Final Rules for RATS 2018-1

For 30.34(g)

333-102-0305
Specific Termsand Conditions of License

(1) Each license issued pursuant to the rulesisndilision and divisions 103, 105, 113, 115,
116, 117, 120, 121 and 124 of this chapter areestibg all the provisions of the Act, now or
hereafter in effect, and to all rules, regulatiand orders of the Authority.

(2) No license issued or granted pursuant to thesna this division and divisions 103, 105, 113,
115, 116, 117, 120 and 121 of this chapter norrayht may be transferred, assigned or in any
manner disposed of, either voluntarily or involuiya directly or indirectly, through transfer of
control of any license to any person, unless théhéwty, after securing full information, shall
find that the transfer is in accordance with thevisions of the Act, and shall give its consent in
writing.

(3) An application for transfer of license mustluue:
(a) The identity, technical and financial qualifioa of the proposed transferee; and

(b) Financial assurance for decommissioning asiredjloy 10 CFR Parts 30.35, 40.36, 40.46,
70.25, or 70.36.

(4) Each person licensed by the Authority purstiarnie rules in this division and divisions 103,
105, 113, 115, 116, 117, 120 and 121 of this claptest confine the use and possession of the
radioactive material to the locations and purp@aghorized in the license. Except as otherwise
provided in the license, a license issued purstaattite rules in this division and divisions 105,
113, 115, 116, 117, and 121 of this chapter slaatlyonith it the right to receive, acquire, own,
use and possess radioactive material. Preparatighipment and transport of radioactive
material must be in accordance with the proviswindivision 118 of this chapter.

(5) Each license issued pursuant to the rulesisndilision and divisions 105, 113, 115, 116,
117, and 121 of this chapter shall be deemed ttagothe provisions set forth by the Authority,
whether or not these provisions are expresslyostt in the license.

(6) The Authority may incorporate, in any licenssued pursuant to the rules in this division and
divisions 103, 105, 113, 115, 116, 117, 120 anddfZ2his chapter, at the time of issuance, or
thereafter by appropriate rule, regulation or ordach additional requirements and conditions
with respect to the licensee's receipt, possesssmand transfer of radioactive material as it
deems appropriate or necessary in order to:

(a) Protect health or to minimize danger to lifepowperty;

(b) Protect restricted data; and



(c) Require such reports and the keeping of suabrds, and to provide for such inspections of
activities under the license as may be necessapmopriate to effectuate the purposes of the
Act and regulations thereunder.

(7) Licensees required to submit emergency plan®@AR 333-102-0190(10) must follow the
emergency plan approved by the Authority. The ksgnmay change the approved plan without
Authority approval only if the changes do not deseethe effectiveness of the plan. The licensee
must furnish the change to the Authority and teettd offsite response organizations within six
months after the change is made. Proposed chamatedecrease, or potentially decrease, the
effectiveness of the approved emergency plan mapeanplemented without prior application

to and prior approval by the Authority.

(8) Each licensee preparing technetium-99m radiopaeeuticals from molybdenum-
99/technetium-99m generators or rubidium-82 frorargtum-82/rubidium-82 generators must
test the generator eluates for molybdenum-99 bhhealggh or strontium-82 and strontium-85,
respectively, in accordance with OAR 333-116-03@tk licensee must record the results of
each test and retain each record for three yetasthe record is made. The licensee shall report
the results of any test that exceeds the perméssinicentration listed within OAR 333-116-
0330 at the time of generator elution, in accoréamith OAR 333-116-0330.

(9)(a) Each general licensee subject to the registr requirement in OAR 333-101-0007 and
each specific licensee must notify the Authorityvriting immediately following the filing of a
voluntary or involuntary petition for bankruptcyder any chapter of Title 11 (Bankruptcy) of
the United States Code by or against:

(A) The licensee;

(B) An entity (as that term is defined in 11 U.S101(15)) controlling the licensee or listing the
license or licensee as property of the estate; or

(C) An affiliate (as that term is defined in 11 WCS101(2)) of the licensee.
(b) This notification must indicate:

(A) The bankruptcy court in which the petition fmankruptcy was filed; and
(B) The date of the filing of the petition.

(10) Sealed sources or detector cells containgenied material must not be opened or sources
removed from source holders or detector cells bylitensee.

(11) No licensee may acquire licensed radioactiaéennal in a sealed source or in a device that
contains a sealed source unless the source oredeagcbeen registered with the U.S. Nuclear
Regulatory Commission under 10 CFR 32.210 or withgreement State.



(12) Any sealed source fabricated by a licensed bisegistered, inspected, and tested for
construction defects, leakage, and contaminatimr f any use or transfer as a sealed source in
accordance with requirements in 10 CFR 32.210.

(13) Each licensee must conduct a physical invgrabmtervals not to exceed six months to
account for all radioactive material received andggessed by licensee. Inventories must include
the types and quantities of radioactive matertadation of materials, date of receipt, and the date
of the inventory; and for sealed sources, the itmgmust include the types and quantities of
sealed sources, sealed source manufacturer, maaden, serial number, date of receipt,
condition of sealed sources, and the date of thenitory. Records of the inventories required by
this section must be kept until inspection by thehirity.

(14) Each licensee must transport radioactive nzter deliver radioactive material to a carrier
for transport in accordance with the provision®afts 170 through 189 of Title 49, Code of
Federal Regulations and in accordance with divigib® of this chapter, "Transportation of
Radioactive Material."

(15) Each licensee possessing a device licensatianirto OAR 333-103-0010(2)(h) must
perform an inspection of all devices at intervalsto exceed six months. Inspections must
include condition of labeling and posting of eaatiation device, and corrective actions taken if
any; condition of shutter operation, if applicalléeach device, and corrective actions taken if
any; and location of each device. Records of tepentions required by this section must be kept
until inspection by the Authority.

(16) No licensee may open or remove radioactiveerratfrom sealed sources or detector cells
containing licensed radiation sources.

(17) No person may repair, modify, dismantle, de&fany change in licensed devices or
radiation sources, nor modify nor alter labelsxa&ffi to licensed devices by the manufacturer

(18) Installation, initial radiation survey, reldwa, removal from service, maintenance, and
repair of fixed gauging devices containing radiogcsealed sources, and installation,
replacement, and disposal of sealed sources mymsrimmed only by persons specifically
authorized by the Authority, the U.S. Nuclear Regly Commission, or another Agreement
state to perform such services. Records of allestgynust be maintained for inspection by the
Radiation Protection Services section.

(19) If the licensee has previously determined thahitoring for internal exposure pursuant to
OAR 333-120-0130, 333-120-0210, or 333-120-032@aslired, the data and results of this
evaluation must be placed in the worker's exposegerds and included the worker's Oregon
Form Z report.

(20) Testing for leakage or contamination of sea@arces must be in accordance with
requirements in OAR 333-120-0460. In the absen@eadrtificate from a transferor indicating
that a test has been made within six months poitine transfer, a sealed source or detector cell
received from another person must not be put iseountil tested.



(21) Detector cells must be used only in conjumctigth a properly operating temperature
control mechanism that prevents foil temperaturesh fexceeding manufacturer's specifications.
Exhaust from detector cells must be vented to lex@osures to personnel and the public as low
as reasonably achievable pursuant to OAR 333-130-01

(22) Licensees who possess sealed sources usiestiog at field sites must possess at such
locations transport documents, a current copy @fkfhecific radioactive materials license,
specific license validation certificates, the catrieak test certificate, and the licensee's
operating and emergency procedures. Licensed ralststored in an unrestricted area must be
secured from unauthorized removal from the placgafage in accordance with provisions of
OAR 333-120-0250 and 333-120-0260.

(23) Any specific licensee is authorized to recep@ssess, use, transfer, and import up to 999
kilograms of uranium contained as shielding forc#jpelicensed radioactive material authorized
by license.

(24) A licensee may store, pursuant to OAR 333-Q200, radioactive waste for decay in
storage before disposal in accordance with OAR BBE3-0290.

(25) Licensed materials in an unrestricted arearaadn storage must be tended under the
constant surveillance and immediate control oflitensee.

(26) Except as otherwise specified in a radioaatnaerials license, the licensee must have
available and follow the instructions containedha manufacturer's instruction manual for the
chromatography device.

(27) In lieu of using the conventional radiatiomutian colors (magenta or purple on yellow
background) as provided in OAR 333-120-0400(2) litensee is hereby authorized to label
detector cells and cell baths, containing licenselibactive material and used in gas
chromatography devices, with conspicuously etchrestaonped radiation caution symbols
without a color requirement.

(28) If a radiography licensee plans to use, dunagnal industrial radiographic operations
subject to division 105 of this chapter, two or mexposure devices at one jobsite, the licensee
must require at least one Radiographer or Radibgrapstructor authorized user for each
exposure device, and the total number of authogsedonnel (radiographers and assistant
radiographers) at the temporary jobsite must ndéég®than n+1 where n=the number of
cameras.

(29) Security requirements for portable devicedaiming licensed radioactive materials. Each
portable device containing licensed radioactiveamals must be secured using a minimum of
two independent physical controls that form twoasafe tangible barriers to prevent
unauthorized removal or use, whenever the pori@dlece is not under the direct control and
constant surveillance of the licensee.



(30) Authorization under OAR 333-102-0190(10)(c){d)roduce Positron Emission
Tomography (PET) radiopharmaceutical drugs for nammercial transfer to medical use
licensees in its consortium does not relieve thensee from complying with applicable FDA,
other federal, and state requirements governingpadrmaceutical drugs.

(31) Each licensee authorized under OAR 333-1023Q19(c)(N) to produce PET
radiopharmaceutical drugs for noncommercial trartsfenedical use licensees in its consortium
shall:

(a) Satisfy the labeling requirements in OAR 332-D285(1)(d) for each PET
radiopharmaceutical drug transport radiation shégld each syringe, vial, or other container
used to hold a PET radiopharmaceutical drug intéfidenoncommercial distribution to
members of its consortium.

(b) Possess and use instrumentation to measuradloactivity of the PET radiopharmaceutical
drugs intended for noncommercial distribution tambers of its consortium and meet the
procedural, radioactivity measurement, instrumest, instrument check, and instrument
adjustment requirements in OAR 333-102-0285(3).

(32) A licensee that is a pharmacy authorized u@eR 333-102-0190(10)(c)(N) to produce
PET radiopharmaceutical drugs for noncommerciaistier to medical use licensees in its
consortium shall require that any individual theggares PET radiopharmaceutical drugs shall
be:

(a) An authorized nuclear pharmacist who meetsdfairements in OAR 333-116-0910; or

(b) An individual under the supervision of an auibed nuclear pharmacist as specified in OAR
333-116-0100.

(33) A pharmacy, authorized under OAR 333-102-010J{€)(N) to produce PET
radiopharmaceutical drugs for noncommercial trartsfenedical use licensees in its consortium
that allows an individual to work as an authoripetlear pharmacist, shall meet the
requirements of OAR 333-116-0910.

Statutory/Other Authority: ORS 453.635 & 453.665
Statutes/Other Implemented: ORS 453.605 - 453.807

For 32.72

333-102-0275

Special Requirement for a Specific License to Manufacture, Assemble, Repair or Distribute
Commodities, Products or Devices Which Contain Radioactive Material: Licensing the Manufacture
and Distribution of Ice Detection Devices

An application for a specific license to manufaetand distribute ice detection devices to
persons granted a general license by OAR 333-1388-@4!l be approved if:



(1) The applicant satisfies the general requiresiehDAR 333-102-0200;
(2) The criteria of sections 32.61, 32.62, 32.H8] 32.110 of 10 CFR Part 32 are met.
[Publications: Publications referenced are avaddtiim the agency.]

Statutory/Other Authority: ORS 453.635 & 453.665
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.2
333-116-0020
Definitions

As used in this division, the following definitioapply:

(1) "Address of use" means the building or buildimdentified on the license as the location(s)
where radioactive material may be received, usestoved.

(2) "Area of use" means location(s) at the addoéssse set aside for the purpose of receiving,
using or storing radioactive material.

(3) "Associate Radiation Safety Officer" meansradividual who:

(a) Meets the requirements in OAR 333-116-07403881116-0760; or

(b) Is currently identified as an Associate Radiatbafety Officer for the types of use of
byproduct materials for which the individual hagbassigned duties and tasks by the Radiation

Safety Officer on:

(A) A specific medical use license issued by théhtuty, U.S. Nuclear Regulatory
Commission, or an Agreement State; or

(B) A medical use permit issued by the U.S. NuckRegulatory Commission master material
licensee.

(4) "Attestation” means required training, expeceand appropriate board certification is
validated using the Nuclear Regulatory Commissidorsn 313A.

(5) "Authorized Medical Physicist" means an indivadl who:
(a) Meets the requirements in OAR 333-116-073@33-116-0905 and 333-116-0760; or
(b) Is identified as an authorized medical physiorseletherapy physicist on:

(A) A specific medical use license issued by théhduty or an Agreement State or the US
Nuclear Regulatory Commission;



(B) A medical use permit issued by a Commissionteranaterial licensee;
(C) A permit issued by a Commission or AgreemeateSbroad scope medical use licensee; or

(D) A permit issued by a Commission master matdéidahse broad scope medical use
permittee.

