In
addition:

{#) Exposure Imtiation. Means shall be provided to initiate the radiation exposure by a deliberate action on
the part of the operator, such as the depression ol a swilch. Radiation exposure shall not be initiated withouwt

stich an action; and

(b} 1t shall nol be possible o make an exposure when the timer is set to a "0" or "ol position iF gither
position is provided;

(<) Exposure Indication. Means shall be provided lor visual indication, observable at or from the operator's
profected pesition, whenever X-rays are produced. In addition, & signal audible to the operator shall
indicate that the exposure has terminated.

{d) Exposure lermination,

(2} Timer Reproducibility, With a timer selling of 0.5 sceond or less, the average exposure time (17 shall be
greater than or equal to five thines the minimum cxpesure time {Tmax) minus the minimum exposure time
{Tmin) when four timer tests are performoed:

(1) ==5 (Tmax  Tmin}.

{A) Means shall be provided to terminate the cxposure at a preset, time intetval, mAs, number of pulses; or
radiation to the image recepior.

{B) An X-ruy cxposure conirol shall be incorporated into each system such thal an exposure can be
lerminated by the operator gt any time, except for exposures of 0.5 second or less,

{C} Termination of an exposure shall cause aulomatic reselling of the timer to its initial setting or 1o "0

(4) Rudiation Exposure Control Location and Operator Protection. Each X-ray control must be located in
such a way as to meet the following requirements:

{a) The exposure switch shall be able 1o be operated in & protected area, as defined in OAR 333-106-
000330 H+ait, and the operator shall remain in that protected area during the entire exposurc: and

{b) The operator’s protected area shall provide visual indication of the patient during the X-ray procedure.

(5) Lxpesure Reproducibility. The coclticient of variation shall not exceed 0.05 when all technigue Factors
are Held constant. This requirement shall be deemed to have been met if, when four exposurcs are made at
identical technigue lactors, the value ofthe average exposure (I) is greater than or cqgual Lo live times the
maximum exposure (Lmax) minus the mintmum exposure (Emin): E >=5 (Lmax - Emin)

333-106-0370, Operator Requirements
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(1) Computed Tomography (CT) X-ray systems shall be operated by mdividuals wha;

(a} Arc registered with the American Registry of Radiologic Technologists (A.R.R.T): and

(b) Have reeeived additional CT system training; and

()} Meet the clinical experience requircments for C.T. established by AR and

(d) Are currently licensed by the Orepon Board of Medical Imaging.

(2) Individuals who are registered with the A RR.T. and credentialed as an R.T.(R) and (CT)arc
considered Lo have met the CT training requirement in 333-106-0370(1) of this rule and clinical cXperience

requirement in subsection (1)(a) of this rule.

{3) Those individuals who have met the reguivements of section (1) of this rule prior to the effective date of
this rule are considercd to have met subscetion (1)(a) of this rule.

(1) Technologists operating CT systems must do so under the direction of* 1 radiologist.
(:3) Positron Cmission-Computed Tomography (PET/CT) or Single Photon Emission-Computed

Tomography (SPECT/CT) systems shall be operated by technolosist licensed by the Orecon Beard of
Medical lmaging who gre:;

{2) Any registered radiographer with the eredential R.T. (B); or

{b) Registered radiation therapist with the credential R.U. (T); and

e Who are esrrentiy-Heensed by the-OresonRonrd of Medieal lmaving; or

(cd} Registered certified nuclear medicine technologist with the credentials R.T, (W), or

(te) Cemified Nuclear Medicine Technologist (CNMT) by the Nuclear Medicine Technologist Certification
Bourd (NMTCD).

(6) The individuals mentioned in section (5) of this rule must also have successtully completed appropriate
additional cducation and training and demonstrated competency in the usc and operation of PET/CT or
SPLECIVCT systems,

(7) Appropriate additional braining is considered training that covers the topic arcas outlined in the PET/CT
curriculum developed by the Multi-Organizational Carriculum Project Group sponsored by the American
Society of Radiologic Technologists and the Society of Muclear Medicine I'cchnologists, or equivalent
training approved by the Authority and:

(1) Includes the content specilied in the PET/CT curriculum for the arca(s) that the individual is not already
trained or certified in; or

(b) Individuals meeting the requircments of section (5) of this rule and who have successfully completed
training thal the Authority has evaluated and judged 1o be substantially cquivalent to that specilied in
subsecction (7)(a) of this rule.

(7}
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(8) B.T.(M)s or CNMTs who have become certilicd in Computed Tomography through the American
Registry of Radiologic Technologists are considerad to have met the training requirements in scetion {3} of
this rulc.

(9) Technologists operating PLT/CT or SPECT/CT systems must do so under the direction of an authorized

user licensed to perform imaging and localization studics in sccordance with QAT 333-1 16-0320 of these
mles.

333-106-0720, Quality Assurance Program

(3) Lauipment quality control tests Tregquency. The registrant shall ensure that the following quality control
test are perflormed when applicable cquipment or components are initially installed or replaced and

performed thercafier at least as ofien as the frequency spemhed in Table 7. The referenced lah!e is availahle
i .

on the Program's website: waww healthoregonorg rpship: mvww.ores e

333-116-0040, License Amendments
A licensee must apply Tor and musl receive 4 leense amendment:

(1) Before receiving or using radicactive material for a method or lype of medical use not permitted by the
license 1ssued under this division;

(2) Belore permilling anyone, except a visiting sutherized-vser desertbed - OAR333-116-01 1)L o work as
an authorized user, authorized nuclear pharmacist, or authorized medical physicist under the license
excepls A-visiling authorteed user is an-individeabada:

(a) hi%%&qﬂ%&#@eﬂ%@ﬁé@ﬁé}]umimm, 335-1 160680, 333 -Ho-Red 35 He-
QM#%N}%QJ—FPE—@WJS—HG—GH [] ar333-H6-0720. TH ! Iﬁ-ﬂ?—lﬂ—&ﬂ-&l—?:—.‘a:?—l-té—ﬂfﬁéﬂ-&l‘

_131 L6 Dﬁﬁﬂ 333 Lie-0670, 333- 115 D680, 333-116-0683. }‘:-3 I 16-0637, 3.‘:3 Ilﬁ a0, 333 ]1{7 ﬂ?lﬂl
amd 333-116-0720

(k) For an guthiorized nuclear pharmeacist; an individoal who meets the reguirements in QAR 333-116-0910

and 333-116-0760.15 4 nuclear phinmaeisiwha-meststherequisement i OAR 3331 1609 10 amd 113-

Ha-0760; or

{c) Foran 1uthorizen£ mE:-L[J'I..Ell Dh'nrail.isi an indi\'idu.ll whi muh Lthe rl:[]l.lirt_nn_nm in AR 333-116-0003

934-@—?9—334—#6—@1%9—%3&—#}64}%5715}

() A individual: 15 identified as an authorized user, svsa authorized nuclear pharmacist, or an authorized
miedical physicist on @ Noelear Regulatory Commission or Agreement State leensc that authorizes the use
ol radicactive material in medical use or in the practice of nuclear pharmacy -respectively, or

e

o

(4) Beftore receiving radioactive material in excess of the amount authorized on the license;

{5) Before adding to or changing the arcus ol use or mailing address identified on the license: and
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() Before revising procedures required by QAR 333-116-0493, 333-116-0580, 333-116-D383, and 333-
| 160587 as applivable where such revision reduces radistion satenv. atery. ehansimtalements, represeniation:

and-preceduresveielure incorporated-stethe-Huenge,

333-116-0050, Notifications

(1} A licensee must provide to the Authority 3 copy of the board eertilication, the Nuclear Regulatory
Commission or Agreement State license, or the permit issued by a licensce of Broad Scope for cach
individual no ater than 30 days after the date that the licensee permils the individual to work as an
authorized user, or an authorized nuclear pharmacist. pursuant to QAR 333-1 L6-0040(2 ) a) through (d).

333-116-0090, Statementeb-Authorityies and Responsibilities for the Radiation Protection Program

(1) In addition to the radiation protection program requirements of QAR 333-120-0020, 4 licensee's
MANAZEmSnt Must approve in writing;

(a) Requests for a license application, renewal, or amendment before submittal to the Authority;

() Any individual before allowing that individual to work as an authorized user, authorized nuclear
pharmacist, or authorized medical physicist; and

(c) Radiation protection program changes that do not require a license amendment and are permilled under
OAR 333-116-0123,

S-S, Training for-Yseed-Serded Sonrces for-Dingnosis

Fxcept as providedan-SARSS-H6-0710, the Heenseemstrequite the autherized useroly diggnostic
sualed sourceferssednadesiecauthorized urder- SR 233116 0400 to-beaphysietnn dentist, or
podigtrist-whes

th-seertified by a specialty boardwhesesertilication processineludesall ol the reqiireRestsseetions
Eand-tralthis rule and whoseeertiestion hus been receanized-bethe Nuclenr Remulatery Connnission
srar-Auereement State; or

(2) Has completed-sizti-honr-ol classroom-and-aberstory training in-basiermdionulide handling
technigues-specthentlyapphcable to the usesfthe device. The muminepmstinclade:

fer-Bneiubion physics and instsmentation:

(b) Radiationpretecton:

terPrinthemintics pertalning-to-thetsenad- mensurement-eSeadisadtivily;

i Radiarestrame—ad

() Hus-completed-raining-irthe use of thedeviesfor the-uses requested: ,

Sttt ORS 453,635

Stats—Implemented: ORS-S3 802 4353 807

Hist: PH | 220064 certef6-16-06: PH 4-2007 £ & cortef 3-1-07; P 2008 £ & corlef 945
0
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333-116-0640, Radiation Sufety Officer Training and Experience Requirements

Except as provided in OAR 333-116-071006348, the licensee shall require an individual fulfilling the
responsibilities of the Radiation Safery OfTicer as provided im QAR 333-1 16-0090 to be an individual whos;

(1) Is certilicd by a specialty board whose certification process has been recognized by the Comimission or
an Agreement State and who meets the requirements in scetions (4) and (3) of this rule. (The names of
board certilications which have been recognized by the Commission or an Agresment State will be posted
un the NRC's Web page,} To have its centification process recogmzed, a specialty board shall require all
candidates for certification to;

(a)(A) Hold a bachelor's or graduate degres from an accredited college or university in physical science ar
engineering or biological scicnce with a minimum of 20 college credits in physical science;

(R} Have five or more years of professional experience in health physics (graduate training may he
substituted for no more than two years of the required experience) including at least three years in applied
health plhysics; and

() Pass an examination administered by diplomates of the specialty board, which evaluates knowledge and
competence in radiation physies and mstrumentation, radiation protection, mathematics pertaining to the

use and measurement of radivactivity, radiation biology, and radiation dosimetry; or

(b)(A) TTold a master's or doctor's degree in physics, medical physics, other physical science, engincering,
or applisd mathematics from an aceredited college or university;

(B) Have Lwo years of full-time practical training and/or supervised experience in medical physics:

(i) Under the supervision of a medical physicist who is certitied in medical physics by a specialty board
recognized by the Commission or an Agreement State; or

{11} In clinieal nuclear medicine facilities providing diagnostic and/or therapeutic services under the

0670 orand 333-1 16-0680;

(C) Pass an examination, administered by diplomates of the specialty board, that asscsses knowledeze and
competence in clinical diagnostic radiological or nuclear medicine physics and in radiation safety; or

(2) Hax completed @ strpclured educational program consisting of 200 howrs of classroom and laboratory
traiming as loklows;

{a) Radiation physics and instrimentation;

{h) Radiation protection;

{c) Mathematics pertaining to the use and measurement of radioactiviny;
() Racliation biology,

{g) Radiopharmaccutical chomistry;

if) Radiation dosimetry; and

10 ]

e



DRAFT October 10, 2012

(g} One year of full time expericnce in radiation safety at a medical instittion under the supervision of the
individual identified as the Radiation Safety Officer on a Authority, Agreement State, Licensing Statc or
LI5S, Nuclear Regulatory Commission license that authorizes similar type(s) of medical use of radivactive
material involving the lollovwing;

{A} Shipping, receiving, and performing related radiation surveys;

(B) Using and performing checks for proper operation of instruments used to determine the activity of
dosages, survey meters, and instruments used to measure radionuclides;

{C} Securing and controlling byproduct material;
(D) Using administrative controls o avoid mistakes in the administration of byproduct material;

(L) Using procedures to prevent or minimize radioactive contamination and using proper decontamination
procedures;

(F) Using emergency procedures to control byproduet material; and
() Disposing of radioactive material; or

{3)(a) Is a medical physicist who has been certified by a specialty board whose certification process has
been recognized by the Nuelear Regulatory Commission or an Agreement State under OAR 333-116-
(905(1) and has expericnee in radiation safety for similar types of use ol byproduct material for which the
licensee is secking the approval of the individual as Radiation Safety OfMicer and who meets the
requirements in sections (4) and (3) of this rule; or

(b) 1s an authorized user, authorized medical physicist, or authorized nuclear pharmacist identified on the
licensee’s license and has experience with the radiation salcty aspects of similar types of use of byproduct
material tor which the individual has Radiation Safely Officer responsibilities; and

{4) L1as obtained written attestation, signed by a preceptor Radiation Saliety Officer, that the individual has
satisfactorily completed the requirements in section (5) and in paragraphs (13(2)(A) and (14 (B} or
paragraphs (1)(b)(A) and (1)(bYB) or seetion (2) or subsections (3)(a) or (3)(b) of this rule, and has
achieved a level ol radiation safety knowledge sufficient to function independently as a Radiation Satety
Officer for a medical use licensee; and

(3) Has training In the radiation safety, regulatory issucs, and emergency procedures tor the types of use for
which a licensee secks approval, This training requirement may be satisficd by completing training that is
supervised by a Radiation Safety Officer, authorized medical physicist, authorized nuclear pharmacist, or
authorized user, as appropriale, who is authorized for the type(s) of use for which the licensee is secking
approval.

333-116-0660, Training for Uptake, Dilution or Excretion Studics

Except as provided in OAR 333-116-0740, the licensee shall swst reguire the authorized user of g
radiopharmaccutical listed m QAR 333-116-0300 to be a physician who:

(1) Is certified by a medical specialty board whose certification process has been recognized by the Nuclear
Regulatory Commission or an Agreement State and who meets the requirements in section (12) of this rule
(The names of beard cerlifications recognized by the NRC or an Agreement State are posted on the NRC's
website). To have ils cerlilication process recognived, a specialty board shall require all candidates for
certification o

F
e’
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(#) Complete 60 hours of training and experience in basic radionuelide handlmyg techniques applicable to
the medical use of unsealed byproduct material for uptake, dilution, and excretion studies. The training and
experience must include paragraphs (3)(al{ A} through (3)(bF) of this rule; and

(b} Pasy an examination administered by diplomats of the specialty board that assesses knowledge and
competence in radintion satety, radionuclide handling and quality control: or

(2} Is an authorized user under OAR 333-116-0670 or, 333-116-0680 and 333-116-0740 or equivalent
Muclear Regulatory Commission or Agreement State requirements; or

{3) 1as completed 60 hours of training and expericnce, including 4 minimum of eight hours of classroom
and laboratory raining, in basic radionuclide handling technigues applicable to the medical use of unsealed
byproduct material for uptake, dilution, and excretion studics. The training and experience must include:

() Classroom and laboratory raining in the following areas:

{A) Radiation physics and instrumentation;

(B} Radiation protleetion;

() Mathematics pertaining to the nse and measurement of radivactivity;

(1) Chemistry of byproduct matenal tor medical use; and

{E} Radiation biology; and

{b) Work experience, under the supervision of an authorized user who meets the requirements in this rule,
QAR 333-116-0660, 333-116-0670, 333-] 16-0680 and 333-116-0740 or Nuclear Regulatory Commission

or cquivalent Agreement State requivements, involving:

(A) Ordering, receiving, and unpacking radivactive malerials safily and pertorming the related radiation
SUIrveys;

{B} Performing guality control procedures on instruments used to determing the activity of dosages and
performing checks for proper operation of survey meters;

(C) Calculating, measuring and safely preparing puticnl or human research subject dosages;

(D} Using administrative controls to prevent a medical event involving the use of unsealed byproduct
malerial;

(L) Using procedures to contain spilled byproduct material safely and using proper decontamination
procedures; and

{F) Administering dosages of radiopharmaceutical drugs te patients or human research subjects; and

(4} Has obiained wrilten atlestation, signed by a precepror authorized user whe meets the requirements in
this rule, OAR 333-116-0660. 333-116-0670, and 333-1 16-0680, 333-1 16-0740-0r Nuclear Regulalory
Commission or equivalent Agreement State requivements, that the individual has satisfactorily completed
the requirements in subscetion (1)(a) or section (3) of this rule and has achieved a level ol compelency
sulTicient o function independently as an authorized user for the medical uses authorized under OAR 3334
1 16-0300.

12
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333-116-0670, Training for Imaging and Loeealization Studics

Fxcept as provided in QAR 333-116-0740, the licensce shall reguire an authorized user of unsealed
byproduct material tor the uses authorized under GAR 333-1 16-0320 to be a physician who;

(1) 15 certificd by a medical speeialty board whose eertilieation process imcludes all of the reguiremenis in
seelion 3 ol this rule and whose certilication has been recoenized by the Nuclear Reculimory Commission
or an Agrcement Stale; or bssbessreessnbed-bthe-Comatbsionoran-Avreement-Stale gnd who mests
the requirements inseeter3 ol thisrmile- { The numes-of bourd certifications that have been recoanized by
the Commission or an-Aeereeiment State dre posted on the NRO'S website), To have its certification process
recognized, a specialty bouard shall require all candidates tor certitication to:

{a) Complele 700 hours of training and expetience in basic radionueclide handling technigues and radiation
salcly applicable to the medical use of unsealed byproduct material for imaging and localization studies as
deseribed in subsection (3)(a) through paragraph (2)B)(0) of this rule; and

(b) Pass an examination administered by diplomats of the specialty board, which assesses knowledge and
competence in radiation safety, radionuclide handling and quality control; or

(23 Is an suthorized wser under QAR 333-116-0680 and meels the reguirements in QAR 333-116-
0670{30HG) vr eguivalent Nuclear Regulalory Commission or Agreement State requirements; or

(3) Has completed 700 hours of training and experience, including a minimum ol 80 hours of classroom
and laboratory training in basic radionuclide handling rechniques and radiation safery applicable 1o the
medical use ol unsealed byproduct material for imaging and localization studies.