(6) "Authorized nuclear pharmacist" means a pharshado:
(a) Meets the requirements in OAR 333-116-0910.

(b) Is identified as an authorized nuclear pharstam an Authority, Agreement State, or U.S.
Nuclear Regulatory Commission license that autlegrihe use of radioactive material in the
practice of nuclear pharmacy;

(c) Is identified as an authorized nuclear pharstamm a license issued by an Authority,
Agreement State, or U.S. Nuclear Regulatory Comomsspecific licensee of broad scope that
is authorized to permit the use of radioactive maltén the practice of nuclear pharmacy; or

(d) Is approved as an authorized nuclear pharmigiatnuclear pharmacy licensed (authorized)
by the Authority, the U.S. Nuclear Regulatory Corssion, or an Agreement State to approve
authorized nuclear pharmacists.

(7) "Authorized user" means a physician, dentigtadiatrist who:

(a) Meets the requirements listed in OAR 333-11660833-116-0670, 333-116-0680, 333-116-
0683, 333-116-0687, 333-116-0690, 333-116-0700;13320710, 333-116-0720, and 333-116-
0740;

(b) Is identified as an authorized user on an AdtjhoAgreement State, Licensing State or U.S.
Nuclear Regulatory Commission license that autlesrihe medical use of radioactive material;
or

(c) Is identified as an authorized user on a peisaited by an Authority, Agreement State, or
U.S. Nuclear Regulatory Commission licensee of thsx@pe that is authorized to permit the
medical use of radioactive material.

(8) "Black Box" means the radiopharmaceutical paidun purification system used in a PET
facility.

(9) "Brachytherapy” means a method of radiatiomajpy in which sources are used to deliver a
radiation dose at a distance of up to a few cenérsdy surface, intracavitary, intraluminal, or
interstitial application.

(10) "Brachytherapy source" means an individualesksource or a manufacturer-assembled
source train or a combination of these sourcesishddsigned to deliver a therapeutic dose of



radiation within a few centimeters, by surfacetanavitary, or interstitial application that is not
designed to be disassembled by the user.

(11) "Dedicated check source" means a radioactuece that is used to assure the constant
operation of a radiation detection or measuremenice over several months or years. This
source may also be used for other purposes.

(12) "Dental use" means the intentional externatiadstration of the radiation from radioactive
material to human beings in the practice of demtist accordance with a license issued by a
State or Territory of the United States, the Destof Columbia, or the Commonwealth of Puerto
Rico.

(13) "Dentist" means an individual licensed byatesor territory of the United States, the
District of Columbia, or the Commonwealth of PudRtico to practice dentistry.

(14) "Diagnostic clinical procedures manual” meam®llection of written procedures that
describes each method (and other instructions eswhptions) by which the licensee performs
diagnostic clinical procedures; where each diagoatinical procedure has been approved by
the authorized user and includes the radiopharnigegudosage, and route of administration.

(15) "High dose-rate remote afterloader" meansviecdehat remotely delivers a brachytherapy
source, with a dose rate in excess of two gray (a@Pper hour, to the point or surface where
the dose is prescribed.

(16) "Human Research Subject” means a living petisainan authorized user, conducting
research, obtains data resulting from the inteatiorternal or external administration of
radioactive material, or the radiation from radibae material, to the individual. For the purpose
of these rules, unless otherwise noted, the tetrargapplies to a human research subject.

(17) "Low dose-rate remote afterloader" means acddhat remotely delivers a brachytherapy
source, with a dose rate of less than two gray (@@pper hour, to the point or surface where the
dose is prescribed.

(18) "Management" means the chief executive offarethat individual's designee.

(19) "Manual Brachytherapy", as used in this pagans a type of brachytherapy in which the
brachytherapy sources (e.g., seeds, ribbons) aneatia placed on, or in close proximity, to the
treatment site or inserted directly into the tisgakime.

(20) "Medical Event" means an event that meetgtiteria in OAR 333-116-1000.

(21) "Medical institution" means an organizatiorwhich more than one medical discipline is
practiced.



(22) "Medical use" means the intentional interrmagxternal administration of radioactive
material, or the radiation from radioactive matetgepatients or human research subjects under
the supervision of an authorized user.

(23) "Ministerial change" means a change that idenafter ascertaining the applicable
requirements, by persons in authority in conforneanith the requirements and without making
a discretionary judgment about whether those requents should apply in the case at hand.

(24) "Mobile nuclear medicine service" means tlamsportation and medical use of radioactive
material.

(25) "Nuclear Pharmacist" means an authorized angkarmacist, as defined in OAR 333-116-
0020, who has received additional training, purst@®AR 333-116-0910 in the management
and handling of radiopharmaceutical drugs and tbaized by license to receive, use, transfer,
and dispose of such radiopharmaceutical drugs.

(26) "Ophthalmic physicist" means an individual who

(a) Meets the requirements in OAR 333-116-0447@A& 333-116-0760; and

(b) Is identified as an ophthalmic physicist on a:

(A) Specific medical use license issued by the Atiti, U.S. or Nuclear Regulatory
Commission, or an Agreement State.

(B) Permit issued by an Agreement State, Authodty).S. Nuclear Regulatory Commission
broad scope medical use licensee.

(C) Medical use permit issued by a U.S. NucleardRegry Commission master material
licensee; or

(D) Permit issued by a U.S. Nuclear Regulatory Cassian master material licensee broad
scope medical use permittee.

(27) "Output" means the exposure rate, dose radeqoiantity related in a known manner to
these rates from a teletherapy unit for a spec#gedf exposure conditions.

(28) "Patient Intervention” means actions takemlpatient or human research subject, whether
intentional or unintentional, interrupt or termiadahe administration of radioactive materials or
radiation.

(29) "PET" means Positron Emission Tomography.

(30) "PET Isotope Nuclear Pharmacy" means a lickfesality that compounds
radiopharmaceuticals using positron emitting isetofor use at licensed medical facilities.



(31) "PET cyclotron facility" means a facility thatanufactures short-lived radioisotopes for use
in compounding radiopharmaceuticals at a PET Isobdpclear Pharmacy.

(32) "PET Medical Facility" means a clinical nudl@aedicine facility that utilizes positron-
emitting isotopes for diagnostic imaging.

(33) "Pharmacist" means an individual licensed Isya¢e or territory of the United States, The
District of Columbia, or the Commonwealth of PudRico to practice pharmacy.

(34) "Physician" means a medical doctor or doctarsteopathy licensed by a state or territory
of the United States, the District of Columbiattee Commonwealth of Puerto Rico to prescribe
drugs in the practice of medicine.

(35) "Podiatric use" means the intentional exteathinistration of the radiation from
byproduct material to human beings in the praatiggodiatry in accordance with a license
issued by a state or territory of the United States District of Columbia, or the Commonwealth
of Puerto Rico.

(36) "Podiatrist” means an individual licensed kstate or territory of the United States, the
District of Columbia, or the Commonwealth of PudRico to practice podiatry.

(37) "Positron Emission Tomography (PET) facilitpéans a facility comprised of an
accelerator that produces positron-emitting isacdppaadiopharmacy that specializes in
preparation of PET radiopharmaceuticals, and/ding&c¢hat uses PET isotopes for medical
diagnostic purposes.

(38) "Preceptor" means an individual who providbsects, or verifies training and experience
required for an individual to become an authoriasédr, an authorized medical physicist, an
authorized nuclear pharmacist, Radiation Safetyc&ffor an Associate Radiation Safety
Officer. The preceptor must have previously mebathe applicable requirements and be so
named on a radioactive materials license issugtidyuthority, the Nuclear Regulatory
Commission, an Agreement State or licensing state.

(39) "Prescribed dosage" means the specified activirange of activity of a
radiopharmaceutical or radioisotope as documented:

(a) In a written directive; or

(b) Either in the diagnostic clinical proceduresnua or in any appropriate record in accordance
with the directions of the authorized user for di@stic procedures.

(40) "Prescribed dose" means:
(a) For gamma stereotactic radiosurgery, the tiiak as documented in the written directive;

(b) For teletherapy, the total dose and dose petitm as documented in the written directive;



(c) For manual brachytherapy, either the total sestrength and exposure time or the total
dose, as documented in the written directive; or

(d) For remote brachytherapy afterloaders, thd tliise and dose per fraction as documented in
the written directive.

(41) "Pulsed dose-rate remote afterloader" meapeaial type of remote afterloading device

that uses a single source capable of delivering dates in the "high dose rate" range, but is used
to simulate the radiobiology of a low dose ratatmgent by inserting the source for a given
fraction of each hour.

(42) "Radiation Safety Officer" means an individuddo:

(a) Meets the requirements in OAR 333-116-0640; BB30650, 333-116-0740 and 333-116-
0760; or

(b) Is identified as a Radiation Safety Officer on:

(A) A specific medical use license issued by theldar Regulatory Commission or Agreement
State; or

(B) A medical use permit issued by a Nuclear RegeyaCommission master material licensee.

(43) "Sealed source" means any radioactive matiyadlis encased in a capsule designed to
prevent leakage or escape of the radioactive nahteri

(44) "Stereotactic Radiosurgery" means the usetefeal radiation in conjunction with a
stereotactic guidance device to very preciselyédela dose to a tissue volume.

(45) "Structured educational program" means an &gl program designed to impart
particular knowledge and practical education thirouerrelated studies and supervised
training.

(46) "Teletherapy" means therapeutic irradiatiowich the source of radiation is at a distance
from the body.

(47) "Teletherapy physicist” means the individukgntified as the qualified teletherapy physicist
on an Authority license.

(48) "Therapeutic Dosage" means a dosage of urtsbgfgoduct material that is intended to
deliver a radiation dose to a patient or humanaresesubject for palliative or curative treatment.

(49) "Therapeutic Dose" means a radiation doseveleld from a source containing byproduct
material to a patient or human research subjeqtdbiative or curative treatment.



(50) "Treatment site” means the anatomical desoripif the tissue intended to receive a
radiation dose, as described in a written directive

(51) "Unit dosage" means a dosage intended foreakdse in a single patient or human
research subject that has been obtained from afauacer or preparer licensed by the
Authority as a nuclear pharmacy.

(52) "Visiting authorized user" means an authorigsér who is not identified on the license of
the licensee being visited.

(53) "Written directive" means an order in writifag a specific patient, dated and signed by an
authorized user prior to the administration of dispharmaceutical or radiation, except as
specified in OAR 333-116-0125(1)(e), containing fibiéwing information:

(a) For any administration of quantities greatanti.11 megabecquerels (30 uCi) of either
sodium iodide I-125 or I-131: the dosage,;

(b) For a therapeutic administration of a radiopfereutical other than sodium iodide 1-125 or
I-131: the radiopharmaceutical, dosage, and roludeliministration;

(c) For gamma stereotactic radiosurgery: targetdinates, collimator size, plug pattern, and
total dose;

(d) For teletherapy: the total dose, dose perifvactreatment site, and overall treatment period;

(e) For high-dose-rate remote afterloading bradrgpy: the radioisotope, treatment site, and
total dose; or

(f) For all other brachytherapy:
(A) Prior to implantation: the radioisotope, numbésources, and source strengths; and

(B) After implantation but prior to completion dfe procedure: the radioisotope, treatment site,
and total source strength and exposure time (onyakpntly, the total dose).

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.13
333-116-0040
License Amendments

A licensee must apply for and must receive a lieealaendment:

(1) Before receiving or using radioactive matefwgla method or type of medical use not
permitted by the license issued under this division



(2) Before permitting anyone to work as an autheatiaser, authorized nuclear pharmacist,
ophthalmic physicist, or authorized medical physicnder the license except:

(a) For an authorized user; an individual who méstsequirements in OAR 333-116-0760,
333-116-0660, 333-116-0670, 333-116-0680, 333-18830333-116-0687, 333-116-0690, 333-
116-0710 and 333-116-0720.

(b) For an authorized nuclear pharmacist; an indiai who meets the requirements in OAR
333-116-0910 and 333-116-0760.

(c) For an authorized medical physicist; an indilidwho meets the requirements in OAR 333-
116-0905 and 333-116-0760.

(d) An individual identified as an authorized usarthorized nuclear pharmacist, ophthalmic
physicist or an authorized medical physicist onuglislar Regulatory Commission or Agreement
State license that authorizes the use of radicactiaterial in medical use or in the practice of
nuclear pharmacy.

(3) Before changing the Radiation Safety Officecept as provided in OAR 333-116-0090;

(4) Before permitting anyone to work as an Asseckdiation Safety Officer, or before the
Radiation Safety Officer assigns duties and taskmtAssociate Radiation Safety Officer that
differ from those for which this individual is awttized on the license;

(5) Before receiving a sealed source from a differeanufacturer or of a different model

number than authorized by the license unless thledsource is used for manual brachytherapy,
is listed in the Sealed Source and Device Regiatigl,is in a quantity and for an isotope
authorized by the license.