{a) The training and experience must include at a minimwn-f)-clssrasmminimum classrooim and
laboratory training in the tollowing areas:

{A) Radiation physics and instrumentation;

{13} Radiation protection;

() Mathematics perlaining to the use and measurcmient ol radioactivity;
() Chemistry of byproduct material for medical use; and

{F) Radution biology; and

(b) Work experience, under the supervision of an authorized user, who meets the requirements in this mle
or OAR 333-116-0670, 333-116-0680, 333-116-0740 and 333-116-067M 3 Wb G or equivalent Nuclear
Regulatory Commission or Agreement State requirements, involving:

(A) Ordering, receiving, and unpacking radioactive materials sately and performing the relared radiation
SUTVEYS;

(B) Performing quality control procedures on instruments used to determine the activity of dosages and
performing cheeks lor proper operation of survey meters;

{C) Caleulating, measuring, and safely preparing patient or human research subject dosages;
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(D) Using administrative controls to prevent a medical event involving the use of unsealed byproduct
material;

{F) Using procedures to safcly contain spilled radioactive material and using proper decontamination
procedures;

F} Administering dosages of radioactive drugs to patienis or human research subjects: and
g £ R0 p il

(G} Eluting generator systems appropriate for preparation of radiopharmaccutical drugs for imaging and
localization studics, measuring and testing the cluate for radienuclidic purity, and processing the eluate
with reagent kits to prepare labeled radiopharmaceutical drugs; and

{4) Has obtamed written attestation, sitmed by a preceplor authorized user who meets the requirements in
this rule or OAR 333-116-0670(3)(b)(G), 333-116-0680, 333-116-0740 or equivalent Muclear Regulatory
Commission or Agreement State requirements, that the individual has satisfactorily completed the
requirements in subsection (1)(a) or section (3) of this rule and has achieved a level of competency
sutficient to function independently as an authorized user lor the medical uses authorized under this-mle o
OAR 333-116-0300 and 333-116-0320, 0630,

333-116-D0680, Training for Use of Unsealed Byproduel Material for Which a Wrillen Dirvective is
Reguired Thesapesteseol Rudiophnrmaesutiends

Fxcept as provided in OAR 333-116-0740, the licensce must require an authorized user of unsealed
byproduct material for the uses authovized under QAR 333-116-0360 to be a physician who;

(1) Is cerlified by a medical specialty board whose certification process includes all of the requirements in
sectlon (2) of this rule and whose certification has been recognized by the Commission or an Agreement
State; or

(2}t I1as completed 700 hours of training and expericnce in basic radionuclide handling techniques
applicable to the medical use of unsealed byproduct material requiring a written dircetive, The training and
experience must nclade:

(%) Classroom and laboratory training in the following areas:

(A1) Radiation physics and instrumentation;

(B#) Radiation protection;

(L1} Mathematics periaining (o the use and measurcment of radioactivity;

(4} Chemistry of byproduct material lor medical use; and

{Ev) Radiation biology; and

{bB} Work experience, under the ﬁupurmmu of an authorized user who meets the requircments in OAR
3351 16-074),_seetens-{rand { 2) of this rule ar Nuclear Regulatory Commission or Lquw.ﬂent
Aureement State requirements. A supervising authorized user, who meets the requirements in section (2) of
this rule, must have expericnee in administering desages in the same dosage category or categories (ie.,
OAR 333-1 16-0680(2al A) as the individual requesting authorized user status. The work cxperience must
involve:

——
—
I

el

l



DRAFT October 10, 2012

{Al) Ordering, receiving, and ynpacking radicactive materials safely and performing the related radiation
SHIVEYS;

(Rit) Calibrating instruments used to determine the activity of dosages, and performing checks for proper
operation of survey meters;

(U5) Caleulating, measuring, and safely preparing patient or human research subject dosages;

(D) Using administrative controls to prevent a medical event invalving the yse of unsealed byproduct
material:

(Fv) Using procedures to conlain spilled byproduct material safely and using proper decontamination
procedures;

(Livi) Fluting generator systems, meusuring and testing the eluate for radionuclidic purity, and processing
the cluate with reagent kits to prepare labeled radiopharmaceutical drugs; and

(Cix) Administering dosages of radiopharmaceuatical drugs to patients or human research subjects
involving a minimum of three cases in each of the following categories for which the individual is
requesting authorized user status:

(i) Oral administration of less than or equal to 1.22 Gigabeeguerels (33 millicurics) of sodium iodide I-
131;

(ii+) Oral administration of greater than 1.22 Gigabecquerels (33 millicuries) of sodium iodide 1-131;

NOTE: Experience with at least three cases in Category (vii)(2) also satisfics the requirement in Category

{vit)(A).

{IIII—H- Parenteral administration of any beta emitter or a pl'lD[DII—CM[lliﬂg radionuclide with a photon ener
¥ 2
less than 130 keV I andior

(ivIV) Parenteral administration of any other radionuclide; and

(ch) Has obtained written attestation that the individual has salistuctorily completed the reguitements in
subscetion (2)(a) and (2HOWG) or (2)4) of this rule, and has schieved a level of compelency sufficient o
function independently as an authorized user for the medical uses authorized under OAR 333-1 16-0360.
The written attestation sesttfestion must be signed by a preeeptor authorized user who meets the
requircments in sections OAR 333-116-0740, 333-116-0680 (1), (2), ofthissale or cquivalent Nuclear
Regulatory Commission or Agreement State requirements. The preceptor authorized user, who meets the
requirements in section (2) of this rule, must have expericnee in administering dosages in the same dosage
calegory or categories (Le., OAR 333-1 16-0680(2)6)(LBYGwin(iky, (1), (iiiH4), or (ivIV) as the
individual requesting authorized user status.

333-116-0683, Training for the Oral Administration of Sodium Todide 1-131 Requirving a Written
Divective in Quantitics Less Than or Equal to 1.22 Gigabecquerels (33 millicuries)

Except as provided in OAR 333-116-0740, the licensee shall require an authorized user for the oral
administration of sodium iodide I-131 requiring a written directive and the total treatment quantity is less
than or equal 1 1.22 Gigabecquerels (33 millicuries), to be a physician whi;
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(1) Is vertitied by a medical specialty board whose certification process meludes all of the requirements in
seclion (3) of this rule and whose certification bas been recognized by the Nuclear Regulatory Conumission
or an Agreement State; or

(2) Is an authorized vser under QAR 333-1 16-0680 sectontH-ae2) for uses listed in OAR 333-1 16-0680
or 333-116-0687, or equivalent Agreement State requirements: or

(3} Has successfully completed B0 hours of classroom and laboratory training, applicable to the medical
use of sodium iodide 1-131 for procedures reguiring g written directive.

(2] The raming must inchude:

{A) Radiation physics and instrumentistion;

(B) Radiation protection;

(C) Mathematies pertaining Lo the use and measurement of radioactivity,

() Chemistry of byproduct material for medical wse; and

(L) Radiation biology; and

(b} IIas work experience, under the supervision of an authorized user who meets the requirements in (AR

or equivalent-Apgresment State requirements. A supervising authorized user who meets the requirements in
OAR 333-116-0680(2) most have experience in administering dosages as specified In OAR 333-116-
06802 ha) (8 Gs) ) or (HiH) The work expericnee must involve,

{A) Owrdering, receiving, and unpacking radicactive materials safely and performing the related radiation
SUrveys;

(B) Calibrating instruments used to determine the aetivity of dosages and performing checks lor proper
operation for survey meters;

(C) Caleulating, measuring, and safely preparing patient or human rescarch subject dosages;
(I Using administrative controls to prevent a medieal event involving the use of byproduct material;

(E} Using procedures o contain spilled byproduct material safely and using proper decontamination
procedures; and

(F) Administering dosages to patients or human rescarch subjects, that includes at least three cases
involving the oral administration of less than or equal to 1.22 Gigabecquerels (33 millicurics) of sudium
iodide I-131: and

() Has obtained written attestation that the individual has satisfactorily completed the requirements in
subscetions (3)(a) and (3)(b) of this rule and has achieved a level ol compelency sufficient to function
independently as an authorized user for medical uses authorized under QAR 33321 16-0360. The written
attestation must be signed by a preceptor authorized user who meets the requirements in QAR 233-Hé-
0680, 333-116-0740, 353-1 16-0680, 333-| 16-0683. 333-116-0687( | ) and (23, of this mle, 333 Ha-068%
or equivalent Nuclear Regulatory Commission or Agreement State requirements. A preceptor authorized
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user, who meets the requirement in QAR 333-1 16-0680(2), must also have experience in administering
dosages as specified in QAR 333-1 16-0680(2) ba)(GBYoi) (i) or (1iH).

333-116-0687, Oualifications for Authorized User for Oral Administration When a Written Directive
is Required

Fxcept as provided in QAR 333-116-0740, the Heensee must reguire an authorized wser for the oral
acdminisiration of sodium iodide 1-131 reguiring a writien dircetive in guantities greater than 1.22
Gigabecguerels (33 millicurics), o be a physician whao:

(1) 1s certificd by a medical specialry board whose certification process includes all of the requirements in
subseetion (3)(a) (3)(b1 and (3){c} of this rale and whose certification has been recognized by the

Commission or an Agreement State; or

{23 Is an anthorized user under QAR 333-1 16-0680 section for uses listed in OATR 333-116-0680, or
equivalent Nuclear Regulatory commission or Agresment State requirements; or

{3)fu} Has successfully completed 80 hours of ¢lassroom and laboratory training, applicable wo the medical
use of sodium iodide 1-131 for procedures requiring a writlen directive,

(@) The training must include:

(A Radhiation physics and instrumentation;

{B) Radiation protection;

(C) Mathematics pertaining to the use and measurement of radioactivity;
(137 Chemistry of byproduet material for medical use; and

(L) Radiation biology, and

(b) Has work experience, under the supervision ol an authorized vser who meets the requirements in OAR
333-116-0680, 333-116-0687. 333 | 16-0Tdiseetent a2, or cguivalent Muclear Regulatory
Commission or Agreement Slate requirements. A supervising authorized user, who meets the requirements
in OAR 333-116-06802)a), must have expericnce in adminislering dosages as specilicd in QAR 333-116-
D680, The work expericnce must involve:

{A) Ordering, receiving, and unpacking radioactive materials sately and performing the related radiation
SUrveys;