(6) Before receiving radioactive material in excesthe amount authorized on the license;

(7) Before adding to or changing the areas of useailing address identified on the license;
and

(8) Before revising procedures required by OAR 338-0495, 333-116-0580, 333-116-0583,
and 333-116-0587 as applicable where such revisiduces radiation safety.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807



For 35.14
333-116-0050
Notifications

(1) A licensee shall provide the Authority, no latiean 30 days after the date that the licensee
permits an individual to work under the provisi@iDAR 333-116-0040 as an authorized user,
authorized medical physicist, ophthalmic physiastauthorized nuclear pharmacist:

(a) A copy of the board certification and, as appiate, verification of completion of:
(A) Training for the authorized medical physicisider OAR 333-116-0905;

(B) Any additional case experience required in O2d3-116-0680 for an authorized user under
OAR 333-116-0360; or

(C) Device specific training in OAR 333-116-0720 tbe authorized user under OAR 333-116-
0480; or

(b) A copy of the U.S. Nuclear Regulatory Commissio Agreement State license, the permit
issued by a Commission master material licenseepeénmit issued by a Commission or
Agreement State licensee of broad scope, the pessoied by a U.S. Nuclear Regulatory
Commission master material license broad scopeiieenor documentation that only
accelerator-produced radioactive materials, discgetirces of radium-226, or both, were used
for medical use or in the practice of nuclear phaaynat a government agency or federally
recognized Indian Tribe before November 30, 200t @ll other locations of use before August
8, 2009, or an earlier date as noticed by the N&t@dch individual whom the licensee permits
to work under the provisions of this section.

(2) A licensee shall notify the Authority no latkan 30 days after:

(a) An authorized user, an authorized nuclear phaist) a Radiation Safety Officer, Associate
Radiation Safety Officer, authorized medical phigjor ophthalmic physicist permanently
discontinues performance of duties under the lieemdias a name change;

(b) The licensee permits an individual qualifiedb®a Radiation Safety Officer under OAR 333-
116-0740 and OAR 333-116-0760 to function as a teany Radiation Safety Officer and to
perform the functions of a Radiation Safety Offiseaccordance with OAR 333-116-0090;

(c) The licensee's mailing address changes;

(d) The licensee's name changes, but the name eltmag not constitute a transfer of control of
the license as described in OAR 333-102-0305;

(e) The licensee has added to or changed the afreas identified in the application or on the
license where byproduct material is used in accaréavith either OAR 333-116-0300 or 333-
116-0320 if the change does not include additiorelmcation of either an area where PET



radionuclides are produced or a PET radioactivg dalivery line from the PET
radionuclide/PET radioactive drug production aa;

() The licensee obtains a sealed source for ugsgaimual brachytherapy from a different
manufacturer or with a different model number thathorized by its license for which it did not
require a license amendment as provided in OARTIIBO040. The notification must include
the manufacturer and model number of the sealedtspthe isotope, and the quantity per sealed
source.

(3) The licensee shall send the documents requirtds section to the Authority at Radiation
Protection Services, 800 N.E. Oregon St., Suite Bédtland Oregon, 97232.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.15

333-116-0055

Exemptions Regarding Type A Specific Licenses of Broad Scope

A licensee possessing a Type A specific licenderadd scope for medical use is exempt from:

(1) The provisions of OAR 333-116-0040(2);

(2) The provisions of OAR 333-116-0040(7) regardaalglitions to or changes in areas of use
only at the addresses specified in the license;

(3) The provisions of OAR 333-116-0050(1);

(4) The provisions of OAR 333-116-0050(2)(a) foraarthorized user, ophthalmic physicist or
authorized nuclear pharmacist, and

(5) The provisions of OAR 333-116-0140(1).

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.24
333-116-0090
Authority and Responsibilitiesfor the Radiation Protection Program

(1) In addition to the radiation protection progreaquirements of OAR 333-120-0020, a
licensee's management must approve in writing:

(a) Requests for a license application, renewahnoendment before submittal to the Authority;



(b) Any individual before allowing that individutd work as an authorized user, authorized
nuclear pharmacist, or authorized medical physieist

(c) Radiation protection program changes that daemuire a license amendment and are
permitted under OAR 333-116-0123.

(2) A licensee's management must appoint a Radi&adety Officer, who agrees, in writing, to
be responsible for implementing the radiation prtide program. The licensee, through the
Radiation Safety Officer, must ensure that radratiafety activities are being performed in
accordance with licensee-approved procedures gudiatery requirements. A licensee’s
management may appoint, in writing, one or moreo8isde Radiation Safety Officers to support
the Radiation Safety Officer. The Radiation Safefficer, with written agreement of the
licensee’s management, must assign the specifiedaind tasks to each Associate Radiation
Safety Officer. These duties and tasks are resttittd the types of use for which the Associate
Radiation Safety Officer is listed on a licensee Radiation Safety Officer may delegate duties
and tasks to the Associate Radiation Safety Officershall not delegate the authority or
responsibilities for implementing the radiation f@ion program.

(3) For up to 60 days each year, a licensee mayipan authorized user or an individual
gualified to be a Radiation Safety Officer, unde&RO333-116-0650, 333-116-0740 and 333-
116-0760, to function as a temporary Radiation t{gaféficer and to perform the functions of a
Radiation Safety Officer, as provided in sectiopdf’this rule, if the licensee takes the actions
required in sections (2), (5), (7) and (8) of thike and notifies the Authority in accordance with
OAR 333-116-0050(2).

(4) A licensee may simultaneously appoint more tiae temporary Radiation Safety Officer in
accordance with section (3) of this rule, if neettednsure that the licensee has a temporary
Radiation Safety Officer that satisfies the requieats to be a Radiation Safety Officer for each
of the different types of uses of byproduct matgreamitted by the license.

(5) A licensee must establish the authority, dutesl responsibilities of the Radiation Safety
Officer in writing.

(6) A licensee must provide the Radiation Safetfjd®f sufficient authority, organizational
freedom, time, resources, and management preregabiv

(a) Identify radiation safety problems;

(b) Initiate, recommend, or provide corrective acs;
(c) Stop unsafe operations; and

(d) Verify implementation of corrective actions.

(7) Licensees that are authorized for two or mafferént types of uses of radioactive material
under OAR chapter 333, division 116, must estaldigtadiation Safety Committee to oversee



all uses of radioactive material permitted by iberise. The Committee must include an
authorized user of each type of use permitted byitlense, the Radiation Safety Officer, a
representative of the nursing service, and a reptasve of management who is neither an
authorized user nor a Radiation Safety Officer. Tloenmittee may include other members the
licensee considers appropriate.

(8) A licensee's Radiation Safety Committee musttragéintervals not to exceed six months.
The licensee must maintain minutes of each meatiagcordance with OAR 333-100-0057.

(9) A licensee must retain a record of actionsnakeder sections (1), (2) and (5) of this rule in
accordance with OAR 333-100-0057. These records beueetained for the life of the license.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.40
333-116-0105
Written Dir ectives

(1) A written directive must be prepared, dated sigded by an authorized user prior to
administration of 1-131 sodium iodide greater tHahl Megabecquerels (MBq) (30 microcuries
(uCi)), or any therapeutic dosage of a radiophaeutcal, or any therapeutic dose of radiation
from radioactive material.

(a) If, because of the emergent nature of the pigieondition, a delay in order to provide a
written directive would jeopardize the patient’altle, an oral directive is acceptable.

(b) The information contained in the oral directimest be documented as soon as possible in
writing in the patient’s record.

(c) A written directive must be prepared within@urs of the oral directive.

(2) The written directive must contain the patienhuman research subject's name and the
following:

(a) For any administration of quantities greatanth.11 MBq (30 uCi) of sodium iodide 1-131
or 1-125; the dosage;

(b) For a therapeutic administration of a radiopieceutical other than sodium iodide I-131: the
radiopharmaceutical dosage, and route of admitistra

(c) For gamma stereotactic radiosurgery: targetdinates (including gamma angle), collimator
size, plug pattern, total dose for the treatmeamd, the total treatment volume for each
anatomically distinct treatment site;



(d) For teletherapy: the total dose, dose perivachumber of fractions, treatment site, and
overall treatment period;

(e) For high dose-rate remote afterloading bracmgy: the radionuclide, treatment site, dose
per fraction, number of fractions, and total dase;

(f) For permanent implant brachytherapy:

(A) Prior to implantation: treatment site, the @diclide, number of sources and source
strengths or dose; and

(B) After implantation but prior to completion dfe procedure: the radionuclide, treatment site,
and total source strength and exposure time (avalgumtly, the total dose).

(g) For all other brachytherapy, including low, med, and pulsed dose rate remote
afterloaders:

(A) Before implantation: The treatment site, radiciide, and the dose; and

(B) After implantation but before completion of thecedure: The radionuclide, treatment site,
number of sources, total source strength and exedsue (or the total dose), and date.

(3) A written revision to an existing written ditee@ may be made if the revision is dated and
signed by an authorized user before the administralf the dosage of unsealed byproduct
material, the brachytherapy dose, the gamma statotadiosurgery dose, the teletherapy dose,
or the next fractional dose.

(4) If, because of the patient's condition, a détagrder to provide a written revision to an
existing written directive would jeopardize theipat's health, an oral revision to an existing
written directive is acceptable. The oral revisionst be documented as soon as possible in the
patient's record. A revised written directive miostsigned by the authorized user within 48
hours of the oral revision.

(5) The licensee must retain the written directivaccordance with OAR 333-100-0057.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.41
333-116-0107
Proceduresfor Administrations Requiring a Written Directive

(1) For any administration requiring a written dtige, the licensee must develop, implement,
and maintain written procedures to provide highficiemce that:

(a) The patient's or human research subject'sitgestverified before each administration; and



(b) Each administration is in accordance with thmiéten directive.

(2) The procedures required by section (1) of this must, at a minimum, address the following
items applicable to the licensee's use of radieactiaterial:

(a) Verifying the identity of the patient or humasearch subject;

(b) Verifying that the specific details of the adhisiration are in accordance with the written
directive and, if applicable, the treatment plan;

(c) Checking both manual and computer-generated dalsulations;

(d) Verifying that any computer-generated dosewatmons are correctly transferred into the
console of therapeutic medical units authorize®®R 333-116-0480 and 333-116-0485;

(e) Determining if a medical event, as defined BRO333-116-0020 has occurred; and

(f) Determining for permanent implant brachytherapithin 60 calendar days from the date the
implant was performed, the total source strengthiadtered outside of the treatment site
compared to the total source strength documentdtkipost-implantation portion of the written
directive, unless a written justification of patiemavailability is documented.

(3) The licensee must retain a copy of procedurexcordance with OAR 333-100-0057.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.50

333-116-0640

Radiation Safety Officer and Associate Radiation Safety Officer Training and Experience
Requirements

Except as provided in OAR 333-116-0740, the licerd®all require an individual fulfilling the
responsibilities of the Radiation Safety Officeraorindividual assigned duties and tasks as an
Associate Radiation Safety Officer as provided AR0833-116-0090 to be an individual who:

(1) Is certified by a specialty board whose cearéfion process has been recognized by the U.S.
Nuclear Regulatory Commission or an Agreement Statewho meets the requirements in
section (4) of this rule.

(a) The names of board certifications which havenbecognized by the U.S. Nuclear
Regulatory Commission or an Agreement State areeda® the U.S. Nuclear Regulatory
Commission’s Medical Uses Licensee Toolkit webpdgehave its certification process
recognized, a specialty board shall require altadates for certification to:



(A) Hold a bachelor's or graduate degree from a&negiited college or university in physical
science or engineering or biological science withisimum of 20 college credits in physical
science;

(B) Have five or more years of professional expsseein health physics (graduate training may
be substituted for no more than two years of tiggired experience) including at least three
years in applied health physics; and

(C) Pass an examination administered by diplomfatseospecialty board, which evaluates
knowledge and competence in radiation physics asitumentation, radiation protection,
mathematics pertaining to the use and measurerheadioactivity, radiation biology, and
radiation dosimetry; or

(b)(A) Hold a master's or doctor's degree in plsjsicedical physics, other physical science,
engineering, or applied mathematics from an acteddiollege or university;

(B) Have two years of full-time practical trainiagd supervised experience in medical physics:

(i) Under the supervision of a medical physicisiows certified in medical physics by a specialty
board recognized by the U.S. Nuclear Regulatory @@sion or an Agreement State; or

(i) In clinical nuclear medicine facilities provity diagnostic and therapeutic services under the
direction of physicians who meet the requiremeatsatithorized users in OAR 333-116-0670,
333-116-0680 or 333-116-0740;

(C) Pass an examination, administered by diplowiatise specialty board, that assesses
knowledge and competence in clinical diagnosticaladical or nuclear medicine physics and in
radiation safety; or

(2) Has completed a structured educational programsisting of 200 hours of classroom and
laboratory training as follows:

(a) Radiation physics and instrumentation;

(b) Radiation protection;

(c) Mathematics pertaining to the use and measureaieadioactivity;
(d) Radiation biology;

(e) Radiopharmaceutical chemistry;

() Radiation dosimetry; and

(g) One year of full time experience in radiati@fiety at a medical institution under the
supervision of the individual identified as the Raibn Safety Officer on an U.S. Nuclear



Regulatory Commission, Authority or Agreement Statense, or permit issued by a U.S.
Nuclear Regulatory Commission master material Beenthat authorizes similar type(s) of use(s)
of radioactive material. An Associate Radiatione®afOfficer may provide supervision for those
areas for which the Associate Radiation Safetyd@ffis authorized on a U.S. Nuclear
Regulatory Commission, Authority’s or an Agreem8tdte license or permit issued by a U.S.
Nuclear Regulatory master material licensee. THeifoe radiation safety experience must
involve the following:

(A) Shipping, receiving, and performing relatediagidn surveys;

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

(C) Securing and controlling byproduct material;
(D) Using administrative controls to avoid mistakeshe administration of byproduct material;

(E) Using procedures to prevent or minimize radioaccontamination and using proper
decontamination procedures;

(F) Using emergency procedures to control byprochaterial; and
(G) Disposing of radioactive material.

(h) This individual must obtain a written attestati signed by a preceptor Radiation Safety
Officer or Associate Radiation Safety Officer whastexperience with the radiation safety
aspects of similar types of use of byproduct matéor which the individual is seeking approval
as a Radiation Safety Officer or an Associate RemticBafety Officer. The written attestation
must state that the individual has satisfactorignpleted the requirements in sections (2) and (4)
of this rule, and is able to independently fulfiile radiation safety-related duties as a Radiation
Safety Officer or as an Associate Radiation Sat#ficer for a medical use license; or

(3)(a) Is a medical physicist who has been cedibg a specialty board whose certification
process has been recognized by the U.S. Nuclearl®&egy Commission or an Agreement State
under OAR 333-116-0905(1) and has experience ilatiad safety for similar types of use of
byproduct material for which the licensee is seghkhe approval of the individual as Radiation
Safety Officer or an Associate Radiation safetyi@ff, and meets the requirements in section
(4) of this rule; or

(b) Is an authorized user, authorized medical mistsior authorized nuclear pharmacist
identified on an Authority, U.S. Nuclear Regulat@gmmission, or an Agreement State license,
a permit issued by a U.S. Regulatory Commissionhauty licensee of broad scope, or a permit
issued by a U.S. Nuclear Regulatory master matiéceise broad scope permittee, has
experience with the radiation safety aspects oflairtypes of use of byproduct material for
which the licensee seeks the approval of the iddaii as the Radiation Safety Officer or
Associate Radiation Safety Officer, and meets dugiirements in section (4) of this rule.



(4) Has training in the radiation safety, regulgt@sues, and emergency procedures for the types
of use for which a licensee seeks approval. Thisitig requirement may be satisfied by
completing training that is supervised by a Radratafety Officer, Associate Radiation Safety
Officer, authorized medical physicist, authorizegtlear pharmacist, or authorized user, as
appropriate, who is authorized for the type(s) € tor which the licensee is seeking approval.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.51
333-116-0905
Training for Authorized Medical Physicist

Except as provided in OAR 333-116-0740, the licerd®all require the authorized medical
physicist to be an individual who:

(2) Is certified by a specialty board whose ceréfion process has been recognized by the U.S.
Nuclear Regulatory Commission or an Agreement Statewho meets the requirements in
section (3) of this rule. The names of board dedtions that have been recognized by the U.S.
Nuclear Regulatory Commission or an Agreement Stdeosted on the U.S. Nuclear
Regulatory Commission’s Medical Uses Licensees Kibalebpage. To have its certification
process recognized, a specialty board shall re@lliandidates for certification to:

(a) Hold a master's or doctor's degree in physieslical physics, other physical science,
engineering, or applied mathematics from an actzddiollege or university;

(b) Have two years of full-time practical trainiagd supervised experience in medical physics:

(A) Under the supervision of a medical physicisiovi certified in medical physics by a
specialty board whose certification process has beeognized under this rule, by the U.S.
Nuclear Regulatory Commission or an Agreement Staite

(B) In clinical radiation facilities providing highnergy, external beam therapy (photons and
electrons with energies greater than or equal éormoitlion electron volts) and brachytherapy
services under the direction of physicians who nteetrequirements for authorized users in
OAR 333-116-0740, 333-116-0690 or 333-116-0720; and

(c) Pass an examination, administered by diplomiatise specialty board, that assesses
knowledge and competence in clinical radiationdpgr radiation safety, calibration, quality
assurance, and treatment planning for external likarapy, brachytherapy, and stereotactic
radiosurgery; or

(2) Holds a master's or doctor's degree in physieslical physics, other physical science,
engineering, or applied mathematics from an act@ddiollege or university; and has completed
one year of full-time training in medical physiasdaan additional year of full-time work



experience under the supervision of an individuabwneets the requirements for an authorized
medical physicist for the type(s) of use for whibk individual is seeking authorization.

(a) This training and work experience must be cotetliin clinical radiation facilities that
provide high-energy, external beam therapy (photonselectrons with energies greater than or
equal to one million electron volts) and brachy#mpsrservices and must include:

(A) Performing sealed source leak tests and invesgp
(B) Performing decay corrections;

(C) Performing full calibration and periodic sptiecks of external beam treatment units,
stereotactic radiosurgery units, and remote aftelifty units as applicable; and

(D) Conducting radiation surveys around externahbéreatment units, stereotactic radiosurgery
units, and remote afterloading units as applicadnhel;

(b) Has obtained written attestation that the irhiial has satisfactorily completed the
requirements in section (2) and subsection (3){#)is rule, and has achieved a level of
competency sufficient to independently fulfill treediation safety-related duties as an authorized
medical physicist for each type of therapeutic roaldinit for which the individual is requesting
authorized medical physicist status. The writtéasahtion must be signed by a preceptor
authorized medical physicist who meets the requargsin this rule, OAR 333-116-0740, 333-
116-0905, or equivalent U.S. Nuclear Regulatory @assion or Agreement State requirements
for an authorized medical physicist for each typtherapeutic medical unit for which the
individual is requesting authorized medical physistatus; and

(3) Has training for the type(s) of use for whialtreorization is sought that includes hands-on
device operation, safety procedures, clinical asd,the operation of a treatment planning
system. This training requirement may be satidhgdatisfactorily completing either a training
program provided by the vendor or by training sueed by an authorized medical physicist
authorized for the type(s) of use for which theialal is seeking authorization.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.55
333-116-0910
Training for an Authorized Nuclear Phar macist

Except as provided in OAR 333-116-0740, the licerd®all require the authorized nuclear
pharmacist to be a pharmacist who:

(2) Is certified by a specialty board whose ceréfion process has been recognized by the U.S.
Nuclear Regulatory Commission or an Agreement STdte names of board certifications that
have been recognized by the U.S. Nuclear Regul&orgmission or an Agreement State are



posted on the U.S. Nuclear Regulatory Commissibtédical Uses Licensee Toolkit webpage.
To have its certification process recognized, ity board shall require all candidates for
certification to:

(a) Have graduated from a pharmacy program aceck8ly the American Council on
Pharmaceutical Education (ACPE) or have passeBdhagn Pharmacy Graduate Examination
Committee (FPGEC) examination;

(b) Hold a current, active license to practice pheay;

(c) Provide evidence of having acquired at lea®04ours of training/experience in nuclear
pharmacy practice. Academic training may be sulistitfor no more than 2000 hours of the
required training and experience; and

(d) Pass an examination in nuclear pharmacy adtareis by diplomats of the specialty board,
that assesses knowledge and competency in procatecoenpounding, quality assurance,
dispensing, distribution, health and safety, radinasafety, provision of information and
consultation, monitoring patient outcomes, researachdevelopment; or

(2)(a) Has completed 700 hours in a structured &tlutal program consisting of both:

(A) 200 hours of classroom and laboratory trainmthe following areas:

(i) Radiation physics and instrumentation;

(i) Radiation protection;

(i) Mathematics pertaining to the use and measr® of radioactivity;

(iv) Chemistry of byproduct material for medicakyand

(v) Radiation biology; and

(B) Supervised practical experience in a nuclearmpiacy involving:

(i) Shipping, receiving, and performing relatediagidn surveys;

(i) Using and performing checks for proper oparatof instruments used to determine the
activity of dosages, survey meters, and, if appad@yinstruments used to measure alpha- or
beta-emitting radionuclides;

(i) Calculating, assaying, and safely preparimgayes for patients or human research subjects;

(iv) Using administrative controls to avoid medieaknts in the administration of byproduct
material; and



(v) Using procedures to prevent or minimize radiva@ccontamination and using proper
decontamination procedures; and

(b) Has obtained written attestation, signed byeggptor authorized nuclear pharmacist, that the
individual has satisfactorily completed the regoients in subsection (2)(a) of this rule and has
achieved a level of competency sufficient to fumictindependently as an authorized nuclear
pharmacist.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.57

333-116-0740

Training for Experienced Authorized User, Radiation Safety Officer, Teletherapy or
Medical Physicist, Authorized Medical Physicist, Nuclear Pharmacist or Authorized
Nuclear Pharmacist

(1) An individual identified on a U.S. Nuclear Régpory Commission or an Agreement State
license or a permit issued by a U.S. Nuclear ReglaCommission or an Agreement State
broad scope licensee or master material licensaiper by a master material license permittee
of broad scope as a Radiation Safety Officer,etherapy or medical physicist, an authorized
medical physicist, a nuclear pharmacist or an autéd nuclear pharmacist on or before January
14, 2019 need not comply with the training requieais of OAR 333-116-0640, 333-116-0905
or 333-116-0910, respectively, except the RadiaBafety Officers and authorized medical
physicists identified in this section must meettilagning requirements in OAR 333-116-0640(5)
or 333-116-0905(3) as appropriate, for any matenaises for which they were not authorized
prior to this date.

(2) Any individual certified by the American Boaofl Health Physics in Comprehensive Health
Physics; American Board of Radiology; American Bbaf Nuclear Medicine; American Board
of Science in Nuclear Medicine; Board of PharmacaluSpecialties in Nuclear Pharmacy;
American Board of Medical Physics in radiation dogy physics; Royal College of Physicians
and Surgeons of Canada in nuclear medicine; Amefsteopathic Board of Radiology; or
American Osteopathic Board of Nuclear Medicine obefore October 24, 2005, need not
comply with the training requirements of OAR 33310640 to be identified as a Radiation
Safety Officer or as an Associate Radiation Sat¥ficer on a U.S. Nuclear Regulatory
Commission or an Agreement State license or U.8lddn Regulatory Commission master
material license permit for those materials and ulsat these individuals performed on or before
October 24, 2005.

(3) Any individual certified by the American Boaofl Radiology in therapeutic radiological
physics, Roentgen ray and gamma ray physics, Xanayradium physics, or radiological
physics, or certified by the American Board of M&diPhysics in radiation oncology physics, on
or before October 24, 2005, need not comply wightthining requirements for an authorized
medical physicist described in OAR 333-116-0905hmse materials and uses that these
individuals performed on or before October 24, 2005



(4) Physicians, dentists, or podiatrists identifesdauthorized users for the medical use of
byproduct material on a license issued by the Begulatory Commission or an Agreement
State, a permit issued by a Commission master rablieensee, a permit issued by a U.S.
Nuclear Regulatory Commission or an Agreement 3tadad scope licensee, or a permit issued
by a U.S. Nuclear Regulatory Commission master nahieense broad scope permittee on or
before January 14, 2019, who perform only thoseicaédses for which they were authorized
on or before that date need not comply with thimitng requirements of OAR 333-116-0660
through 333-116-0720.

(5) Physicians, dentists, or podiatrists not idesdias authorized users for the medical use of
byproduct material on a license issued by the Niflear Regulatory Commission or an
Agreement State, a permit issued by a Commissiatanenaterial licensee, a permit issued by a
U.S. Nuclear Regulatory Commission or an Agreenstate broad scope licensee, or a permit
issued by a U.S. Nuclear Regulatory Commission enasaterial license of broad scope on or
before October 24, 2005, need not comply with thming requirements of OAR 333-116-0660
through 333-116-0720 those materials and usegltase individuals performed on or before
October 24, 2005, as follows:

(a) For uses authorized under OAR 333-116-0300, G3R116-0320, or oral administration of
sodium iodide I-131 requiring a written directiva fmaging and localization purposes, a
physician who was certified on or before OctoberZfD5, in nuclear medicine by the American
Board of Nuclear Medicine; diagnostic radiologythg American Board of Radiology;
diagnostic radiology or radiology by the Americastébpathic Board of Radiology; nuclear
medicine by the Royal College of Physicians andy8oms of Canada; or American Osteopathic
Board of Nuclear Medicine in nuclear medicine;

(b) For uses authorized under OAR 333-116-036M0yaipian who was certified on or before
October 24, 2005, by the American Board of NucMadicine; the American Board of
Radiology in radiology, therapeutic radiology, adiation oncology; nuclear medicine by the
Royal College of Physicians and Surgeons of Canadéne American Osteopathic Board of
Radiology after 1984;

(c) For uses authorized under OAR 333-116-0420AR @33-116-0480, a physician who was
certified on or before October 24, 2005, in radyylctherapeutic radiology or radiation oncology
by the American Board of Radiology; radiation ormgpl by the American Osteopathic Board of
Radiology; radiology, with specialization in radietapy, as a British "Fellow of the Faculty of
Radiology" or "Fellow of the Royal College of Raldigy"; or therapeutic radiology by the
Canadian Royal College of Physicians and Surgeons;

(d) For uses authorized under OAR 333-116-040®0yaipian who was certified on or before
October 24, 2005, in radiology, diagnostic radigiatperapeutic radiology, or radiation
oncology by the American Board of Radiology; nucleedicine by the American Board of
Nuclear Medicine; diagnostic radiology or radioldgyythe American Osteopathic Board of
Radiology; or nuclear medicine by the Royal Collefi®hysicians and Surgeons of Canada.