(B} Calibrating imstruments uscd lo determine the activity of dosages and performing checks for proper
operation for survey melers;

{C) Caleulating, measuring, and safely preparing patient or human reseavch subject dosages;
{I1) Using administrative controls to prevent a medical event involving the use of byproduct material;

(F) Using procedures to contain spilled byproduct material safely and using proper decontamination
procedures; and
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(F) Administering dosages to parients or human research subjects, that includes at least three cases
involving the oral sdministration of greater than 1,22 Gigabecquerels (33 millicuries) of sodium iodide I-
131; and

(¢) Ias obtained wrillen atlestation that the individual has satisfactorily completed the requirements in
subsections (3)(a) and (3)(b) of this rule, and has achieved a level of competeney sufficient to function
mdependently as an suthorized user for medical uses authorized under OAR 333-116-0360. The wrillen
attestation must be signed by a preceptor authorized user who mcels the regquirements in OAR 333-116-
D630, 333-1 16-0687. 333-116-0710 seeten-(1) or (2, or equivalent Agreement State requirements. A
precepior authorized user, who meets the requirements in QAR 333-116-0680(2)a), must have experience
i administering dosuges as specified in OAR 333-1 16-0630(2)(a) B)(vii)(IT),

333-116-06%0, Training for Therapeutic Use of Brachytherapy Source

Lxeept as provided in OAR 333-116-0740, the licensee must require the authorized user using manual
brachytherapy sources specified in OAR 333-116-0420 for therapy (o be a physician wha:

(1) Is certified by a medical specialty board whose certilication process includes all of the requirements in
section {2) of this rule and whose certification has been recogmized by the Nuclear Regulatory Commission
ar an Agresment State; or

(a) Successlully complete a minimum ol 3 years of residency training in a radiation oneology program
approved by the Residency Review Committee of the Accreditution Council for Graduate Medical
Lidueation ur the Royal Collese of Physicians and Surseons of Canada or the Commitler on Post-Graduate
Training of the American Osteopathic Association: and

(b) Pass an examination. administered by distessstesdiplomats of the specially hoard. that tests knowledee
and competence in radiation safety, radionuclide handling, treatment planning, quality assurance, and
chimical use of manual brachytherapy: or

(2}t Has completed a structured cducational program in busic radionuclide handling techniques applicable
to the use of manual brachytherapy sources that includes:

{2:A) 200 hours of classroom and laboratery training in the following arcas:
(A4} Radiation physics and instrumentation;

{R#) Radiation protection;

(L) Mathematics pertaining to the use and measurement of radioactivity; and
{3} Radiation biology; and

(1B} 500 hours of work experience, undeor the supervision ol an authorized user who meets the
requirements in this rule or equivalent Muelear Regulatory Commission or Agreement State requirements at
a medical mstitution, involving:

(At} Ordering, receiving, and unpacking radivactive materials safely and performing the related radiation
SUIVEYS;

(Bii) Checking survey meters for proper operation;

~ 18]
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(L) Preparing, implanting, and removing brachytherapy sources;

{Thv) Maintaining running inventories of material on hand;

(E%) Using administrative controls to prevent a medical event involving the use of byproduct material: and
(L) Using emergency procedures to control byproduct material; and

(ch) ITas ebtatred-completed three years of supervised clinical expericnee in radiation oncology, under an
authorized user who meets the requirements in this role- QAR 333-116-0740, 333-116-0690, or cquivalent
MNuclear Regulalory Commission or _Agreemenl State requirements, as part of a formal training program
approved by the Resideney Review Commitlee for Radiation Oncology of the Accreditation Couneil for
Graduate Medical Education or the Commillee on Postdoctoral Training of the American Ostleopathic
Association. This experience may be obtained concurrently with the supervised work expericnee required
by paragraph (2){a)(R) of this rule; and

(¢) Has obtained written allestation, signed by a preceplor authorized user who meets the requirements in
this-rule QAR 333-116-0740, 333-1 16-0690. or cquivalent Nuclear Regulatory Commission or Agrecmenl
Slate requirements, that the individual has satisfactorily completed the requircments in subsection (1)), or
subsections (2)(a) and (2)(b) of this rule and has achicved a level of compeieney sufficient to function
independently as an authorized user of manual brachytherapy sources for the medical uses authorized under
OAR 333-116-0420.

333-110-0700, Training For Ophthalmic Use of Strantinm-20

Except as provided in OAR 333-116-0740, the licensee must require the authorized user using only
strontinm-90 for ophthalmic radiotherapy to be g physician who;

(1) 1s an authorized user under OAR 333-116-0690 or equivalent Nuclear Regulatory ¢Commission or
Agreement State reguiremenis; or

(2} Has completed 24 hours of classroom and laboratory maining applicable to the medical use of
strontinm-M) for ophthalmic radiotherapy.

{1} The training must include:

{A) Radiation physics and instumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measurement of radicactivity; and
{17 Radiation biology; and

(b) Supervised clinical tralning in ophthalmic radiotherapy under the supervision of an authorized user at a
medical institution that includes the use of strontium-90 for the ophthalmic treatment of five individuals.
This supervised clinical training must involve;

{A) Lxamination of each individual to be rcated;

(B) Calculation ol the dose to be administered:
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{C) Administration of the dose;
{19 Fotlow up and review of each individual's case history; and

(L) Has obtained written atlestation, signed by a preceptor authorized user who meets the requirements in
OAR 333-116-0740, 333-116-0690, 333-1 16-0700this-+=de, or equivalent Nuclear Regulatory Commission
or Agreement Stale regquirements, that the individual has satisfactorily completed the requirements in
stibsections HHemd{2)(a) ol this role and has achieved a level of competency sulTicicnl o lunction
independently as an authorized user of strontium-90 for ophthalmic use.

333-116-07 15, Training for the Parenteral Administration of Unsealed Byproduet Material
Reguiring a Written Directive

Excepl as provided in OAR 333-116-0740, the licensee shall require an authorized user for the parenteral
administration reguiring a wiitten divective, to be a physician who:

(1) Is an authorized user under QAR 333-116-83600680 tor uses listed in OAR 333-116-0680( 2 by Gk
or 333-1 [6-0680 2 b GIivi or equivalent Agreement State Tequirements; or

(2) 15 an authorized user under OATR 333-1 16-0690 or 333-116-0720, or cquivalent Agreement State or
Muclear Regulstory Commission requirements and who meets the requirements in section (4) of this rule;
or

(3) 1s certified by a medical speciulty board whose certification process has been recognized by the Nuclear
Begulatory Commission or an Agreement State under QAR 333-116-0690 or 333-116-0720, and who
meets the requirements in section (4) of this rule,

(4 Has successfully completed 80 hours of classroom and laborstory training, applicable to parenteral
admimistrations, for which a written directive Is required, ol any beta emitter, or any photon-emitting
radionuclide with a photon energy less than 130 ke, and/or parenleral administration of any other
rachionuchide for which s written directive is required.

{al The training must include:

(A) Radiation physics and mstrumentation;

{B3) Radiation protection;

(C) Mathematics pertaining to the use and measurement of radioactivity;
{13 Chemistry of byproduet material for medical yse; and

(F} Radiation biology; and

{b) Has work expericnee, under the supervision of an authorized user who meets the reguirements in QAR
333-116-0680 333-116-0715, 3353-1 16-0740 or this rule; or equivalent Nuclear Regulatory Commission or
Agreement State requirements, in the parenteral administration, for which a wrillen dircetive is required, of
any bBeta cmiller, or any photon-cmitting radionuclide with a photon energy less than 150 keV, andfor
parcnicral administration of any other radionuclide for which a wrinen directive is required. A supervising
authorized user who meets the requirements in QAR 333-1 16-0680 must have experience in administering
dosages us specified in QAR 333-116-063002 W ha)(B W G umd/or 333-116-06800 20 b GHiv), The
work experience must involve:
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{(A) Ordering, receiving, and unpacking radioactive materials safely, and performing the relafed radiation
SUrYEYS,

(B) Performing quality control procedures on instruments used to determine the activity of dosages, and
perlorming cheeks for proper operation of survey melers;

() Caleulating, measuring, and safely preparing patient or luman research subject dosages;

() Using administrative controls (o prevent a medical event involving the use of unsealed byproduct
material;

(E) Using procedures 1o contain spilled byproduct material safely, and using proper decontamination
procedures; and

(') Administering dosages to patients or human research subjects, that include at least three cases involving
the parenteral administration; for which a written directive is required, of any beta emitter, or any photon-
emifting radionuclide with a photon energy less than 130 ke'V and/or at least three cases involving the
parenteral administration of any other radionuclide, for which a written directive is required; and

(&) Has obtained writlen attestation that the individual has satistactorily completed the requivements in
sections (2} or (1) ol this rule subsections ((h) or (4)(¢) of this rule, and has achieved a level of
competency sufficient to function independently s an authonized user [or the parenteral administration of
imsealed byproduct material requiring a writlen directive, The wrilten attestation must be signed by a
preceptor authorized user whi meets the requirements in OAR 333-116-0680, 333-116-0713, 333-114-
0740 or this rule, or equivalent Asreement State requirements, A precepior authorized user, who meets the
requirements in QAR 333-116-0680, must have experience in administering dosages as specified in OAR
333-116-0630(2 ) ba){ GRM vy andfor 333-1 16-068002) 100G 1),

333-116-0720, Training fir Use of Remote Afterloader Units, Teletherapy Units, and Gamma
Stereotactic Radiosurgery Units

Except as provided in OAR 333-116-0740, the licensee must require the authorized user of a sealed source
specified in OAR 333-116-0480 to be a physician who:

(1) Is certified by a medical specialty bourd whose certilication process has been recogmized by the Nuclear
Regulatory Commission (MRC) or an Agreement State and who meets the reguirements in subscelion {2){e)
and zection (3 of this rule. (The names of board certifications which have been recognized by the
Commizsion or an Agreement State will be posied on the MRC'S web page.) To have its certification
process recogmized, 8 specially board shall require all candidates Tor certification to;

{a) Successfully complete a minimuwm of three years of residency training in a radiation therapy program
approved by the Residency Review Committee of the Accreditation Council for Graduate Medical
Education or the Royal College of Physicians and Surgeons of Canada or the Committee on Post-Graduate
Training of the American Osteopathic Association; and

(1) Pass an examination, administered by diplomates of the specialty board, which tests knowledge and
competence in radiation safety, radionuelide handling, freatment planning, quality assurance, and clinical
use of stereotactic radiosurgery, remote afterloaders and external beam therapy; or

(2)(a) ITas completed a structured educational program n basic radionuchide technigques applicable to the
use of a sealed source in 4 therapeutic medical unil thal-ineludes:

(&) Which in¢ludes the lollowing:

L T——
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{A) 200 hours of classroom and laboratory raining in the following areas:

{1) Radiation physics and instrumentation;

(ii) Radiation protection;

(1ii) Mathematics pertaining to the use and measurement of radioactivily; and
(iv) Radiation biology: and

(13) 500 hours of work experience, under the supervision of an authorized user who meets the requirements
in OAR 333-116-0740, 333-116-0720.this rule or equivalent Nuclear Regulatory Commission or
Agreement State requirements al a medical institution, involving:

(i) Reviewing lull calibration measurements and periodic spot-checks;
(ii} Preparing treatment plans and caleulating freatment doses and times;
(iif) Using administrative controls to prevent a medical event involving the use of byproduct material;

(iv) Implementing emergency procedures to be followed in the cvent of the abnormal operation of the
medical imit or console;

{v) Checking and using survey meters; and
(vi) Selecting the proper dose and how it is to be administered: and

(1) Ias completed three yeurs of supervised clinical experience in radiation therapy, under an authorized
user who meets the requirements in QAR 333-116-0740, 333-116-0720.this-rule or equivalent Nuclear
Regulatory Commission or Agreement State reguirements, as part of a formal training program approved
by the Residency Review Committee for Radiation Oncology of the Acereditation Council for Graduate
Medical Education or the Royal College of Physicians and Surgeons of Canada or the Commities on
Postdoetoral Training of the American Osteopathic Association. This experience may be obtained
concurrently with the supervised work experience required by paragraph (2)(a)(R) of this rule: and

{) Has obtained written attestation that the individual has satistactorily completed the requirements in
subsections (1)(a) or (2)(a) and (2)(b), and section (3} of this rule, and has achieved a level of competency
sufficient to finction independently asan authorized user of cach type of therapeutic medical unit for
which the individual is requesting authorized user stams. The written attestation must be signed by a
preceptor autherized user who meets the requirements in OAR 333-116-0740, 333-116-0720, this-mleor
cguivalent Nuclear Regulatory Commission or Agreement State requirements for an authorized user for
iich type of therapeutic medical unit for which the individual is requesting authorized user status; and

(3) Has reccived training in device operation, safely procedures, and clinical use for the type(s) of use for
which authorization is sought. This training requirement may be satisficd by satisfactory completion of a
training program provided by the vendor lor new users or by receiving training supervised by an authorized
user or authorized medical physicist, as appropriate, who is authorized for the type(s) of use for which the
individual is seeking authorization.

333-116-0740, Training for Experienced Authorized User, Radiation Safety Officer, Teletherapy or
Medical Physicist, Authorized Medieal Physicist, Nuelear Pharmacist or Anthorized Nuclear
Plasrmaeist
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(1) An individual identified as a Radiation Sabety Officer, teletherapy or medical physicist, authorized
medical physicisl, authorized vser, nuclear phammacist, and authorized nuclear pharmacist on a Nuchear
Regulatory Commission or Agreement State license before July 1, 2006 ssho-perfurm-anby those methods
ol use for which they were authorized on-thar-date-need not comply with the training reguirements of OAR
333-116-00640, throusgh 333-H6-0766-ard-333-116-0905 or 333-116-0740.through 333-116-0915,

(2) Practitioners of the healing arts identified as authorized users for the human use ol radivactive material
un & Authority, Nuclear Regulatory Commission or Agreement State or Licensing State license before July
1, 2006 whi perform only those methods of use for which they wers authorized an that date nced nol

(30 ndividuals who need not comply with training requirements as described in this rule may serve us
preceplors foe, sd supervisors ol applicants seeking authorization on licenses for the swime uses for which
hese jndividials are authoriced.

333-116-0880, Training and Experience for PET, PET/CT and SPECT/CT Personnel

(1) Pharmacy or chemistry personne! must have 40 extra hours above Nuclear Pharmacy reguircments and
40} hours speeilic w PET. The 40 hours should be divided equally berween didactic and practical
applications.

(2) Authorized users whe meet training requirements for human use in QAR 333-116-0670 must complete
an-additional 40 hours at an accepted PL training conter.

{3) Technical personnel working under an authorized user must have basic radiation safety training, plus 40
aidditional hours specific to PET.

(1) Positron Emission-Computed Tomography (PET/CT) or Single Photon Eimnission-Computed
Tomography (SPECT/CT) systems must be operated by technologists licensed by the Oregon Board ol
Medical lmaging who are:

{a) Any registered radiographer with the credential RO1. (R); or

(b) Registered radiation therapist with the credential LT, (T)hand

(&3 Whesare emzenthy-Heonsed o the OrevepBeard-oi-Radiologic Technology, or
{cd) Registered certilied nuelear medicine technologist with the credentials BT (N): or

{de) Certified Nuclear Medicine Technologist (CNMT) by the Nuclear Medicine Technologist Certification
Board (NMTCD).

(5} The individuals mentioned in section (4) of this rule must also have successfully completed appropriate
additional education ind training and demonsirated competency in the use and operation of PET/CT or
SPECT/CT systems,

J33-116-0905, Training for Authorvized Medical Physicist

Except as provided in OAR 333-116-0740, the licensee shall require the authorized medical physicist to be
an individual who:
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(1) Is certified by a specialty board whose cerlification process has been recognized by the Commission or
an Agresment State and who meets the reguirements in subsection (2)(b) and section (3) of this mle. 1o
have its certification process recognived, a specialty board shall require all candidates for certification to:

(1) Hold u master's or doctor's degree in physics, medical physics, other physical scicnee, engingering, or
applied mathematics from an aceredited college or university;

{b) Have two years of lull-time practical training andfor supcrvised experience in medical physics:

{(A) Under the supervision of a medical physicist who is certified in medical physics by a specialty board
recognized by the Commission or an Agreement State; or

(B} In clinical radiation facilities providing high-cncrgy, external beam therapy (photons and clectrons with
cnergics greater than or equal to one million electron volts) and brachytherapy services under the direction
of physicians who meet the requirements for authorized users m QAR 333-1 16-0630, 333-H6-0720, 333-
116-0690 or -333-1 16-0720 or 33346874 and

(¢) Pass an examination, administered by diplomats of the specialty board, that assesses knowledge and
competence in clinical radiation therapy, radiation safety, calibration, quality assurance, and treatment
planning for external beam therapy, brachytherapy, and stereotactic radiosurgery; or

(2)fs3 Holds a master's or doctor's degree in physics, medical physics, other physical seience, engineering,
or applicd mathematics from an accredited college or university; and has completed one year of full-time
training in medical physics and an additional year of full-time work experience under Lhe supervision of an
individual who meets the requirements for an authorized medical physicist for the Lypes) of use for which
the individual is seeking authorization.

{2} This training and work cxperience must be conducted in clinical radiation facilities that provide high-
energy, external beamn therapy (photons and electrons with energics greater than or equal to one million
electron volis) and brachytherapy services and must include:

{A) Performing sexled source leak tests and inventorics;
{13) Performing decay correelions;

(C2) Perlorming full ealibration and periodic spot checks of external beam treatment units, stereatactic
radiosurgery units, and remote afterloading units as applicable; and

(D) Conducting radiation surveys around external beam trealment units, stereotactic radiosurgery unils, and
remote afterloading unils as applicabie; and

{b) Hus obtamed written attestation that the individual has satisfactorily completed the requirements in
subsections (Hiaandtad seetion (3) and subsections (1at and (13 bisfthis rule, or subsection
(2)(a) and section (3) of this rule, and has achieved a level of competency sulTicicnt to function
independently as an authorized medical physicist Tor 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 rule, in OAR 333-1 | 6-0903,
133-1 16-06500-CFRpsart 35 or equivelent Agreement State requirements for an authorized medical
physieist for each type of therapeulic medical unit for which the individual is requesting authorized medical
physicist stamus; and

{3} Has training for the type(s) of use for which authorization is sought that includes hands-on device
operation, satety procedures, clinical use, and the operation of a treatment planning system, This raining

(2]
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requirement may be satistied by satisfactorily completing either a fraining program provided by the vendor
ot by lraining supervised by an authorized medical physicist authorized for the type(s) of use for which the
individug| is seeking authorization.

333-119-0040, Construction and Operation of Tanning Facilities

Unless otherwise ordered or approved by the Authority, cach tanning facility shall be constructed, operated
and maintained to meet the ollowing minimum requircments:

{1) Physical facilities:
(a) All tanning facililics shall be equipped with convenient toilet facilities and dressing rooms. Such toilet
facilities shall include a water closet and hand washing sinks, Such teilet and dressing rooms shall be

properly maintained, as well as meet all state and local codes.

{b) All areas of the tanning facility shall be ventilated with al least six air changes per hour or as reguired
by loeal code.