(6) Individuals who need not comply with trainirgguirements as described in this rule may
serve as preceptors for, and supervisors of, apgbcseeking authorization on U.S. Nuclear
Regulatory licenses for the same uses for whicketliedividuals are authorized.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.190
333-116-0660
Training for Uptake, Dilution or Excretion Studies

Except as provided in OAR 333-116-0740, the licerd®ll require the authorized user of a
radiopharmaceutical listed in OAR 333-116-0300ealphysician who:

(2) Is certified by a medical specialty board whossification process has been recognized by
the U.S. Nuclear Regulatory Commission or an Age@nstate. The names of board
certifications that have been recognized by the Niflear Regulatory Commission or an
Agreement State are posted on the NRC's Medica Usensee Toolkit webpage. To have its
certification process recognized, a specialty bahall require all candidates for certification to:
(a) Complete 60 hours of training and experiendeaisic radionuclide handling techniques and
radiation safety applicable to the medical usensfealed byproduct material for uptake, dilution,
and excretion studies as described in paragrapte (8) through (3)(b)(F) of this rule; and

(b) Pass an examination administered by diplonfatiseospecialty board that assesses
knowledge and competence in radiation safety, ragilbide handling and quality control; or

(2) Is an authorized user under OAR 333-116-0636;181.6-0680, or equivalent Nuclear
Regulatory Commission or Agreement State requirésnen

(3) Has completed 60 hours of training and expeaemcluding a minimum of eight hours of
classroom and laboratory training, in basic radabide handling techniques applicable to the
medical use of unsealed byproduct material forketdilution, and excretion studies. The
training and experience must include:

(a) Classroom and laboratory training in the foilogvareas:

(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measureaigadioactivity;

(D) Chemistry of byproduct material for medical uaed

(E) Radiation biology; and



(b) Work experience, under the supervision of ahanzed user who meets the requirements in
OAR 333-116-0660, 333-116-0670, 333-116-0680 argiBIH-0740 or U.S. Nuclear
Regulatory Commission or equivalent Agreement Sedeirements, involving:

(A) Ordering, receiving, and unpacking radioactivaterials safely and performing the related
radiation surveys;

(B) Performing quality control procedures on instants used to determine the activity of
dosages and performing checks for proper operafisarvey meters;

(C) Calculating, measuring and safely preparingepabr human research subject dosages;

(D) Using administrative controls to prevent a ncatlevent involving the use of unsealed
byproduct material;

(E) Using procedures to contain spilled byproduaterial safely and using proper
decontamination procedures; and

(F) Administering dosages of radiopharmaceuticagdrto patients or human research subjects;
and

(4) Has obtained written attestation that the iriial has satisfactorily completed the
requirements in section (3) of this rule and iedblindependently fulfill the radiation safety-
related duties as an authorized user for the miedses authorized under OAR 333-116-
0300.The attestation must be obtained from either:

(a) A preceptor authorized user who meets the regqugnts in OAR, 333-116-0660, 333-116-
0670, 333-116-0680 or 333-116-0740 or equivaleft Bluclear Regulatory Commission or
Agreement State requirements; or

(b) A residency program director who affirms in tivrgy that the attestation represents the
consensus of the residency program faculty wheleaat one faculty member is an authorized
user who meets the requirements in OAR 333-116-08688-116-0670, 333-116-0680, or 333-
116-0740 or equivalent U.S. Nuclear Regulatory Cassion or Agreement State requirements,
and concurs with the attestation provided by tisegdency program director. The residency
training program must be approved by the Resid&eyiew Committee of the Accreditation
Council for Graduate Medical Education or the Rdyallege of Physicians and Surgeons of
Canada or the Council on Postdoctoral TrainindhefAmerican Osteopathic Association and
must include training and experience specifiedeictisn (3) of this rule.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807



For 35.204
333-116-0330
Permissible M olybdenum-99, Strontium-82, and Strontium-85 Concentration

(1) A licensee must not administer to humans eopthrmaceutical containing more than 0.15
kBq (0.15 uCi) of molybdenum-99 per MBg (mCi) otteetium-99m; or

(2) More than 0.02 kilobecquerel of strontium-82 pegabecquerel of rubidium-82 chloride
injection (0.02 microcurie of strontium-82 per nailrie of rubidium-82 chloride); or more than
0.2 kilobecquerel of strontium-85 per megabecquarelbidium-82 chloride injection (0.2
microcurie of strontium-85 per millicurie of rubidn-82).

(3) A licensee that uses molybdenum-99/techneti@ngéherators for preparing technetium-99m
radiopharmaceuticals must measure the molybdenuoo®€entration in each eluate from a
generator to demonstrate compliance with sectipof(this rule.

(4) A licensee that uses a strontium-82/rubidiung88erator for preparing a rubidium-82
radiopharmaceutical shall, before the first paties# of the day, measure the concentration of
radionuclides strontium-82 and strontium-85 to destiate compliance with section (1) of this
rule.

(5) A licensee who must measure molybdenum coragoitr or strontium-82 and strontium-85
must retain a record of each measurement in accoedaith OAR 333-100-0057. The record
must include, for each elution or extraction ofteetium-99m, the measured activity of the
technetium expressed in MBqg (mCi), the measuradigcof the molybdenum expressed in kBq
(uCi), the ratio of the measures expressed as ¥Bq 6f molybdenum per MBg (mCi) of
technetium, the date of the test and the initibthe individual who performed the test.

(6) A licensee must report immediately to the Auityan accordance with OAR 333-116-1011
each occurrence of molybdenum-99 concentrationezhng the limits specified in section (1) of
this rule.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.290
333-116-0660
Training for Uptake, Dilution or Excretion Studies

Except as provided in OAR 333-116-0740, the licerd®ll require the authorized user of a
radiopharmaceutical listed in OAR 333-116-0300ealphysician who:

(1) Is certified by a medical specialty board whossification process has been recognized by
the U.S. Nuclear Regulatory Commission or an Age@nstate. The names of board
certifications that have been recognized by the Niflear Regulatory Commission or an



Agreement State are posted on the NRC's Medica Usensee Toolkit webpage. To have its
certification process recognized, a specialty bahall require all candidates for certification to:

(a) Complete 60 hours of training and experiendaasic radionuclide handling techniques and
radiation safety applicable to the medical usensfealed byproduct material for uptake, dilution,
and excretion studies as described in paragrap(e(B) through (3)(b)(F) of this rule; and

(b) Pass an examination administered by diplonfatiseospecialty board that assesses
knowledge and competence in radiation safety, ragilbide handling and quality control; or

(2) Is an authorized user under OAR 333-116-0636;181.6-0680, or equivalent Nuclear
Regulatory Commission or Agreement State requirésnen

(3) Has completed 60 hours of training and expegemcluding a minimum of eight hours of
classroom and laboratory training, in basic radatide handling techniques applicable to the
medical use of unsealed byproduct material forkegtdilution, and excretion studies. The
training and experience must include:

(a) Classroom and laboratory training in the foilogvareas:

(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measureaigadioactivity;

(D) Chemistry of byproduct material for medical used

(E) Radiation biology; and

(b) Work experience, under the supervision of ahanzed user who meets the requirements in
OAR 333-116-0660, 333-116-0670, 333-116-0680 argiBIH-0740 or U.S. Nuclear

Regulatory Commission or equivalent Agreement Sedeirements, involving:

(A) Ordering, receiving, and unpacking radioactinaterials safely and performing the related
radiation surveys;

(B) Performing quality control procedures on instants used to determine the activity of
dosages and performing checks for proper operafisarvey meters;

(C) Calculating, measuring and safely preparingepabr human research subject dosages;

(D) Using administrative controls to prevent a ncatlevent involving the use of unsealed
byproduct material;



(E) Using procedures to contain spilled byproduatarial safely and using proper
decontamination procedures; and

(F) Administering dosages of radiopharmaceuticagdrto patients or human research subjects;
and

(4) Has obtained written attestation that the iriial has satisfactorily completed the
requirements in section (3) of this rule and iedblindependently fulfill the radiation safety-
related duties as an authorized user for the miedses authorized under OAR 333-116-
0300.The attestation must be obtained from either:

(a) A preceptor authorized user who meets the remnts in OAR, 333-116-0660, 333-116-
0670, 333-116-0680 or 333-116-0740 or equivaleft Bluclear Regulatory Commission or
Agreement State requirements; or

(b) A residency program director who affirms in tivig that the attestation represents the
consensus of the residency program faculty wheleaat one faculty member is an authorized
user who meets the requirements in OAR 333-116-0688-116-0670, 333-116-0680, or 333-
116-0740 or equivalent U.S. Nuclear Regulatory Cagsion or Agreement State requirements,
and concurs with the attestation provided by tisedency program director. The residency
training program must be approved by the Resid&eyew Committee of the Accreditation
Council for Graduate Medical Education or the Rdyallege of Physicians and Surgeons of
Canada or the Council on Postdoctoral TrainindhefAmerican Osteopathic Association and
must include training and experience specifiedeiction (3) of this rule.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.300

33-116-0360

Use of Unsealed Radioactive Materials or Radiophar maceuticalsfor Which a Written
DirectiveisRequired

A licensee may use any unsealed radioactive mhideiatified in OAR 333-116-0680(2)(b)(F)
prepared for medical use for which a written direxts required that is obtained from:

(1) A manufacturer or preparer licensed under O8R-B02-0285, U.S. Nuclear Regulatory
Commission, or equivalent Agreement State requirdsp@r

(2) A PET radiopharmaceutical producer licenseden@AR 333-102-0190(11) U.S. Nuclear
Regulatory Commission or equivalent Agreement Stdeirements; or

(3) Excluding production of PET radionuclides, peg by:

(a) An authorized nuclear pharmacist;



(b) A physician who is an authorized user on ansgefrom the Authority, other Agreement
State, or the U.S. Nuclear Regulatory Commissia@hragets the specified requirements in OAR
333-116-0670 or 333-116-0680; or

(c) An individual under the supervision, as spedfin OAR 333-116-0100, of the authorized
nuclear pharmacist in subsection (3)(a) of this rl the physician who is an authorized user in
subsection (3)(b) of this rule; or

(4) Obtained from and prepared by an Authority, .UNSclear Regulatory Commission, or
Agreement State licensee for use in research iordance with an Investigational New Drug
(IND) protocol accepted by the Food and Drug Adstiaition; or

(5) Prepared by the licensee for use in researalséordance with an Investigational New Drug
(IND) protocol accepted by FDA.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.390

333-116-0680

Training for Use of Unsealed Byproduct Material for Which a Written Directiveis
Required

Except as provided in OAR 333-116-0740, the licemsest require an authorized user of
unsealed byproduct material for the uses authotineiér OAR 333-116-0360 to be a physician
who:

(1) Is certified by a medical specialty board whossification process has been recognized by
the U.S. Nuclear Regulatory Commission or an Agesgnstate and who meets the
requirements in paragraph (2)(b)(F) of this rulee hames of board certifications that have been
recognized by the U.S. Nuclear Regulatory CommissiocAgreement State are posted on the
U.S. Nuclear Regulatory Commission’s Medical Useshse Toolkit webpage. . To be
recognized, a specialty board shall require altadates for certification to:

(a) Successfully complete residency training iadiation therapy or nuclear medicine training
program or a program in a related medical specialtgse residency training programs must
include 700 hours of training and experience asrile=d in subsection (2)(a) through paragraph
(2)(b)(E) of this rule. Eligible training programsust be approved by the Residency Review
Committee of the Accreditation Council for Gradultedical Education, the Royal College of
Physicians and Surgeons of Canada, or the Comnoitt&ost-Graduate Training of the
American Osteopathic Association; and

(b) Pass an examination, administered by diplomftise specialty board, which tests
knowledge and competence in radiation safety, radilide handling, quality assurance, and
clinical use of unsealed byproduct material foratha written directive is required; or



(2) Has completed 700 hours of training and expegeincluding a minimum of 200 hours of
classroom and laboratory training in basic raditidechandling techniques applicable to the
medical use of unsealed byproduct material reqgiainvritten directive. The training and
experience must include:

(a) Classroom and laboratory training in the foilogvareas:

(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measureaieadioactivity;
(D) Chemistry of byproduct material for medical used

(E) Radiation biology; and

(b) Work experience, under the supervision of aha@ized user who meets the requirements in
OAR 333-116-0680, 333-116-0740, or U.S. Nuclearuragry Commission or equivalent
Agreement State requirements. A supervising autbdruser, who meets the requirements in
section (2) of this rule, must also have experienadministering dosages in the same dosage
category or categories as given in OAR 333-116-0B580)(F) as the individual requesting
authorized user status. The work experience mustva:

(A) Ordering, receiving, and unpacking radioactwaterials safely and performing the related
radiation surveys;

(B) Performing quality control procedures on instants used to determine the activity of
dosages, and performing checks for proper operafisarvey instruments;

(C) Calculating, measuring and safely preparingepabr human research subject dosages;

(D) Using administrative controls to prevent a ncatlevent involving the use of unsealed
byproduct material,

(E) Using procedures to contain spilled byproduaterial safely and using proper
decontamination procedures; and

(F) Administering dosages of radiopharmaceuticagdrto patients or human research subjects
in subparagraphs (2)(b)(F)(i) through (iii) withims rule. Radiopharmaceuticals containing
radionuclides not listed in subparagraphs (2)(lg)()rough (iii) are regulated under OAR 333-
116-0485. This work experience must involve a mummof three cases in subparagraphs
(2)(b)(F)(i) through (iii) within this rule for wich the individual is requesting authorized user
status.