(¢) Tanning booth temperature shall be maintaincd below 100 degrees Fahrenheit (38 degrees Centiprade)
during hooth operation,

(d) The tanming device shall meet the National Fire Protection Assogiation's National Llectrical Code, or be
approved by the Underwriter Laboratories (UL) or Electrical Testing Laboratories (1TL).

() Fxcept as otherwise noted by the Authority, each tanning facility shall be constructed, operated and
maintgined in accordance with applicable ¢ily, county and state codes.

{F) Clean simitury bwels shill be provided to all palrons psine tanmine facilitics.

{2) A hamper or receptacle must be provided for all soiled towels and linen.

LIy Mo pets or animals are permitted in tanning facilitics other than service animals.

333-119-004, 12%-Cleaning and Sanitationssddenanee:

{1a) All arcas of the tanning facility, including tanning devices, equipment and apparatus, shall be
maintained in a clean and sanitary manner by the facility operator. inaecordaneeswith manutachuess

(2b) The tanning device(s) and protective eyewear shall be cleancd with an appreved sasitizeralter each
use by the facility operator in aceordance with the manufaciurer’s instructions.-A-Hstine s lapproved
sapitizersismabntained-bythe- Authority-and-savabable vponrequest of registrants—FhisHisting may
change-atany-thnedueteupduling of state or-federabsmiation suidelines. The-epasstarshall use o
samitEesthatsitaestowsale level of micrsereantsnsusrequired by thesesasles

{31 A clean paper or cloth towel shall be u.l:ejd each time the tanning device is cleaned and sanitizcd,
(1) The sanitizer, as-deseribed in-thesesades, is ssespecifically manufactured for sanitizing ultraviolet light

emilling cquipment and protective eyewear, and that it does not damage the aerylic lamp covers of the
device,
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{a} The Ultraviolet Light produced by the tanning device itself is nol considered an adequate sanitizing
agent.

{Jc) Protective eyewear and tanning devices shall be sanitized after each use with a sanitizing agent, that is

repistersd-b b o andappeeved-by-the Authority usine-the-fellesdne prasedures:

FA Tmmeerse protective eyvewearferat-leastoneminule in o cleansoluten-forsprn—tamming device acrviic
surfuces and allow at lenst one-te-pvetrinterefsuriuce contact mewith-aselutiontcontaining ul leust
400 ppm (parts per million)-efavaHablegntermmry ummonionm competndaratemperntbreolul least 73

degrees Fahrenheif; or

H-hmerseprofeetive eyewenr for atleast-enenrstesraeleun solution (or sprav-fansine deviee qendie
sefrvesandabossat-least one (0 two minwesefsusfrescomaet-time with the solutioni-containine at-lenst
i ppaetparspermiillion) of available-chlerireasahrpochlorile and at @ temperatireofatleast 25
shespeostahsrihe il

Ad)A-test it thatacematelmemmres the concentration-ef thesaniti=teselstionin parts per millien
{ppm} shall be used-te-measnrethestrensth ol the sanitizing-sehtionwhen-thecaneenttale and water
dilution Is-initiaty-preparad amdudenibweckly thereatior to-ensureswiBelentstrensth-ol (he sanitizine
solutiontf asuitabletecst il st sntluhle v un approvedsasisizerthe lborstor- unalysis data shall be
provided--thepreduetmannfietrerand o copy of itbeopSlewith the Authority. Wrilten procedutesat
the-facthnusinesamitzes stmtnelude proper mixing-asd-andine bedenetons Lo assure proper
B S ERGE e

(6] An eperator cannot require the consumer to sanitize the anning equipment or protective evewcar and
shisl| nol post any signs requestine such sanitation be performed by the consumer,

(7} The sanitizer must contain g concentration ot Quaternary Ammaonium between 400ppm-800ppm. A test
kit that accurately medsures lllL u.m:.:_mr.umn ot []w sanitizing scululmu in pm s p.._r mii][nn {me} sh’tll be

{8) A wrillen policy for cleanine and sanitizing will be available for emplovees and the consumer. Writien
prelicies need o address the following:

{a) Tanning deviee manufaclures’s reenmmended sanitizer solution and cleaning wuidelines,

(B 1M the mamulactorer does not recommend a specific sanitizer then the written policy will contsin the
name ol the sanitizer that is being used ou the tanning device and eyvewear

(by Materials Safety Data Sheets relerring to the sanitizing asent osed by the operator,

(e} Loeation of the samitizer and the application insfruclions.

ferCleassanttarstewelsshall be provided 1wl pareasvshmrmnetactlilios.
(F3- A hamper o receptacte-mustbepravidedforull soiled towels and-Haes:
e epetsaeanimuls are permitted in annine-fasiites-sthesthanservice animals,

333-119-0080, Training of Personnel
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(1} The registrant shall maintain documentation to verify that all tanning device operators are
adequately trained in the following;

{a) The rules of this divizion;
(b} Procedures for comrect operation of the tanning facility and tanning devices:
(c) Recognition of injury or overexposure to Ultraviclet radiation;

(d) The tanning device manufacturer’s procedures for operation and maintenance of the tanning
devices:

() The determination of skin type of customers and appropriate determination of duration of
exposure to registered tanning devices;

(f) Emergency procedures to be followed in case of injury; and
(g) Potential photosensitizing foods, cosmetics, and medications.

{2) The registrant shall ensure that tanning devices are operated only while an adequately trained
operator is present at the tanning facility,

(3) ©n-or after July-1-2843-All operators of registered tanning devices must successfully
complete a Authority approved tanning training course in the State of Oregon prior to
commencement of tanning operations.

() Prarteduly—H- 2011

ta-Atleast one awner-manager or operaterfrem-each-tanning facility with four or less tanning
devices, shall suecassiully complete one afthe vender-provided-fosmal-ieaining courses
authorized by-the-Authoriy

f-Aeasttwo operators from-eash-tanaing facility-with-five-or more tanning-deviess shall
sussassiily-complete one oftheveader provided fornaliraining courses autherized by the

(c} Training-efether fullar part-time operatorsshall be by means-staAuthority-autherdzed and
vendor-provided-tralning course, or by matedalsreceived by ap-owner orprimary opesatec fema
Authority-authodzed and-vendor-provided-training course, orbya-Authority-authorized
coffespondence-couse.

t&-staff training shall be-desumented by the facllib-ewner or operatorand-inslude copies of
training certificates.

333-120-0630, Determination of Prior Occupational Dose

k
(1) For each individual likely to receive, in a ycar, an occupational dose requiTing monitoring pursuant fo
OAR 333-120-0210, the licensee or registrant must;

(a) Determine the oceupational radiation dose received during the current year; and

(b} Allempt to obtain the records ol lifetime cumulative occupational radiation dose.
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{2} Prior to permitting an individual to participate in a planned special exposurc, the licensee or registrant
must determing:

() The intemal and sxternal doses from all previous planned special exposures; and

{b) All doss in cxcess of the limits (including doses received during aceidents and emergencies) received
during the litetime of the individual.

(3) In complying with the requircments of section (1) or 2 of this rule, a licensee or registrant may:

() Accept, as a record of the occupational dose thal the individual received during the current year, a
wrillen signed statement from the individual, or from the individual’s most recent employer for work
involying radiation exposure, that discloses the nature and the amount of any occupaticnal dosc that the
individual may have received during the current year; or

{(b) Accept, as the record of lifetime cumulative radiation dose, an up-to-date NRC Autherity: Form 4%, or
equivalent, signed by the individual and counter-signed by an appropriate ollicial of the most recent
employer for work involving radialion exposure, or the individual's current employer (if the individual is
not emploved by the licensee or registrant); and

(¢} Obtain reports of the individual's dose cquivalent(s) from the most recent employer for work involving
radiation exposure, or the individual's current employer (if the individual is not employed by the licensee or
regisirant) by telephone, telegram, electronic media, or felter, The licensee or registrant must request #
written verification of the dose data i the authenticity of the ransmitted report cannot be cstablished,

() The licensee or registrant must record the exposure history, as required by section (1) of this rule, on
MRC lorm dAuthesitytorsy, or other clear and legible record, of all the information required on NRC
Form 4% The form or record must show each period in which the individual received occupational
exposure o radiation or radioactive material and must be signed by the individual who received the
exposure. For cach period for which the licenses or registrant oblains reports, the licenses or registrant
must use the dose shown in the report in preparing MRCAswhesty Form 4Y., For any period in which the
licensce or registrant docs nol obtain a report, the licensee or registrant must place a notation on Authority
Form Y indicating the periods of time tor which data are not-available,

_MNOTE: Licenseesare-notrequiresoreevalunie (he separate external-doseequivalentund-interl
committed-dese-equbralentsor-intakesefmdionuclides assessed undesOAR 333 Hbfrepenled 1994),
Further, occupationnl exposmrestertesuatrined-und recorded on Awthesiee e ¥-before-January |,
1994, would not bave-inelidedeffective doseequivalent, but may-be-used-brthe absenesalapecific

information-on-the-intake-ofseemsehdesbythe individual,

{5} I the licensee or regisirant is unable to obtain a complele record of an individual's current and
previously aceumulated oceupational dose, the licensee or registrant must assume;

{a} In establishing administrative controls under GAR 333-120-0100(8) for the current yoar, that the
allowable dese limit for the individual is reduced by 1.25 rem (12.5 mSv) lor cach quarter for which
records were unavailable and the individual was engaged in activities that could have resulted in
occupational radiation exposure; and

I

(b} Thal the individual is not available for planned special exposures.

(6) The licensee or registrant must retain the records on NRCAssherity Form 4% or equivalent until the
Authority terminates cach pertinent license or registration requiring this record, The licensee or registrant
must retain records used in preparimg NRC Authorits Form 4% in aceordance with 333-100-0057.
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333-120-0730, Reports of Planned Special Exposures and Individual Monitoring

(1) The licensee must submil a written report to the Authority within 30 days fellowing any planned special
exposure conducted in sceordance with OAR 333-120-0150 informing the Authority that a planned special
exposure was conducted and indicating the date the planned special exposure oceurred and the information
required by OAR 333-120-0640.

{2) The following licensces must have available for inspoction by the Authority ss#bssit-a written repott s
the JAuthestererer-beforeApril 30 of eaehvear—documenting results of individual monitoring carried out
by the licensee lor cach individual for whom moniloring was required pursuant to OAR 333-120-0210
during that year.

333-123-0005, Definitions

(18} “Electronic bruchyvtherapy” means a method of radiation therapy where an electrically pengraled
source ol ionizing radiation is placed In or near the tumeor o tarzet lissue o deliver therapenutic radialion
diosapre.

(19 *Electronic brachyviherapy device” means the svstem used to produce and deliver therspeutic radiation
including the x-ray twbe, the control mechanism. the cooling system. and the power source,

(203 “Electronic brachyvtherapy souree™ means the x-ray tube componeni used in an electronic
brachvtherapy device,

333-123-00535,Flectronic Brachytherarpy

(1) Llectronic brachytherapy devices shall be exempt from the requirements in QAR 333-123-0035.
{a} An electronic brachytherapy device that does not meet the requirements of this rule shall not be used for
irrsdiglion of patients; and

{h) An elecrronic brachytherapy device shall only be wiilized [or human yse applicativns specifically
approved by the LS. l'ood and Drug Administration (FDA) unless participating in a rescarch study
approved by the Asency.

(2) Fach facility location authorized to use an electronic brachythe rapy device shall posscss calibrated
portable rdiation measurement survey instrwinent capable of measuring dose mtes over Lhe rifre 10 Sy

{1 mwent) per hour (o 10 mSvy (1000 nirem) per hour. The survey instrument(s) shall be nptmhle and
cialibrated in accordanee with OAR 333-123-0100 for the applicable electionic br achytherapy source
ETETLY.

333-123-0060, Facility Design Requirements for Electronic Brachyiherapy Devices

{10 In addition te shielding adequate to meet the requirements of division 120 of this chapter, the treatmand
rowan shall meet the following desivn requirements:

{a) I applicable. provision shall be made 1o prevent simultaneous operation ol more than one therapeuliv
rudiation machine in a treatiment rowm: and

c) Each trestment roum shall have provisions to permit communication and visnal observation of the
paticst from the treatment controd panel during the irradiation from an electronic brachytherapy device:

LY
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{2} Llectronic brachvtherapy devices capable ol pperating al or below 50 kY, radiation. shielding for the
staff in the treatment room shall be wyvailuble, cither us o portable shield or as localized shielded marerial
around the Lreatment site,

(3} For eleetronic brachyiherupy devices capable of opernting at greater than 150 kY.

{a) The contral punel shall be located owtside the treatment rooi! and

{b) Electrical mtertocks shall be provided foi all doors providine cntennce into the trealment room that will;

(A) Prevent the operator from inifiating the treatment evele ifa door remains open.

() Cause the sonree to be shielded when an estrance door s opened.

(T Prevent the source from being exposed following an mterlock intermmtion intil 411 ireamment room
entrance doors are closed and the source on-off control is reset al the console.

333-123-0065, Eleetrical Safety for electronic Brachytherapy Devices

{1} The hish voltace ransforiner shall be electrically isalaied 1o prevent elecirical and magnetic
interference with the surrounding environment and sncillury cquipment.

(2} The hish voltase ransformer shall be isolated from personnel (eg., operator) and the environment by a
protective housine that can anly be aceessed throueh a cover reguiring g tool for access or with electrical
interlocks to prevent operation while open.

{33 The hizh voitase wansformer shall have appropriale sufety labels warning personnel of potential
elecrrical shock aud/or heat refated injurics.

International Elecitotechnical Conunission (1EC) Documents.

() [EC 60601-1: 1998 LA [+A2:1995:
(hy IEC 60601-1-2:2001.

() IEC 60601-2-8:1999: and

(Y IEC 60601-2-17: 2004,

J333-123-0070, Control Panel Functions

(1) The control pansel must be desiened to provide:

{a) An indication of whether electrical power is available al the control panel and if activation of the
electronic brachviherapy souree is possible: and

(b} An dndication of whether x-ravs ane being producced; and

(o) A means Tor indicating electronic brachytherapy source potential and current: and

() The means for lenminaling an exposire gt any time; and

() An aveess locking control device that will prevent unauthorized use of the electronic brachvihersny
device.

S33-123-0075

Timer
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1. An iradintion control device limer shall be provided (o lerminate the irrudialion after a pre-sel lime

inlerval or intearated charse on o dosimeter-based monitor,

{a} A timer shall be provided at the treatment control panel. The timer shall indicate planned selling and the
time elapsed or remmining: smd

(b} The tmer shall not permit an exposure it set at zero: and

() The timer shall be & comulative device that activates with an indication of "BEAM-ON" and relaing Qs
reading afler irradistion is intereupted or terminated, Aler irradiation is terminated and before irradiation

can be reinitiated, it shall be necessary o resel the elapsed lime indicator; and

{d) The timer shall terminate inadiation when a pre-selecied rime has elapsed. il any dose monitoring
system has not previously terminated frradiation: and

(D) The timer shall be accurate (o within one (1) pereent of the selected value or 0.1 second. whichever is

grealer,

333-123-0080, Medical Physicist

(13 A Calitied Medical Physicist that meets the requirements of OAR 333-123-0013 is required in
fucilities baving electronic brachtherapy devices, The Medical Physicist is responsible for

() Fvaluation of the oulput from the electronic bruchtherapy source;

{b} Generation of the necessyry dosimetric infomation:

(&) Supervision und review of treatinent calvulations prior o inilial treatment of any treatment site;

(«) Fstablishing the periodie and day-ofuse quality assurance checks snd reviewing the data from those
checks as required in seclions (1)(a) through (136 of this rule and QAR 333-123-0100:

(=) Consuliation with the Radiation Therapy Physician in treatiment planning as needed: aned

(1) Performing caleulations and assessments regarding patient treatments that may constitule a
misadministeation.

(21 For the Qualilicd Medical Physicist nol located at the facility, written procedures shall be established on
how the Qualilicd Medical Physicist is 1o he contacted for problems or energencics. The written
procedures must address actions to be taken until the Oualified Medical Plwsicist can be contacted.
333-123-0085, Operaling Procedures

(1) Only individuals approved by the Radiation Therapy Physician. Radiation Safety Officer. or Qualificd
Medseal Physicist shall be present in the eatment room during treaunent.

(2) Electronic brachytherapy devices shall not be made uvailable for medical use unless the requircmients of
OAR 333-123-001004), 333-123-0090 and 333-123-0095 have been inet

(3) The electronic bruchytherapy device shall be inoperable. either by hardware or password, when
imattended by gualified sttt or service personnel,
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{11 Durine operation. the electronic brachytherapy device operwior shull monitor the position of gll persons
in the treatiment room, and all persons enlering the reatment room, 1o prevent entering persons fom
unshichled ecxposure Drom the treatment beam,

(30 10 a paticnt must be held in position during reatment, mechanical supportine or restraininge devices shall
be wsed.

{6} Wrirten procedures shall be developed. implemented. and maintined for responding W an obuormsl
situation. These procedures shall include:

{#) Tnsmuetions For responding 1o equipment failures and the names of the individeals responsible lor
implementing corrective actions: and

(h) The names and lelephone numbers of the Badiation Cherapy Phvsician. e Qualified Medieal
Phwsicist. and the Radiation Safety Officer to be contacted i the devies or eonsole operales sbnormally,

{71 A copv of the current operating and emereency procedurss shall be physically located at the electronic
brachviherapy device conirol consale,

{a2) For control consoles that are inteeral to the efectronic brachyiherupy device, the reguired procodures
shall be kept where the operator is focated during electronic brachy herupy device operation,

{#) Instructions shall be posted at the electronic brachylherapy deviee control console’ 1o inform the
operator of the names and telephone numbers of the authorized wsers, the Qualificd Medics! Physicist, and
the Radiation Safety Officer to be contacted il the device or console pperates abnormally,

{9 The Badiation Safety Officer, o desizpee, and a Radintion Therapy Phvsician shall be notitied 35 soon
as possible ifthe patient has a medical emersency. sullers injury or dies. The Radigtion Satety Cificer or
e Craalified Medical Physicist shall {oform the manulaciurer of the event,

333-123-0090, Sufety Precautions for FElectronic Brachytherapy Devices

(0 A Qualified Nedical Phyvsicist shall determine which persons in the realment roam reguive monitoring
when the bean is energized.

(2% A Radiation Therapy Phsician and a Qualilied Medical Physicist shall be physically present during t
initigtion ol all patient treatnicnis invelving the clectronic brachytherapy device,

{3} A Qualificd Medical Physicist and ¢ither an authorized user or a Radiation Therapy Thysician or
electronic hrachviherapy device operator. under the supervision ol an authoried vser, who has been rained
in the operation and emereency response for the electronic brachyiherapy deviee, shall be physicallv
present during contineation of all patient treatments involving the electronic brachyviherspy device,

{4} When shielding is required by AR 333-123-0060, the clectronic hrachytherapy device operator shall
use g survey meter 1o vertfe proper placciment of the shiclding immediately upon initiation of treatment,
Alleratively, o Qualificd Medical Physicist shall desienate shickd locations sutticient to meet the
requirciments ol division 120 of this chapter Tor any individoul, other than the patient, in the weannent
TLIT.