(i) Oral administration of less than or equal td2LlGigabecquerels (33 millicuries) of sodium
iodide 1-131, for which a written directive is rarpd;

(i) Oral administration of greater than 1.22 Gigafuerels (33 millicuries) of sodium iodide I-
131;

NOTE: Experience with at least three cases in suagpaph (i) also satisfies the requirement in
subparagraph (i).

(iif) Parenteral administration of any of any ragal@rmaceutical that contains a radionuclide that
is primarily used for its electron emission, beddiation characteristics, alpha radiation
characteristics, or photon energy of less thankEaQ for which a written directive is required,;
and

(c) Has obtained written attestation that the imlial has satisfactorily completed the
requirements in section (2) of this rule and isdblindependently fulfill the radiation safety
related duties as an authorized user for the mledses authorized by OAR 333-116-0360 for
which the individual is requesting authorized ustatus. The attestation must be obtained from
either:

(A) A preceptor authorized user who meets the requents in OAR 333-116-0680, 333-116-
0740, or equivalent U.S. Nuclear Regulatory Comiorgor Agreement State requirements and
has experience in administering dosages in the siasege category or categories as the
individual requesting authorized user status; or

(B) A residency program director who affirms in tig that the attestation represents the
consensus of the residency program faculty wheleaat one faculty member is an authorized
user who meets the requirements in OAR 333-116-08688-116-0740, equivalent U.S. Nuclear
Regulatory Commission, or Agreement State requirgméas experience in administering
dosages in the same dosage category or categsrile mndividual requesting authorized user
status, and concurs with the attestation providethe residency program director. The
residency training program must be approved byRipgdency Review Committee of the
Accreditation Council for Graduate Medical Educatar the Royal College of Physicians and
Surgeons of Canada or the Council on Postdoctaeahifig of the American Osteopathic
Association and must include training and expeeespecified in sections (2)(a) and (2)(b) of
this rule.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807



For 35.392

333-116-0683

Training for the Oral Administration of Sodium lodide I-131 Requiring a Written
Directivein QuantitiesLess Than or Equal to 1.22 Gigabecquer els (33 millicuries)

Except as provided in OAR 333-116-0740, the licerd®ll require an authorized user for the
oral administration of sodium iodide I-131 requiyia written directive and the total treatment
guantity is less than or equal to 1.22 Gigabecdsi¢88 millicuries), to be a physician who:

(1) Is certified by a medical specialty board whossification process includes all of the
requirements in section (3) of this rule and whosification has been recognized by the U.S.
Nuclear Regulatory Commission, or an AgreemeneSite names of board certifications that
have been recognized by the U.S. Nuclear Regul&orgmission or an Agreement State are
posted on the NRC's Medical Uses Licensee Tool&lipage; or

(2) Is an authorized user under OAR 333-116-068Qi$es listed in OAR 333-116-
0680(2)(b)(F)(i) or (ii) or 333-116-0687, or equlimat Agreement State requirements; or

(3) Has successfully completed 80 hours of clasarand laboratory training, applicable to the
medical use of sodium iodide [-131 for proceduszpiiring a written directive.

(a) The training must include:

(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measureaieadioactivity;

(D) Chemistry of byproduct material for medical uaed

(E) Radiation biology; and

(b) Has work experience, under the supervisiomawhorized user who meets the
requirements in OAR 333-116-0680, 333-116-0683;BB3-0687, 333-116-0740 or equivalent
NRC or Agreement State requirements. A superviautborized user who meets the
requirements in OAR 333-116-0680(2) must have ae&pee in administering dosages as

specified in 333-116-0680(2)(b)(F)(i) or (ii). Tkark experience must involve:

(A) Ordering, receiving, and unpacking radioactwaterials safely and performing the related
radiation surveys;

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

(C) Calculating, measuring and safely preparingepabr human research subject dosages;



(D) Using administrative controls to prevent a neatlevent involving the use of byproduct
material;

(E) Using procedures to contain spilled byproduaterial safely and using proper
decontamination procedures; and

(F) Administering dosages to patients or humanamesesubjects, that includes at least three
cases involving the oral administration of lessitbaequal to 1.22 Gigabecquerels (33
millicuries) of sodium iodide 1-131; and

(c) Has obtained written attestation that the imlial has satisfactorily completed the
requirements in subsections (3)(a) and (3)(b) isfrile and is able to independently fulfill the
radiation safety related duties as an authorized fos oral administration of less than or equal
to 1.22 gigabecquerels (33 millicuries) of sodiwdide 1-131 for medical uses authorized under
OAR 333-116-0360. The attestation must be obtaired either:

(A) A preceptor authorized user who meets the requents in OAR 333-116-0680, 333-116-
0683, 333-116-0687, 333-116-0740 or equivalent Nilear Regulatory Commission or
Agreement State requirements and has experierammistering dosages as specified in OAR
333-116-0680(2)(b)(F)(i) or (ii); or

(B) A residency program director who affirms in tig that the attestation represents the
consensus of the residency program faculty whel@aat one faculty member is an authorized
user who meets the requirements in OAR, 333-11®0883-116-0683, 333-116-0687, 333-
116-0740 or equivalent U.S. Nuclear Regulatory Cassion or Agreement State requirements;
has experience in administering dosages as spaifil@AR 333-116-0680(2)(b)(F)(i) or (ii)

and concurs with the attestation provided by tisedency program director. The residency
training program must be approved by the Resid&eyew Committee of the Accreditation
Council for Graduate Medical Education or the Rdyallege of Physicians and Surgeons of
Canada or the Council on Postdoctoral TrainindhefAmerican Osteopathic Association and
must include training and experience specifieduinsgctions (3)(a) and (3)(b) of this rule.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.3%4

333-116-0687

Training for Oral Administration of Sodium lodide I-131 Requiring a Written Directivein
Quantities Greater than 1.22 Gigabecquerels (33 millicuries)

Except as provided in OAR 333-116-0740, the licemsest require an authorized user for the
oral administration of sodium iodide 1-131 requiia written directive in quantities greater than
1.22 Gigabecquerels (33 millicuries), to be a ptigsi who:

(2) Is certified by a medical specialty board whossification process includes all of the
requirements in subsection (3)(a) and (3)(b) of thie and whose certification has been



recognized by the U.S. Nuclear Regulatory Commissioan Agreement State. The names of
board certifications that have been recognizechbylt.S. Nuclear Regulatory Commission or an
Agreement State are posted on the NRC’s Medicat Ugensee Toolkit web page; or

(2) Is an authorized user under OAR 333-116-068Qi$es listed in OAR 333-116-
0680(2)(b)(F)(ii), or equivalent NRC or Agreemem&t® requirements; or

(3) Has successfully completed 80 hours of clagarand laboratory training, applicable to the
medical use of sodium iodide [-131 for proceduszpiiring a written directive.

(a) The training must include:

(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measureaieadioactivity;

(D) Chemistry of byproduct material for medical uaed

(E) Radiation biology; and

(b) Has work experience, under the supervisiomaw#horized user who meets the
requirements in OAR 333-116-0680, 333-116-0687;BB3-0740, or equivalent NRC or
Agreement State requirements. A supervising autbdruser, who meets the requirements in
OAR 333-116-0680(2), must have experience in adstering dosages as specified in OAR 333-
116-0680(2)(b)(F)(ii). The work experience mustdive:

(A) Ordering, receiving and unpacking radioactivatemials safely and performing the related
radiation surveys;

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

(C) Calculating, measuring and safely preparingepabr human research subject dosages;

(D) Using administrative controls to prevent a neatlevent involving the use of byproduct
material;

(E) Using procedures to contain spilled byproduatarial safely and using proper
decontamination procedures; and

(F) Administering dosages to patients or humanamesesubjects, that includes at least three
cases involving the oral administration of greéitan 1.22 Gigabecquerels (33 millicuries) of
sodium iodide 1-131; and



(c) Has obtained written attestation that the imtlial has satisfactorily completed the
requirements in subsections (3)(a) and (3)(b) isfille, and is able to independently fulfill the
radiation duties as an authorized user for theadaiinistration of greater than 1.22
gigabecquerels (33 millicuries) of sodium iodid&31 for medical use authorized by OAR 333-
116-0360 The written attestation must be obtainech feither:

(A) A preceptor authorized user who meet the regmeénts in OAR 333-116-0680, 333-116-
0687, 333-116-0740, or equivalent U.S. Nuclear Regry Commission or Agreement State
requirements, and has experience in administeisgges as specified in OAR 333-116-
0687(2)(b)(F)(ii); or

(B) A residency program director who affirms in tvrg that the attestation represents the
consensus of the residency program faculty wheleaat one faculty member is an authorized
user who meets the requirements in OAR 333-116-0688-116-0687, 333-116-0740 or
equivalent U.S. Nuclear Regulatory Commission ore&gnent State requirements, has
experience in administering dosages as specifi@AR 333-116-0687(2)(b)(F)(ii), and concurs
with the attestation provided by the residency paogdirector. The residency training program
must be approved by the Residency Review Comnuftéiee Accreditation Council for
Graduate Medical Education or the Royal CollegPlofsicians and Surgeons of Canada or the
Council on Postdoctoral Training of the Americangdpathic Association and must include
training and experience specified in subsectiof@)&nd (3)(b) of this rule.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.396

333-116-0715

Training for the Parenteral Administration of Unsealed Byproduct Material Requiring a
Written Directive

Except as provided in OAR 333-116-0740, the licerd®all require an authorized user for the
parenteral administration requiring a written dineg, to be a physician who:

(1) Is an authorized user under OAR 333-116-068Qises listed in 333-116-0680(2)(b)(F)(iii)
or 333-116-0680(2)(b)(F)(iv) or equivalent U.S. Mar Regulatory Commission or Agreement
State requirements; or

(2) Is an authorized user under OAR 333-116-069888r116-0720, or equivalent U.S. Nuclear
Regulatory Commission or Agreement State requirésngmd who meets the requirements in
section (4) of this rule; or

(3) Is certified by a medical specialty board whossification process has been recognized by
the U.S. Nuclear Regulatory Commission or an Agesenstate under OAR 333-116-0690 or
333-116-0720, and who meets the requirements tiosg@) of this rule.



(4) Has successfully completed 80 hours of clagarand laboratory training, applicable to
parenteral administrations listed in OAR 333-11&8@&)(b)(F)(ii).

(a) The training must include:

(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measureaieadioactivity;
(D) Chemistry of byproduct material for medical used

(E) Radiation biology; and

(b) Has work experience, under the supervisiomaw#horized user who meets the
requirements in OAR 333-116-0680, 333-116-0715;BB3-0740 or equivalent U.S. Nuclear
Regulatory Commission or Agreement State requirésp@mthe parenteral administrations
listed in OAR 333-116-0680(2)(b)(F)(iii)). A supesuig authorized user who meets the
requirements in OAR 333-116-0680, 333-116-0715 &. Bluclear Regulatory Commission or
Agreement State requirements, must have experiaraministering dosages in the same
category or categories as the individual requestirtgorized user status. The work experience
must involve:

(A) Ordering, receiving, and unpacking radioactivaterials safely, and performing the related
radiation surveys;

(B) Performing quality control procedures on instants used to determine the activity of
dosages, and performing checks for proper operafisarvey meters;

(C) Calculating, measuring, and safely preparingepaor human research subject dosages;

(D) Using administrative controls to prevent a ncatlevent involving the use of unsealed
byproduct material,

(E) Using procedures to contain spilled byproduateral safely, and using proper
decontamination procedures; and

(F) Administering dosages to patients or humanamesesubjects, that include at least three
cases involving the parenteral administration &sigied in OAR 333-116-0680(2)(b)(F)(iii);
and

(c) Has obtained written attestation that the imlial has satisfactorily completed the
requirements in section (4) of this rule, and ik db independently fulfill the radiation safety
related duties as an authorized user for the para@rdadministration of unsealed byproduct
material requiring a written directive. The writtatiestation must be obtained from either:



(A) A preceptor authorized user who meets the requents in OAR 333-116-0680, 333-116-
0715, 333-116-0740, or equivalent U.S. Nuclear Regry Commission or Agreement State
requirements. A preceptor authorized user who ntaetsequirements in OAR 333-116-0680,
333-116-0715 or equivalent U.S. Nuclear Regula@wynmission or Agreement State
requirements, must have experience in administetasgges in the same category or categories
as the individual requesting authorized user status

(B) A residency program director who affirms in tig that the attestation represents the
consensus of the residency program faculty whel@aat one faculty member is an authorized
user who meets the requirements in OAR 333-116-08688-116-0715, 333-116-0740 or
equivalent U.S. Nuclear Regulatory or AgreementeStaquirements, has experience in
administering dosages in the same dosage categogntagories as the individual requesting
authorized user status, and concurs with the attestprovided by the residency program
director. The residency training program must hereyed by the Residency Review Committee
of the Accreditation Council for Graduate Medicalugation or the Royal College of Physicians
and Surgeons of Canada or the Council on Postadaaining of the American Osteopathic
Association and must include training and expeeespecified in section (4) and subsection
(4)(b) of this rule.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.400
333-116-0420
Use of Sourcesfor Manual Brachytherapy

A licensee must use only brachytherapy sourcethéoapeutic medical uses:

(1) As approved in the Sealed Source and DevicésRgdor manual brachytherapy medical
use. The manual brachytherapy sources may be asethhual brachytherapy uses that are not
explicitly listed in the Sealed Source and DeviegRtry, but must be used in accordance with
the radiation safety conditions and limitationsaldeed in the Sealed Source and Device
Registry; or

(2) In research to deliver therapeutic doses falioa use in accordance with an active
Investigational Device Exemption (IDE) applicatiaccepted by the Food and Drug
Administration and are manufactured, labeled, pgedlaand distributed under a specific license
issued by the U.S. Nuclear Regulatory CommissicanoAgreement State provided that the
requirements of OAR 333-116-0140 are met.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.433
333-116-0447
Strontium-90 Sourcesfor Ophthalmic Treatments



(1) Licensees who use strontium-90 for ophthalmgatments must ensure that certain activities
as specified in section (2) of this rule are perfed by either:

(a) An authorized medical physicist; or
(b) An individual who:
(A) Is identified as an ophthalmic physicist on:

(i) A specific medical use license issued by th8.UNuclear Regulatory Commission or an
Agreement State;

(i) A permit issued by a U.S. Nuclear Regulatogn@nission or Agreement State broad scope
medical use licensee;

(iif) A medical use permit issued by a U.S. NuclBagulatory Commission master material
licensee; or

(iv) A permit issued by a U.S. Nuclear Regulatogn@nission master material licensee broad
scope medical use permittee; and

(B) Holds a master's or doctor's degree in physiegjical physics, other physical sciences,
engineering, or applied mathematics from an actddiollege or university; and

(C) Has successfully completed one year of fulletitraining in medical physics and an
additional year of full-time work experience undee supervision of a medical physicist; and

(D) Has documented training in:
(i) The creation, modification, and completion afitten directives;
(ii) Procedures for administrations requiring atten directive; and

(iif) Performing the calibration measurements adirytherapy sources as detailed in OAR 333-
116-0445.

(2) The individuals who are identified in sectidr) ¢f this rule must:

(a) Calculate the activity of each strontium-90rsetthat is used to determine the treatment
times for ophthalmic treatments. The decay mudidsed on the activity determined under OAR
333-116-0445; and

(b) Assist the licensee in developing, implementeangd maintaining written procedures to
provide high confidence that the administratiomiaccordance with the written directive. These
procedures must include the frequencies that ttigidtual meeting the requirements in section
(2) of this rule will observe treatments, review theatment methodology, calculate treatment



time for the prescribed dose, and review recordeetdy that the administrations were in
accordance with the written directives.

(3) A licensee shall retain a record of the agtiait each strontium-90 source in accordance with
OAR 333-100-0057.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.490
333-116-0690
Training for Use of Manual Brachytherapy Source

Except as provided in OAR 333-116-0740, the licemsest require the authorized user using
manual brachytherapy sources specified in OAR 33830420 for therapy to be a physician
who:

(2) Is certified by a medical specialty board whossification process has been recognized by
the U.S. Nuclear Regulatory Commission or an Age@nstate. The names of board
certifications that have been recognized by the Niflear Regulatory Commission or an
Agreement State are posted on the U.S. Nuclear|&egy Commission’s Medical Uses
Licensee Toolkit web page. To have its certificawocess recognized, a specialty board shall
require all candidates for certification to:

(a) Successfully complete a minimum of three yearesidency training in a radiation oncology
program approved by the Residency Review Committeélee Accreditation Council for
Graduate Medical Education or the Royal CollegPlofsicians and Surgeons of Canada or the
Committee on Post-Graduate Training of the Ameri®ateopathic Association; and

(b) Pass an examination, administered by diplowfitise specialty board, that tests knowledge
and competence in radiation safety, radionuclidedhiag, treatment planning, quality assurance
and clinical use of manual brachytherapy; or

(2) Has completed a structured educational prognapasic radionuclide handling techniques
applicable to the use of manual brachytherapy ssuittat includes:

(a) 200 hours of classroom and laboratory traimigpe following areas:
(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measureaiegadioactivity; and

(D) Radiation biology; and



(b) 500 hours of work experience, under the supamwiof an authorized user who meets the
requirements in OAR 333-116-0690, 333-116-0740qoin&alent U.S. Nuclear Regulatory or
Agreement State requirements at a medical faalityrorized to use byproduct materials under
OAR 333-116-0420. involving:

(A) Ordering, receiving and unpacking radioactivatemnials safely and performing the related
radiation surveys;

(B) Checking survey meters for proper operation;
(C) Preparing, implanting and removing brachythgrsqurces;
(D) Maintaining running inventories of material band;

(E) Using administrative controls to prevent a nsatlevent involving the use of byproduct
material; and

(F) Using emergency procedures to control byprochaterial; and

(c) Has completed three years of supervised cligxperience in radiation oncology, under an
authorized user who meets the requirements in O23R13.6-0740, 333-116-0690, or equivalent
U.S. Nuclear Regulatory Commission or AgreementeStquirements, as part of a formal
training program approved by the Residency Reviem@ittee for Radiation Oncology of the
Accreditation Council for Graduate Medical Educatfior the Royal College of Physicians and
Surgeons of Canada, or the Committee on Postdbdiu@ining of the American Osteopathic
Association. This experience may be obtained coeatly with the supervised work experience
required by subsection (2)(b) of this rule; and

(d) Has obtained written attestation that the i@l has satisfactorily completed the
requirements in subsections(2)(a), (2)(b) and §2){¢his rule and is able to independently

fulfill the radiation safety related duties as amharized user of manual brachytherapy sources
for the medical uses authorized under OAR 333-14830The attestation must be obtained from
either:

(A) A preceptor authorized user who meets the requents in OAR 333-116-0690, 333-116-
0740, or equivalent U.S. Nuclear Regulatory Comioissr Agreement State requirements; or

(B) A residency program director who affirms in tig that the attestation represents the
consensus of the residency program faculty wheleaat one faculty member is an authorized
user who meets the requirements in OAR 333-116-0638116-0740 or equivalent U.S.
Nuclear Regulatory Commission or Agreement Stajairements, and concurs with the
attestation provided by the residency program thred he residency training program must be
approved by the Residency Review Committee of tberéditation Council for Graduate

Medical Education or the Royal College of Physisiand Surgeons of Canada or the Council on
Postdoctoral Training of the American Osteopathssdciation and must include training and
experience specified in subsections (2)(a), (21 (2)(c) of this rule.



Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.491
333-116-0700
Training for Ophthalmic Use of Strontium-90

Except as provided in OAR 333-116-0740, the licemsest require the authorized user using
only strontium-90 for ophthalmic radiotherapy todphysician who:

(1) Is an authorized user under OAR 333-116-06%oivalent U.S. Nuclear Regulatory
Commission or Agreement State requirements; or

(2) Has completed 24 hours of classroom and laborataining applicable to the medical use of
strontium-90 for ophthalmic radiotherapy.

(a) The training must include:

(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measureaigadioactivity; and

(D) Radiation biology; and

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

(A) Examination of each individual to be treated;

(B) Calculation of the dose to be administered;

(C) Administration of the dose;

(D) Follow up and review of each individual's casstory; and

(E) Has obtained written attestation, signed byezgptor authorized user who meets the
requirements in OAR 333-116-0690, 333-116-0700;BB3-0740, or equivalent U.S. Nuclear
Regulatory Commission or Agreement State requirésnpémat the individual has satisfactorily
completed the requirements in section (2) of this and is able to independently fulfill the

radiation safety related duties as an authorized afsstrontium-90 for ophthalmic use.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807



For 35.500
333-116-0400
Use of Sealed Sourcesfor Diagnosis

(1) A licensee must use only sealed sources teat@trin medical devices for diagnostic
medical uses if the sealed sources are approvibe iSealed Source and Device Registry for
diagnostic medicine. The sealed sources may befasdthgnostic medical uses that are not
explicitly listed in the Sealed Source and DeviegiRtry but must be used in accordance with
the radiation safety conditions and limitationsaldeed in the Sealed Source and Device
Registry.

(2) A licensee must only use medical devices cairigisealed sources for diagnostic medical
uses if both the sealed sources and medical deareespproved in the Sealed Source and
Device Registry for diagnostic medical uses. Tlagdostic medical devices may be used for
diagnostic medical uses that are not explicitlielisin the Sealed Source and Device Registry
but must be used in accordance with the radia@detys conditions and limitations described in
the Sealed Source and Device Registry.

(3) Sealed sources and devices for diagnostic rakdses may be used in research in
accordance with an active Investigational Devicerggtion (IDE) application accepted by the
U.S. Food and Drug Administration provided the iegments of OAR 333-116-0140(6) are
met.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.590
333-116-0710
Training for Use of Sealed Sourcesfor Diagnosis

Except as provided in OAR 333-116-0740 the licemsast require the authorized user using a
sealed source in a device specified in OAR 333-04@0 to be a physician, dentist or podiatrist
who:

(2) Is certified by a specialty board whose ceagéfion process includes all of the requirements
in sections (3) and (4) of this rule and whoseifieation has been recognized by the U.S.
Nuclear Regulatory Commission or an Agreement STdte names of board certifications that
have been recognized by the U.S. Nuclear Regul&orgmission or an Agreement State are
posted on the U.S. Nuclear Regulatory Commissibledical Uses Licensee Toolkit webpage
or:

(2) Is an authorized user for uses listed in OAR-336-0320 or equivalent U.S. Nuclear
Regulatory Commission or Agreement State requirésnen

(3) Has completed eight hours of classroom andré&dboy training in basic radionuclide
handling techniques specifically applicable toualse of the device. The training must include:



(a) Radiation physics and instrumentation;

(b) Radiation protections;

(c) Mathematics pertaining to the use and measureafeadioactivity; and
(d) Radiation biology

(4) Has completed training in the use of the defacd¢he uses requested.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.600

333-116-0480

Use of a Sealed Sourcein a Remote Afterloader Unit, Teletherapy Unit, or Gamma
Ster eotactic Radiosurgery Unit

(1) A licensee must only use sealed sources:

(a) Approved and as provided for in the Sealed &and Device Registry in photon emitting
remote afterloader units, teletherapy units, or manstereotactic radiosurgery units for
therapeutic medical uses; or

(b) In research involving photon-emitting remoteedbader units, teletherapy units, or gamma
stereotactic radiosurgery units in accordance waitlactive Investigational Device Exemption
(IDE) application accepted by the U.S. Food andgDkdministration provided the requirements
of OAR 333-116-0140 are met.

(2) A licensee must use photon-emitting remoterlaideler units, teletherapy units, or gamma
stereotactic radiosurgery units:

(a) Approved in the Sealed Source and Device Rggstdeliver a therapeutic dose for medical
use. These devices may be used for therapeuticaléttatments that are not explicitly
provided for in the Sealed Source and Device Rggibtit must be used in accordance with
radiation safety conditions and limitations desedlin the Sealed Source and Device Registry;
or

(b) In research in accordance with an active Ingatbnal Device Exemption (IDE) application
accepted by the U.S. Food and Drug Administratiaviped the requirements of OAR 333-116-
0140 are met.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807



For 35.610

333-116-0495

Safety Proceduresand Instructions for Remote Afterloader Units, Teletherapy Units, and
Gamma Ster eotactic Radiosurgery Units

(1) A licensee must:

(a) Secure the unit, the console, the console lkayihe treatment room when not in use or
unattended;

(b) Permit only individuals approved by the authed user, Radiation Safety Officer, or
authorized medical physicist to be present in teatinent room during treatment with the
source(s);

(c) Prevent dual operation of more than one rashgbroducing device in a treatment room if
applicable; and

(d) Develop, implement, and maintain written praged for responding to an abnormal
situation when the operator is unable to placesthece(s) in the shielded position, or remove
the patient or human research subject from thetiadi field with controls from outside the
treatment room. These procedures must include:

(A) Instructions for responding to equipment fagsiand the names of the individuals
responsible for implementing corrective actions;

(B) The process for restricting access to and pgsif the treatment area to minimize the risk of
inadvertent exposure; and

(C) The names and telephone numbers of the audtbugers, the authorized medical physicist,
and the Radiation Safety Officer to be contactadaefunit or console operates abnormally.

(2) A copy of the procedures required by subsedtldd) of this rule must be physically located
at the unit console.

(3) A licensee must post instructions at the uoitsole to inform the operator of:
(a) The location of the procedures required by scitien (1)(d) of this rule; and

(b) The names and telephone numbers of the audlibugers, the authorized medical physicist,
and the Radiation Safety Officer to be contactedaefunit or console operates abnormally.

(4) Prior to the first use for patient treatmentafew or an existing unit with a manufacturer
upgrade that affects the operation and safetyeotithit, a licensee shall ensure that vendor
operational and safety training is provided taradividuals who will operate the unit. The
vendor operational and safety training must be idex\/by the device manufacturer or by an
individual certified by the device manufacturemprovide the operational and safety training.