{33 Al personne! in the treatment room are reguired to remain behind shieldine durine treatment. A
Quanliled Medieal Plivsieist shall approve any deviation from this requirement and shall desicnate
allernative rudiution salety protocols, compatible with patient safety, to provide an equivalent degree of
profection.

333-123-0095, Electronie Brachytherapy Souree Calibration Measurements

32 |

]
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(1) Calibration of the clectronic brachytherapy source output for un electronic brachytherapy device shall
be performed by, or under the direct supervision of a Qualificd Medical Phvsicist,

(21 Calibration ol the electronic brachyiherapy source outpul shall be made for cach elecronic
brachyiherapy source, or after any repair affecting the x-ruy beam seneration. or when indicated by the
electronic brachytherapy source quality assurance checks,

(31 Calibration of the electronic brachytherapy source output shall wiilize a ealibrated dosimelry system as
deseribed in QAR 333-123-0100(5). The dosimetry svstem shall have been calibrated at the applicable
electronic hrachytherapy source eneray,

() Calibration of the electronie brachvtherapy suree output shall include, a5 applicable. determination of:

(#) The output within two percent of the expected value, ifapplicable. or determination of the output if
there is no expected value.

(h) Timer accuracy and linearity over the typical ranee of nse.
(e} Proper operation ol hack-up exposure control devices.

(d) Evaluation that relative dose distribution about the source is within five pereenl of that expected 07
{expected whal).

{e} Source posilioning sceuracy to within | millimeter within the applicator.

(3) Calibration of the x-ray source output shall be in aceordance with current published recommendations
from a recognized national professional association with ¢xpertise in electeonic brachytherapy (when
available). In the absence of a calilwation protocol published by a national prifessional association. Lthe
manulfacturer’s calibration protecol shall be followed.

{6} The registrant shall maintain a record of each calibration in an audituble form tor the duration of the
registration, The record shall include; the date of e calibration: the manulicturer's name. mde | number
and serial number for the eleciranie brachvtherapy device and a un ique identilier for its electronic
braciylherapy source: the model nimbers and serial numbers of the instrument(=} uzed Lo calibrale the
electronic brirchytherapy device: and the name and sivnature of the Qualilicd Medical Phivsicist responsible
Tor perfirming the calibration.

J33-123-0100, Perindic and Day-of-Use Quality Assurance Checks for Electronic Brachytherapy
Devices

(1) Quality assurance cheeks shill be performed on cach electronic brachyherapy device subjeet to this
rule.

() At the becinnine of cach duay of use: and

{b) Adter each x-ray tube mstallaton.

{2) The registrunt shull perform periodic quality assurance checks required by this rule in accordance wilh
procedures estublished by the Oualificd Medieal Physicist

{3} To satisly tw requirements of this rule, radiation outpul yuality assurance cheeks shall include as a
mindimien;

{a) Verilication that output of the ¢lectronic brachyviherupy source falls within three percent of expected
vilues, gs appropriate for the device, as determined by

| —
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CAY Output as a funetion of time, or

(1) Cutput a5 a function of semine on 4 monitor chamber,

(b} Verification of the consistency ol the dose distribulion 1o within three pereent (394) of that found during
calibration required by OAR 333-123-00493,

(e} Malidation of the vperation of positioning methods to ensure that the rreatment dose expuses the
intended location within gie (1) mm,

{43 The resisirant shall vae a dosimeiry system that has been intercomparad within the previous twelve (123
:nmnlJH wilh L tlﬁ'ii!l'lLll’V “s‘.”ilLr'l‘.I deseribed m OAR 333-123-010003) o make the qualilv assurance

£3) The registrant shall review the results of each radiation output guality assurance cheek according 1o the
[Bllowing procedures;

.t} A R.u]irui::n TI‘ILNFH-' I'-’hvdn;i;ln amd 9 Qualitied Medil.,’ll Piwsici:.t Sha“ be J'mmc{ihlkl}_nuli ﬁLd iI‘dm’

aviitble fm subsequent muilt-il use l_|_|_1t|T The Ouu]lhed Medical ths:ct:.[ has determined Uy
parismeters are within their seceptable tolerances.

th) IFall radiation outpul gualify assurance check parameters appear to be within their ueceeplable rmmee, the
quality assurance check shall be reviewed and siened by either a Radiation Therapy Physician or Qualificd
Mledical Phovsicist within two (2} days,

{n:} The (J'imii’rie';l Mt:g[ic_n_l I_‘h}f‘;icist 5h1f| review 111d sign the results of each mdialion oulpul gqualily

{6) To satisty the requirements of this rule. safety device quality assurance chiceks shull, al o minimum,
ASILITE;

{a) Proper operation of radiation exposure indicator liehts on the elecironic brachyviherapy deviee and on
the conmel console; and

{0} Proper operanon of viewing and intercom svstems in each elecironic brachyiherapy facitity, 7
applivahle; and

(e} Proper operation of radigtion monitors. ifapplicable: and

{c) Connecting zuide tubes, transter mbes. wanster-mbe-applicator interfaces, and trealment spacers are
free from any defects that interfere with pioper operition.

{ ?} If rhe results crf th-e saferv device qunlin' aAssurance ciwckb mmin,d in lhiw rule indivate llw nﬁlmnuimt

bl’l[‘]l‘.‘th&l’mv 'If,'\flc{' EKCEIJI as may be necessary (o rcmur._rﬂ___p_l_dLL._ or LhLLk the |1_1.1I!u]_t_|;,_t_1_|;mm svstem,

(8) lhe reaistrant shall maintain a record of cach qualily assurance chock H_’L|IJ1I:..d by sections (31 and (7}

of thiz rule in an auditable form for dee vears,

{ad the record shall include the date of e qualily sssurance check: the manutacturer's name. model
tmber and secil mumber for the electronivc brachyiherapy deviee; the name and signaturs of the individual
whu ncrl"nrmbd L| IS 11-:,|'iudic utmlilv AN ST Llll;"l;,.k and the name and sisnature of the Cualified Medical
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{b) For sadiation output quality assurance checks required by this rule, the record shall also include the
unique identitier for the electronic brachytherapy svurce and the manuficturer's name: model number and
seriul number tor the instrument{s) used to measure the radiation output of the elecinonic brachvtherapy

333-123-0105, Therapy Related Computer Systems

L) The registrant shall perform acceptance testing on the regtment plannine system of elecironie
brachytherapy-reluted computer sysiems in accordance with curmrent publisherd recommendations from g
recommized national professional association with expertise in electronic brachy therapy (when avaihihle),
In the absence ol an scceplance testing protoce] published by a mational prolessional association, the
manufacturer’s scceptance testing protocol shall be lollowed.

() Acceptance testing shall be performed by, or under the direct supervision of, a Qualified wledical
Physicist. Ataminimum. the aceeptanee testing shall include, as applicable, verification of

{A) The source-specific input parsmeters required by the dose calculstion alsorithin.
(B} The accuraey of dose. dwell Hime, and treatment time caleulations at répresentative poinis,

() The scenracy of isodose plots and graphic displays,

(19 The uecuracy of the soflware used o determine radiation source positions from recdiveraphic imaees.
(L) IT the treatment-planning system is different lrom the reatment-delivery svstem. the accuracy of
electronic transter of the treatment delivery parameters to the treatment delivery unit from the treatment
planmimg system,

(2) The position indicators in the applicator shall be compared Lo the actual position of the source or
planned swell positions. as appropriate, at the time of commissioning,

{31 Prior to each paticnt treatment regimen. the parameters for the treatment shall be eviliated and
approved by the Radistion Therapy Physician and the Qualilicd Medical Physicist for comecticss tiroueh
mueans independent of that used for detenmination of the parameters,

333-123-0110, Training

{13 A vegistrant shall provide instruction. initially and at least anmually, to all individnils who operate (he
cleetronic brachytherapy device, as approprinte to the individual's assiened duties, in the operalinge
pricedures identilicd in QAR 333-123-0085. 11 the Inerval between patients exceeds Qe yiEar, relraining
ol the individeals shall be provided.

(2) In addition to the requirements of OAR 333-123-0015(1) for Radiation 1herapy Physicians and OAR
333-123-0015(2) for Qualitied Medical Physicists. these individuals shall also receive device spueeific
mstruction itially from the manufactorer, and annually from either the manulacturer or other gralified
lrainer. 1he iraining shall be of a duration recommended by 3 recosnized national professional association
with expentise in clecironic brachytherapy (when available), In the absence of any tainine profocol
recomumended by a national professionul association, the manufacturer’s trainine protocol shall be
tollowed: The training shall include, but not be linited o

{2} Device-specific radiation sulcty requirements.

(b Device operations.

() Clinical use for the tvpeg of use approved by the FIA,

() Emergency procedures. ingluding an erergengy drill,

(¢] The registrant’s Quality Assurance Program,
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{31 A reoistrant shall retam a record of individuals receiving instruction regquired by Uhis rule T three (3)
vears. Lhe record shall nclude a list of the topics covercd, the date ol the instruction, the mmels) of the
atendeets). and the nameis) of the individual{s) who provided the instruction,

333-123-01 15, Muohile Electronic Brachytherapy Service

(13 A registrant providing mobile electronic brachtheripy service shall. as a minimum:

() Check all survey msbruments betore medical nse ar each address of use or on each dayv ol use,
whichever is more resiriclive

{h} Accoumt for Lhe clectromic brachytherapy source in the electronic brachvtherapy device before depariure -
from the client’s adidress,

() Perform, at each location o each dav of use, all of the required quality assurance chiceks specilicd in
CAT 335- 1230100 o assore proper ojseration of the device.