(5) A licensee must provide operational and safeffructions, initially and at least annually, to
all individuals who operate the unit, as appropritatthe individual's assigned duties in:

(a) The procedures identified in subsection (1¢fchis rule; and
(b) The operating procedures for the unit.

(6) A licensee must ensure that operators, autbdmzedical physicists, and authorized users
participate in drills of the emergency procedunesially and at least annually.

(7) A licensee must retain a record of individuaeseiving instruction required by sections (4),
(5), and (6) of this rule in accordance with OARB30-0057.

(8) A licensee must retain a copy of the proceduzgsired by subsections (1)(d) and (5)(b) of
this rule until the licensee no longer possessesdimote afterloader, teletherapy unit, or gamma
stereotactic radiosurgery unit.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.655

333-116-0600

Safety Checks and Five-year Inspection for Teletherapy and Gamma Ster eotactic
Radiosurgery Units

(1) A licensee must have each teletherapy unitgamdma stereotactic radiosurgery unit fully
inspected and serviced during source replacemexgsiore proper functioning of the source
exposure mechanism and other safety componentsniéreal between each full inspection
servicing shall not exceed five years for eachthel@py unit and shall not exceed seven years
for each gamma stereotactic radiosurgery unit.

(2) This inspection and servicing may only be perfed by persons specifically licensed to do
so by the Nuclear Regulatory Commission or an Aged State.

(3) If the results of the checks required in settib) of this rule indicate the malfunction of any
system, the licensee must lock the control conisdllee "off" position and not use the unit
except as may be necessary to repair, replacesgk¢he malfunctioning system.

(4) A licensee must retain, in accordance with C#83-100-0057, a record of the facility
checks following installation of a source. The mecmust include notations indicating the
operability of each entrance door interlock, edelstécal or mechanical stop, each beam
condition indicator light, the viewing system armbds and the signature of the Radiation Safety
Officer. In addition each record must contain:

(a) The inspector's radioactive materials licensaler;



(b) The date of inspection;

(c) The manufacturer's name and model number aral sember of both the treatment unit and
source;

(d) A list of components inspected and serviced, the type of service; and
(e) The signature of the inspector.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.690

333-116-0720

Training for Use of Remote Afterloader Units, Teletherapy Units, and Gamma Ster eotactic
Radiosurgery Units

Except as provided in OAR 333-116-0740, the licemsest require the authorized user of a
sealed source specified in OAR 333-116-0480 to jpleyaician who:

(1) Is certified by a medical specialty board whossification process has been recognized by
the U.S. Nuclear Regulatory Commission (NRC) oAgreement State and who meets the
requirements in subsection (2)(c) and section {8)ie rule. The names of board certifications
which have been recognized by the U.S. Nuclear Regy Commission or an Agreement State
are posted on the U.S. Nuclear Regulatory Commm&sidedical Uses Licensee Toolkit
webpage. To have its certification process recaghia specialty board shall require all
candidates for certification to:

(a) Successfully complete a minimum of three ye&rgsidency training in a radiation therapy
program approved by the Residency Review Committe¢lee Accreditation Council for
Graduate Medical Education or the Royal CollegPlofsicians and Surgeons of Canada or the
Committee on Post-Graduate Training of the Ameri©ateopathic Association; and

(b) Pass an examination, administered by diplomwfitise specialty board, which tests
knowledge and competence in radiation safety, radgilide handling, treatment planning,
guality assurance, and clinical use of stereotaaticosurgery, remote afterloaders and external
beam therapy; or

(2) Has completed a structured educational prognapasic radionuclide techniques applicable
to the use of a sealed source in a therapeuticaalaahit:

(a) Which includes the following:
(A) 200 hours of classroom and laboratory trainmthe following areas:

(i) Radiation physics and instrumentation;



(i) Radiation protection;
(i) Mathematics pertaining to the use and measwr@ of radioactivity; and
(iv) Radiation biology; and

(B) 500 hours of work experience, under the sugeraiof an authorized user who meets the
requirements in OAR 333-116-0720, 333-116-0740qoialent U.S. Nuclear Regulatory
Commission or Agreement State requirements at acalddcility that is authorized to use
byproduct materials in OAR 333-116-0480 involving:

(i) Reviewing full calibration measurements andi@aic spotchecks;
(i) Preparing treatment plans and calculatingttreant doses and times;

(iif) Using administrative controls to prevent adial event involving the use of byproduct
material;

(iv) Implementing emergency procedures to be foldwn the event of the abnormal operation
of the medical unit or console;

(v) Checking and using survey meters; and
(vi) Selecting the proper dose and how it is t@bministered; and

(b) Has completed three years of supervised clirixperience in radiation therapy, under an
authorized user who meets the requirements in O23R13.6-0720, 333-116-0740 or equivalent
U.S. Nuclear Regulatory Commission or AgreementeStquirements, as part of a formal
training program approved by the Residency Reviem@ittee for Radiation Oncology of the
Accreditation Council for Graduate Medical Educatar the Royal College of Physicians and
Surgeons of Canada or the Committee on Postdodoaaling of the American Osteopathic
Association. This experience may be obtained caratly with the supervised work experience
required by paragraph (2)(a)(B) of this rule; and

(c) Has obtained written attestation that the imlial has satisfactorily completed the
requirements in subsections (2)(a) and (2)(b),sewtion (3) of this rule, and is able to
independently fulfill the radiation safety relatedgties as an authorized user of each type of
therapeutic medical unit for which the individuslrequesting authorized user status. The written
attestation must be obtained from either:

(A) A preceptor authorized user who meets the requents in OAR 333-116-0720 333-116-
0740, or equivalent U.S. Nuclear Regulatory Cominrssr Agreement State requirements for
the type(s) of therapeutic medical unit for whible individual is requesting authorized user
status; or



(B) A residency program director who affirms in tirg that the attestation represents the
consensus of the residency program faculty wheleaat one faculty member is an authorized
user who meets the requirements in OAR 333-116-0328-116-0740, or equivalent U.S.
Nuclear Regulatory Commission or Agreement Stajairements, for the type(s) of therapeutic
medical unit for which the individual is requestiagthorized user status, and concurs with the
attestation provided by the residency program thred he residency training program must be
approved by the Residency Review Committee of tberéditation Council for Graduate

Medical Education or the Royal College of Physisiand Surgeons of Canada or the Council on
Postdoctoral Training of the American Osteopathssdciation and must include training and
experience specified in subsections (2)(a) and) K this rule.

(3) Has received training in device operation, tyapeocedures, and clinical use for the type(s)
of use for which authorization is sought. Thisrinag requirement may be satisfied by
satisfactory completion of a training program pd®d by the vendor for new users or by
receiving training supervised by an authorized aseuthorized medical physicist, as
appropriate, who is authorized for the type(s)s# tor which the individual is seeking
authorization.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.2024, 35.2310, and 35.2655,
333-100-0057
M aintenance of Records

Each record required by this division must be liegibroughout the retention period. For the
purposes of these rules and unless otherwise gakai&cords must be retained a minimum of
five years. The record may be the original or aodpced copy or a microfilm provided that the
copy or microfilm is authenticated by authorizedso@nel and that the microfilm is capable of
producing a clear copy throughout the requirednteta period. The record may also be stored
in electronic media with the capability of produgilegible, accurate, and complete records
during the required retention period. Records agletters, drawings, and specifications, must
include all pertinent information such as stampsials, and signatures. The licensee must
maintain adequate safeguards against tamperingandhoss of records.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.3045
333-116-1000
Report and Notification of a Medical Event

(1) A licensee must report any medical event amddfin OAR 333-116-0020, except for an
event that results from patient intervention in ethi



(a) The administration of byproduct material oriaéidn from byproduct material, except
permanent implant brachytherapy, results in;

(A) A dose that differs from the prescribed dosélase that would have resulted from the
prescribed dosage by more than 0.05 Sv (5 remgteféedose equivalent, 0.5 Sv (50 rem) to an
organ or tissue, or 0.5 Sv (50 rem) shallow dosevetent to the skin; and

(i) The total dose delivered differs from the prdsed dose by 20 percent or more;

(i) The total dosage delivered differs from theguribed dosage by 20 percent or more or falls
outside the prescribed dosage range; or

(i) The fractionated dose delivered differs frohe prescribed dose for a single fraction by 50
percent or more.

(B) A dose that exceeds 0.05 Sv (5 rem) effectv@edequivalent, 0.5 Sv (50 rem) to an organ or
tissue, or 0.5 Sv (50 rem) shallow dose equivaletite skin from any of the following:

(i) An administration of a wrong radioactive drugntaining byproduct material or the wrong
radionuclide for a brachytherapy procedure;

(i) An administration of a radioactive drug comtimig byproduct material by the wrong route of
administration;

(i) An administration of a dose or dosage to Wreng individual or human research subject;
(iv) An administration of a dose or dosage deliddng the wrong mode of treatment; or

(v) A leaking sealed source.

(C) A dose to the skin or an organ or tissue otihan the treatment site that exceeds by:

(i) 0.5 Sv (50 rem) or more the expected dosedbghe from the procedure if the administration
had been given in accordance with the written tive@repared or revised before

administration; and

(ii) 50 percent or more the expected dose to titafrom the procedure if the administration had
been given in accordance with the written direcpwepared or revised before administration.

(b) For permanent implant brachytherapy, the adstriaion of byproduct material or radiation
from byproduct material (excluding sources thatenerplanted in the correct site but migrated
outside the treatment site) that results in:

(A) The total source strength administered diffgriny 20 percent or more from the total source
strength documented in the post-implantation portibthe written directive;



(B) The total source strength administered outeidée treatment site exceeding 20 percent of
the total source strength documented in the pogtamtation portion of the written directive; or

(C) An administration of a source that includes ahthe following:
(i) The wrong radionuclide;
(i) The wrong individual or human research subject

(iif) Sealed source(s) implanted directly into adtion discontiguous from the treatment site, as
documented in the post-implantation portion ofwhdten directive; or

(iv) A leaking sealed source resulting in a dos éxceeds 0.5 Sv (50 rem) to an organ or
tissue.

(2) The licensee must notify by telephone the Atithiano later than the next calendar day after
discovery of the medical event.

(3) The licensee must submit a written report s Aluthority within 15 days after discovery of
the medical event.

(a) The written report must include:

(A) The licensee's name;

(B) The name of the prescribing physician;

(C) A brief description of the event;

(D) Why the event occurred,;

(E) The effect, if any, on the individual(s) whaeéved the administration;

(F) What actions, if any, have been taken or amamed to prevent recurrence; and

(G) Certification that the licensee notified thdiwidual (or the individual's responsible relative
or guardian), and if not, why not.

(b) The report may not contain the individual's eaon any other information that could lead to
identification of the individual.

(4) The licensee must provide notification of thvert to the referring physician and also notify
the individual who is the subject of the medicat®ivno later than 24 hours after its discovery,
unless the referring physician personally inforhreslicensee either that he or she will inform the
individual or that, based on medical judgmentjriglthe individual would be harmful. The
licensee is not required to notify the individuathmut first consulting the referring physician. If



the referring physician or the affected individaahnot be reached within 24 hours, the licensee
must notify the individual as soon as possibledh#er. The licensee may not delay any
appropriate medical care for the individual, incghgdany necessary remedial care as a result of
the medical event, because of any delay in notiicaTo meet the requirements of this rule, the
notification of the individual who is the subjedttbe medical event may be made instead to that
individual's responsible relative or guardian. ifeabal notification is made, the licensee must
inform the individual, or appropriate responsil@&ative or guardian that a written description of
the event can be obtained from the licensee upmurest. The licensee must provide such a
written description if requested.

(5) Aside from the notification requirement, nofipiim this section affects any rights or duties of
licensees and physicians in relation to each otbendividuals affected by the medical event, or
to that individual's responsible relatives or gugnd.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807

For 35.3204

333-116-1011

Report and Notification for an Eluate Exceeding Permissible M olybdenum-99, Strontium-
82, and Strontium-85 Concentrations

(1) The licensee shall notify the Authority by f@®ne at 1-800-452-0311 and request for
Radiation Protection Services to call. In additihrg licensee must call the distributor of the
generator within seven calendar days after disgothert an eluate exceeded the permissible
concentration listed in OAR 333-116-0330(1) attthee of generator elution. The telephone
report to the Authority must include the manufaetumodel number, and serial number (or lot
number) of the generator, the results of the measent, the date of the measurement, whether
dosages were administered to patients or humaandssubjects, when the distributor was
notified, and the action taken.

(2) The licensee shall submit a written report saliation Protection Services, 800 NE Oregon
Street, Suite 640, Portland Oregon, 97232 withic&@@ndar days after discovery of an eluate
exceeding the permissible concentration at the gfrgenerator elution. The written report must
include the action taken by the licensee; the patiese assessment; the methodology used to
make this dose assessment if the eluate was adenedgo patients or human research subjects;
and the probable cause and an assessment of failime licensee’s equipment, procedures or
training that contributed to the excessive readihga error occurred in the licensee’s
breakthrough determination; and the informatiothimtelephone report as required by section
(1) of this rule.

Statutory/Other Authority: ORS 453.635
Statutes/Other Implemented: ORS 453.605 - 453.807






